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INVITATION TO ACQUIRE 
SWEDISH DEPOSITARY RECEIPTS 
IN OCCLUTECH HOLDING AG
ADMISSION TO TRADING ON NASDAQ FIRST NORTH PREMIER GROWTH MARKET IN STOCKHOLM

Sole Global Coordinator and Joint Bookrunner

Joint Bookrunner

Validity of the Prospectus
This Prospectus was approved by the Swedish Financial Supervisory Authority (Sw. Finansinspektionen) on 16 September 2021. The Prospectus is valid for a period of  
maximum 12 months from this date, provided that Occlutech Holding AG fulfils the obligation, in accordance with the Prospectus Regulation, if applicable, to provide  
supplements to the Prospectus in the event of significant new factors, material mistakes or material inaccuracies, which may affect the assessment of the shares in the 
Company. The obligation to prepare a supplement to the Prospectus is valid from the time of approval until the end of the application period. The Company is under no 
obligation to prepare supplements to the Prospectus after the end of the subscription period.

Nasdaq First North Premier Growth Market
Nasdaq First North Premier Growth Market is a registered growth market for small- and medium-sized growth enterprises in accordance with MiFID II, as implemented in 
national law in Denmark, Finland and Sweden, and is operated by a stock exchange within the Nasdaq Group. Companies on Nasdaq First North Premier Growth Market are 
not subject to the same rules as companies on the regulated market, as defined in EU law and implemented in national law. Instead, they are subject to a less extensive set 
of rules and regulations adapted to small growth companies. The risks attributable to investing in a company on Nasdaq First North Premier Growth Market may therefore 
be higher than investing in a company on a regulated market. All companies with shares traded on Nasdaq First North Premier Growth Market have a Certified Adviser who 
monitors that the rules are followed. The Company’s Certified Adviser is FNCA Sweden AB. Nasdaq Stockholm AB approves the application for admission to trading.
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IMPORTANT INFORMATION TO INVESTORS
This prospectus (the “Prospectus”) has been prepared in connection with an offering to the 
public in Sweden and to institutional investors in Sweden and abroad to acquire Swedish 
Depository Receipts (”SDRs”) in Occlutech Holding AG and the Company’s application for 
admission to trading of the Company’s SDRs on Nasdaq First North Premier Growth Market 
in Stockholm (the “Offering”). One (1) SDR represents one (1) share in the Company. In the 
Prospectus, depending on the context, ”Occlutech” or the ”Company” refers to Occlutech 
Holding AG (a Swiss public limited liability company), reg. no. CHE-101.329.851, the ”Group” 
refers to the Group in which Occlutech Holding AG is the parent company. 

”Carnegie” or the ”Sole Global Coordinator” refers to Carnegie Investment Bank AB (publ) 
and references to ”Euroclear” refers to Euroclear Sweden AB. 

Approval of the Prospectus
The Prospectus has been prepared in accordance with article 13 of the Regulation 
(EU) 2017/1129 of the European Parliament and of the Council of 14 June 2017 on 
the prospectus to be published when securities are offered to the public or admitted 
to trading on a regulated market, and repealing Directive 2003/71/EC (the ”Prospectus 
Regulation”). The Company, considered as a third country issuer in accordance with the 
Prospectus Regulation, has chosen Sweden as the home member state for the purposes 
of the prospectus approval. The Swedish Financial Supervisory Authority (”SFSA”) (Sw. 
Finansinspektionen) has approved the Prospectus in accordance with article 20 of the 
Prospectus Regulation. The SFSA only approves the Prospectus as meeting the standards 
of completeness, comprehensibility and consistency imposed by the Prospectus 
Regulation and such approval should not be considered as an endorsement of the Group or 
support for the securities offered. The SFSA does not guarantee that the information in the 
Prospectus is correct or complete. Swedish law applies to the Prospectus. Disputes arising 
from the Prospectus and related legal matters shall be decided exclusively by the Swedish 
court, whereby Stockholm District Court shall constitute the first instance.

Offering restrictions
The Offering is not directed to the public in any country other than Sweden. Nor is the 
Offering directed to any individuals whose participation would require additional  
prospectuses, registration or actions other than those required by Swedish law. No 
measures have been or will be taken in any jurisdiction other than Sweden that would 
allow securities to be offered to the public or allow the Prospectus or any other documents 
pertaining to the Company or the Company’s share to be held or distributed in such a 
jurisdiction. Applications to acquire share that violate such rules may be deemed invalid. 
Individuals who obtain copies of the Prospectus are requested by the Company and 
Carnegie to inform themselves of and observe such restrictions. Neither the Company 
nor Carnegie accept any legal responsibility for any violation of any such restrictions, 
regardless of whether or not such a violation is made by a prospective investor or by others. 

The SDRs in the Offering have not been and will not be registered under the United States 
Securities Act of 1933, as amended (the “US Securities Act”) or the securities legislation 
of any other state or other jurisdiction in the US and may not be offered, sold or otherwise 
transferred, directly or indirectly, in or into the US except under an available exemption from, 
or by a transaction not subject to, the registration requirements under the US Securities Act 
and in compliance with the securities legislation in the relevant state or any other jurisdiction 
of the US. The SDRs in the Offering have not been recommended, approved or rejected by 
any US federal or state securities commission or regulatory authority. Furthermore, the 
aforementioned authorities have not confirmed the accuracy or determined the adequacy 
of the Prospectus. Any representation to the contrary is a criminal offence in the US. 

Investment information
An investment in securities is associated with certain risks. When investors make an 
investment decision, they must rely on their own assessment of Occlutech including 
applicable facts and risks. Prior to making an investment decision, prospective investors 
should engage their own professional adviser and carefully evaluate and give due 
consideration to the investment decision. Investors may rely only on the information 
contained in the Prospectus and any supplements to the Prospectus. No person has been 
authorized to provide any information or make any statements other than those contained 
in the Prospectus. If this nevertheless takes place, such information and such statements 
are not to be deemed as approved by the Company or the Sole Global Coordinator and 
neither the Company nor the Sole Global Coordinator are responsible for such information 
or such statements. Neither publication nor distribution of the Prospectus, nor any 
transactions that take place on the basis of the Prospectus, are to be deemed to implicate 
that the information in the Prospectus is correct and valid at any other time than the date of 
publication or that any changes have been made to Occlutech’s operations after this date. 
If any substantial changes are made to the information in the Prospectus, such changes 
will be published in accordance with the provisions on supplements to prospectuses as 
stipulated in the Prospectus Regulation. 

Stabilization Measures
In connection with the Offering, Carnegie may, to the extent permitted in accordance with 
Swedish law, conduct transactions aimed to stabilize, maintain or in other ways support 
the market price of the Company’s share for up to 30 days from the first day of trading in 
the Company’s SDRs on Nasdaq First North Premier Growth Market. Carnegie may over 
allot share or conduct transactions in order to maintain the market price of the SDRs at a 
higher level than the one that might otherwise have prevailed in the open market. Carnegie 
is, however, not required to conduct such transactions and there is no assurance that 
such measures will be undertaken. Stabilization transactions may be conducted on any 
securities market, over-the-counter market or any other way. The stabilization transactions, 
if conducted, may be discontinued at any time without prior notice but must be discontinued 
no later than within the aforementioned 30-day period. Carnegie must, no later than by 
the end of the seventh trading day after stabilization transactions have been undertaken, 
in accordance with article 5(4) of the Market Abuse Regulation (EU) 596/2014 and the 

Commission Delegated Regulation (EU) 2016/1052, disclose that stabilization measures 
have been undertaken. Within one week of the end of the stabilization period, Carnegie 
will disclose whether or not stabilization measures were undertaken, the date on which 
stabilization started, the date on which stabilization was last carried out as well as the price 
range within which stabilization was carried out for each of the dates when stabilization 
measures were conducted.

Forward-looking statements
The Prospectus contains forward-looking statements and opinions. Forward-looking state-
ments are statements that do not relate to historical facts and events, and such statements 
and opinions pertaining to the future that, for example, contain wordings such as “believes”, 
“estimates”, “anticipates”, “expects”, “assumes”, “forecasts”, “intends”, “could”, “will”, “should”, 
“would”, “according to estimates”, “is of the opinion”, “may”, “plans”, “potential”, “predicts”, 
“projects”, “to the knowledge of” or similar expressions, which are intended to identify a 
statement as forward-looking. This applies, in particular, to statements and opinions in the 
Prospectus concerning future financial returns, plans and expectations with respect to the 
business and management of the Company, future growth and profitability, and the general 
economic and regulatory environment, and other matters affecting the Company. 

Forward-looking statements are based on current estimates and assumptions made  
according to the best of the Company’s knowledge. Such forward-looking statements 
are subject to risks, uncertainties, and other factors that could cause the actual results, 
including the Company’s cash flow, financial position and operating profit, to differ from 
the information presented in such statements, to fail to meet expectations expressly or 
implicitly assumed or described in those statements or to turn out to be less favorable than 
the results expressly or implicitly assumed or described in those statements. Accordingly, 
prospective investors should not place undue reliance on the forward-looking statements 
contained herein, and are strongly advised to read the entire Prospectus. Neither the 
Company nor Carnegie can give any assurance regarding the future accuracy of the 
opinions set forth herein or as to the actual occurrence of any predicted developments.

In light of the risks, uncertainties and assumptions associated with forward-looking sta-
tements, it is possible that the future events mentioned in the Prospectus may not occur. 
Moreover, the forward-looking estimates and forecasts derived from third-party studies 
referred to in the Prospectus may prove to be inaccurate. Actual results, performance or 
events may differ materially from those presented in such statements due to, without 
limitation: changes in general economic conditions, in particular economic conditions in the 
markets in which the Company operates, changes affecting interest rate levels, changes 
affecting currency exchange rates, changes in levels of competition, changes in laws and 
regulations, and the occurrence of accidents or environmental damages. An investment in 
the Company will thus involve significant risks and investors must have the financial ability 
and willingness to accept the risks of the business described in and lack of liquidity of the 
SDRs referred to in the Prospectus. 

After the date of the Prospectus, neither the Company nor Carnegie assumes any obligation, 
except as required by law or Nasdaq First North Premier Growth Market Rule Book for 
Issuers, to update any forward-looking statements or to conform these forward-looking 
statements to actual events or developments.

Industry and market information 
The Prospectus contains information about the Company’s geographic markets and 
product markets, market size, market shares, market position and other market information 
pertaining to Occlutech’s business and market. Unless otherwise stated, such information 
is based on the Company’s analysis of several different sources, including statistics and 
information from external industry and market reports, market research, public information 
and commercial publications. Such information provided by third parties has been accura-
tely reproduced and, as far as the Company is aware and can assure through comparison 
with other information published by such third parties, no information has otherwise been 
omitted that could render the reproduced information inaccurate or misleading. Industry 
and market publications generally state that the information reproduced therein has been 
obtained from sources deemed to be reliable, but the accuracy and completeness of such 
information cannot be guaranteed. Since the information has not been independently 
verified by the Company, the Company cannot guarantee the correctness of the market 
information contained in the Prospectus or that it has been collected or derived from such 
market publications. Market information and market statistics are inherently forward-looking, 
subject to uncertainty, could be interpreted subjectively and do not necessarily reflect 
actual or future market conditions. Such information and statistics are based on market 
research, which itself is based on selection and subjective interpretations and assessments 
by both the researchers and the respondents, including assessments about what types 
of products and transactions should be included in the relevant market. Accordingly, 
prospective investors should be aware that the financial information, market information 
and forecast and estimated market information contained in the Prospectus do not 
necessarily constitute reliable indicators of the Company’s future results.

Availability
The Prospectus is available on Occlutech’s corporate web page (www.occlutech.com), 
Carnegie’s web page (www.carnegie.se), the web page of the Swedish Financial Supervisory 
Authority (https://fi.se/sv/vara-register/prospektregistret/) and the European Securities and 
Markets Authority’s web page (www.esma.europa.eu). 

Financial information 
Certain financial and other information presented in the Prospectus has been rounded 
to make the information easily comprehensible to the reader. Accordingly, the figures 
contained in certain columns do not tally exactly with the total amount specified. Except as 
expressly indicated herein, no information in the Prospectus has been audited or reviewed 
by the Company’s auditor. Financial amounts are presented in Euro (”EUR”), Swiss Francs 
(”CHF”) or Swedish Krona (”SEK”). 
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This summary should be read as an introduction to the Prospectus. Any decision to invest in the securities 
should be based on a consideration of the Prospectus as a whole by the investor. 

The investor may lose all or part of the invested capital. Where a claim relating to the information contained in 
the Prospectus is brought before a court, the plaintiff investor might, under national law, have to bear the costs 
of translating the Prospectus before the legal proceedings are initiated. Civil liability attaches only to those 
persons who have prepared the summary, including any translations thereof, but only where the summary is 
misleading, inaccurate or inconsistent, when read together with the other parts of the Prospectus, or where 
it does not provide, when read together with the other parts of the Prospectus, key information in order to aid 
investors when considering whether to invest in such securities.

Occlutech Holding AG is a Swiss public limited liability company incorporated in Switzerland with the corporate 
registration number CHE-101.329.851. The address of the Company’s head office is Feldstrasse 22, 8200 
Schaffhausen, Switzerland. The Company’s Legal Entity Identifier (LEI) code is 506700J4B7X08Z441476. The 
ISIN code for the Company’s SDR is SE0016828818. 

As of the date of the Prospectus, Occlutech Holding AG has 71 shareholders. In addition to the SDRs offered by 
Occlutech Holding AG, the following shareholder (the ’’Selling Shareholder’’) is offering up to 2,891,410 existing 
SDRs in the Offering, provided that the Overallotment Option is exercised in full. Information about the Selling 
Shareholders is presented in the table below:

Shareholder Address LEI code Legal form
Country of registration 

and jurisdiction

Tor Peters Company’s address - - -

The Prospectus has been reviewed and approved by the Swedish Financial Supervisory Authority (Sw. Finans- 
inspektionen) on 16 September 2021, which is the competent authority in Sweden for approving prospectuses under 
the Prospectus Regulation. The Swedish Financial Supervisory Authority may be contacted on the following details:

Finansinspektionen 
Box 7821, SE-103 97 Stockholm
+46 (0)8 408 980 00
finansinspektionen@fi.se
www.fi.se

Occlutech Holding AG is a public limited liability company incorporated in Switzerland that was formed on 12 
December 2000. The Company’s current name was registered on 7 September 2009. Occlutech Holding AG’s 
corporate registration number is CHE-101.329.851 and its registered office is Feldstrasse 22, 8200 Schaffhausen, 
Switzerland. The Company’s operations are being conducted according to Swiss law. Occlutech Holding AG has 
twelve wholly owned subsidiaries. The Company’s LEI code is 506700J4B7X08Z441476.

Occlutech is a leading specialist provider of minimally invasive cardiac devices, addressing Congenital Heart 
Defects, Stroke Prevention and Heart Failure.1 Since 2003, the Group has been developing, manufacturing and 
commercializing occluders, products to close (occlude) cavities between two parts of the heart and interatrial 
shunt products, products to improve blood flow between atria. Occlutech has a broad and proven product 
portfolio, based on proprietary technology and over 200 patents. Occlutech markets and sells its products in 
approximately 85 countries. Registered in Switzerland, Occlutech has manufacturing and R&D facilities in Jena, 
Germany and Istanbul, Turkey and a global service and supply hub is based in Helsingborg, Sweden.

1) Occlutech is the third largest player globally, based on market share (5-10 percent), in the structural heart devices market. Source: the 
Market Study.

As of the date of the Prospectus, the Company has 71 shareholders of which the following holds more than five 
percent of the shares or the votes in the Company.

Shareholder Number of shares % of votes % of capital

Tor Peters 26,209,433 49.02 49.02
Mert Aygen 3,758,470 7.03 7.03
Fumedica Intertrade AG 2,903,760 5.43 5.43

Introduction and 
warnings

Information about the 
issuer

Information about
Selling Shareholders

Competent authority

Company’s 
registered office 
and legal form

Occlutech’s principal 
activities

Main shareholders

INTRODUCTION AND WARNINGS

KEY INFORMATION ON OCCLUTECH
Who is the issuer of the securities?

SUMMARY
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Selected historical financial information for the Group for the 2020, 2019 and 2018 financial years, and interim 
financial information for the period 1 January - 30 June 2021, including comparative figures for the corresponding 
period in 2020, is presented below. The financial information for the 2020, 2019 and 2018 financial years is 
derived from the Company’s audited consolidated financial statements, which have been prepared in accor-
dance with International Financial Reporting Standards as adopted by the EU (“IFRS”) and has been audited 
by the Company’s auditor in accordance with International Standards on Auditing (ISA). The interim financial 
information for the period 1 January - 30 June 2021, with financial comparative figures for the corresponding 
period in 2020, has been prepared in accordance with IAS 34 and reviewed, but not audited, by the Company’s 
auditor in accordance with (ISRE) 2410 - Review of Interim Financial Information performed by the Independent 
Auditor of the Entity.

Consolidated statement of profit or loss 1 January—31 December 1 January—30 June

TEUR 2020 2019 2018 2021 2020

Net sales 26,702 30,875 26,423 14,643 12,830
Operating (loss)/profit -5,402 268 3,156 -4,775 -2,425
Loss for the period -6,046 -4,192 -842 -6,176 -2,899
Earnings per share (EUR)1:
Before dilution, EUR -0,14 -0,10 -0,02 -0.12 -0.07
After dilution, EUR -0,14 -0,10 -0,02 -0.12 -0.07

1) The number of shares for all periods presented were adjusted for the 1/10 share split that occurred on 30 June, 2021.

Consolidated statement of financial position 31 December 30 June

TEUR 2020 2019 2018 2021

Total assets 30,784 28,244 23,967 35,381
Total equity 2,451 793 -504 8,981
Net Debt 4,966 5,397 7,119 -1,078

Consolidated statement of cash flows 1 January—31 December 1 January—30 June

TEUR 2020 2019 2018 2021 2020

Net cash used in operating activities -5,046 -2,422 -750 -4,460 -2,697
Net cash used in investing activities -2,301 -830 -2,477 -1,513 -1,054
Net cash flow (used in) from financing activities 10,297 4,388 -70 6,626 492
Net increase/decrease in cash and cash equivalents 2,697 1,851 -2,959 493 -2,903

The Company’s Board of Directors consists of Marianne Dicander Alexandersson, (Chair of the board born 1959) 
and Urs Christen (born 1953), Mette-Marie Sonne Harild (born 1958), Helena Levander (born 1957), Michel E. 
Lussier (born 1956) and Tor Peters (born 1960). The Company’s CEO is Sabine Bois (born 1980). The other 
senior executives are the CFO Lars Wadell (born 1959), Global Head of Operations Oshri Budana (born 1975) and 
VP Sales & Marketing Stefan Kleidon (born 1972), VP People & Culture Jannie Hestehave (born 1961), VP Supply 
Chain Anders Clemensson (born 1963), VP R&D Frank Dallmann (born 1969) and Interim CIO Peter Alfvegren 
(born 1967).

Deloitte AG, Zurich, Switzerland, an audit firm recognized and supervised by the Swiss Federal Audit Oversight 
Authority (FAOA) is the Group’s auditor since the Annual General Meeting 2021. Matthias Gschwend is the 
responsible lead auditor and is a certified public accountant in Switzerland. Matthias Gschwend is a member of 
EXPERTsuisse: the Swiss Expert Association for Audit, Tax and Fiduciary.  Baker Tilly OBT AG was the Company’s 
auditor for the period 2018 to 2020, with Daniel Schweizer as lead auditor. Daniel Schweizer is a certified auditor 
and a member of Expert Suisse AG. The historical financial information presented in the Prospectus has been 
audited by Deloitte AG. Baker Tilly OBT AG’s address is Hardturmstrasse 120, 8005 Zurich, Switzerland.

Key financial 
information in 
summary

Board of directors and 
senior executives

Auditor

Key financial information of the issuer

Risks related to the Group’s operations and its industry
Obstacles in obtaining FDA approval, additional CE marks, product approvals and re certifications
As per the date of this Prospectus, the Company has submitted the application to the US Food and Drug 
Administration (the ”FDA”) for pre-market approval (”PMA”) for its ASD Occluder. In addition, the Company must 
comply with the new regulatory framework in the EEA that entails more stringent requirements introduced 
by the Regulation (EU) 2017/745 on medical devices (”MDR”) became effective as of 26 May 2021, which 
has replaced the directives Council Directive 93/42/EEC on Medical Devices (”MDD”) and Council Directive 
90/385/EEC on Active Implantable Medical Devices (”AIMDD”). In addition to the European and US markets, 
the Company has regulatory approvals in other markets around the world, including Canada, Japan, Brazil and 
Australia, further regulatory approvals for additional Occlutech’s devices may be needed or in relation to its 
future development of devices in these geographies. Obstacles in the FDA and CE marking approval processes 
may result the notified body in rejecting or delaying the acceptance of evidence or test results presented to 

Key risks related 
to the Company’s 
operations

SPECIFIC KEY RISKS FOR THE ISSUER
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determine the safety and performance of the Company’s development devices. As a result, the relevant notified 
body can cancel or refuse to renew certifications. In addition, obstacles in the CE marking approval for new 
products and CE marking renewal for existing products, resulting in denial, or delay due to limited capacity of 
the notified body or otherwise, may also occur as a result of the increased regulatory requirements introduced 
in the EU MDR. The costs and workload for the Company associated with obtaining approval or clearance from 
authorities will depend on the type of approval or clearance sought and the laws of the country in which the 
approval is sought. Most approval and clearance processes involve significant fees, which results in significant 
financial resources that may be required by the Company, including resources in the form of manpower. If the 
Company is forced to apply for revoked clearances, costs up to the corresponding amount may be incurred 
again. In addition, the withdrawal of clearances will adversely affect revenues from ongoing sales processes, as 
medical products may not be sold or marketed without appropriate approvals.

Risks related to that FDA, IRB or EU-approvals on clinical trials for devices intended to be brought to market, 
for various reasons, may not be obtained
Medical devices and designs are generally subject to extensive and complex regulations. Considering that 
Occlutech’s devices are assigned the highest risk classification Class III, pursuant to both US and EU regulation, 
whereby the accessory medical devices (e.g. delivery system, sizing balloon and guidewire) are Class II in US 
regulations and Class III in EU regulations, the average for a study to obtain EU approval of a medical device 
involves, according to the Company’s estimates, more than 100 patients for a period of at least 12 months 
and significant costs per patient. It is uncertain whether these clinical trials will meet desired endpoints, 
produce meaningful or useful data sufficient to satisfy the requirements of the regulatory authority, resulting 
in unexpected adverse effects that could halt, delay or otherwise negatively affect the progress of the clinical 
trial, regulatory approval, or that the FDA or any other competent authority will determine that the clinical study 
data collected in a third country for other regulatory submissions is sufficient for the FDA or other competent 
authority to clear the products. Such uncertainty could preclude or delay market or permit approvals resulting 
in significant financial costs and reduced or no revenues. Regulatory changes could also result in limitations 
on the ability to conduct or expand the Company’s operations, higher than anticipated costs or lower than 
anticipated sales, which could have a material adverse effect on the Company’s operations and results.

The EU Medical Devices Regulation, applicable as of 26 May 2021, imposes stricter requirements on the Company
MDR contains further obligations with which the Company is required to comply. In addition to the re-certification 
requirement for medical devices, it will require the application of a unique device identifier (”UDI”) for implantable 
devices (from and including 26 May 2021), Eudamed registration of economic operators and entry of data in 
relation to the devices, following the date of the EC notice of full functionality of Eudamed currently announced 
for 26 May 2022. The new regulations influence the way Occlutech conducts business in Europe. Accordingly, 
the EU framework for medical devices is changing significantly. In the event that the Company fails to comply 
with the more stringent EU and UK regulatory framework for medical devices, there is a risk that the Company 
may not be able to obtain or maintain regulatory approvals, or affect the timing thereof, which in turn may 
prevent the Company from maintaining its ability to market its products in the EEA or in certain submarkets, 
which could have a negative impact. Regulatory changes could also result in restrictions on the ability to carry 
on or expand the Company’s operations, higher than anticipated costs or lower than anticipated sales.

Mismanagement in the handling of the quality system may lead to delays in production and/or cause 
withdrawal of the CE marks or other approvals
The Company is certified under ISO 13485, as well as MDD Annex II sec. (4) certificate. The Company needs to 
adhere to specific regulations on quality systems, notably to ISO standards regarding quality systems applicable 
for example in the EEA, Switzerland, and other jurisdictions where Occlutech operates such as Canada, Brazil 
and Australia. In order to obtain and retain approval in the US, the Company must adhere to the Quality System 
Regulation (”QSR”) and Current Good Manufacturing Practices for Medical Devices (”CGMP”) and the Code of 
Federal Regulations (’’CFR’’) applicable in the US. Failures in handling of the Company’s quality system may 
lead to delays in production, significant expenses and/or cause the relevant regulatory bodies to withdraw the 
CE marks and other approvals issued by other countries in which the products are marketed. Any losses in 
sales and additional costs for re-applying for approvals may not be covered by insurance, and would lead to 
adverse publicity and delays, including harm the Company’s reputation and lead to a decline in revenue and 
profitability. Mismanagement of quality management systems, production delays and/or withdrawals of CE 
markings or other releases and approvals may harm the Company’s reputation and lead to a decline in revenue 
and profitability.

Clinical trials may prove to be unsuccessful and the Company may fail to conduct trials within guidelines of 
cost, time, and quality
The clinical development process, which is a core component of obtaining regulatory approval for the Company’s 
devices, is inherently uncertain. The Company cannot assure that clinical trials will be completed in a timely 
or cost-effective manner, or produce the data required to support approval, or result in a commercially viable 
product. If the Company becomes unable to successfully complete clinical trials or other testing, the Company 
may be required to re-run a clinical trial and therefore bear additional costs. Moreover, unsuccessful trials may 
lead to delays in obtaining regulatory approval for development devices or approvals may be obtained for  
indications or patient populations that are not as broad as intended or desired. Regulatory approval may  
also, due to unsuccessful clinical trials, be awarded with labelling that includes significant use or distribution 
restrictions or safety warnings and be subject to additional post-marketing testing requirements. Should 
authorities believe that clinical trials or procedures performed by the Company expose participants to  
unacceptable health risks, such trials could be terminated or postponed, which may have a material adverse 
effect on the Company’s financial position and prospects.

Products may fail to become subject to insurance and reimbursement policies 
As the Company’s growth strategy includes entering into new markets such as the US market, the Company’s 

Key risks related 
to the Company’s 
operations
(cont.)
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commercialization of the Company’s devices in new markets includes obtaining insurance coverage and 
reimbursement provided by third-party payers such as public healthcare systems and private insurers as 
necessary for the specific market. Obtaining insurance coverage is also connected to Occlutech’s ability to 
maintain market acceptance particularly for novel devices such as Occlutech’s AFR device, which therefore is 
an important prerequisite for the Company to successfully manage its growth. It is uncertain if at all, when, and 
with what eventual outcome any of the heavily regulated procedures and processes leading to reimbursements 
of any of the Company’s devices, sold in new markets, will be completed. In particular regarding novel techno-
logies, reimbursements may take many years to accomplish, if at all. The inability to promptly obtain insurance 
coverage or reimbursement at an adequate level from both government-funded and private insurers with 
regard to sales of the Company’s devices in new markets would compromise the Company’s ability to generate 
revenues in these markets. Moreover, health insurance coverage regulations vary not only across jurisdictions, 
but even within the same jurisdiction, different coverage and pricing systems and schemes may apply to 
different categories of medical devices, depending on their intended use, their sales and supply channels and 
customer base and/or their mode of application. Third-party payers may also limit the indications for which the 
Company’s products will be reimbursed or limit the circumstances under which the Company’s products will 
be reimbursed. There is a risk of prolonged procedures to accomplish those differing reimbursements, and the 
Company may experience a denial of reimbursements.

Incidents or undesired side effects related to existing or any future products
The Company’s products are designed to be implanted into and remain in the human body, some products 
like the Company’s AFR may address new therapeutic areas and as such have a higher risk than established 
products and therapies. The Company intends to expand its product portfolio in the future and such expansion 
might include additional risks. Component failures, manufacturing flaws, design defects or inadequate 
disclosure or knowledge of product-related risks or product-related information or non-compliance with the 
required surgical procedures could result in unsafe conditions or injuries to, or the death of, patients and could 
trigger product liability lawsuits and claims. In the event of the above, significant costs will arise which may not 
be covered by any insurance and which may lead to negative publicity, damage the Company’s reputation and 
lead to reduced revenues and deteriorating profitability.

Financial risks
Profitability of the Company
The Company has generated losses since its formation and recognized a net loss of EUR 6,046 thousand for the 
financial year of 2020 and EUR 6,176 thousand for the period up until 30 June 2021. These losses mainly arose 
as a result of expenses for research and development, clinical studies and general and administrative costs 
related to the Company’s operations. In the future, the Company will also need to continue to conduct research 
and development, clinical studies and activities related to regulatory compliance. There is a risk that the 
Company will not generate sufficient income or profitability to conduct operations in accordance with applicable 
goals or strategies, which could restrict the Company’s ability to maintain the scope of its activities and obtain 
further capital required.

Impairment of intangible assets
Occlutech’s consolidated balance sheet includes fixed assets consisting of intangible fixed assets as a result of the 
Company’s proprietary and patented technology platform, which is based on more than 200 patents, and extensive 
know-how regarding the Structural Heart Defect occluder market and the development of innovative products. 
This exposure will increase in the coming years further with the clinical trials starting in the US to gain approval for 
the PFO Occluder and the AFR device. There is a risk that Occlutech has to recognize impairments going forward 
because of requirements pursuant to IFRS to annually assess intangible assets with indefinite useful life, or in 
the event of changed circumstances indicating that reported value may not be recoverable. Such impairment of 
Occlutech’s intangible assets may adversely affect the Company’s results.

Key risks related 
to the Company’s 
operations
(cont.)

General information
One (1) SDR represents one (1) underlying share in Occlutech Holding AG and the SDRs are issued in SEK. 
Occlutech Holding AG has one share class with each share carrying equal rights. The Company’s share capital 
amounts to CHF 5,346,478.00 and is divided into 53,464,780 registered shares with a par value of CHF 0.10 
each. All shares in the Company are denominated in CHF and fully paid. The underlying shares are governed by 
the laws of Switzerland and the SDRs will be issued in accordance with Swedish law. All of the shares and the 
SDRs are freely transferable. 

No public takeover bid has been made for the offered shares during the current or preceding financial year. The 
ISIN-code for the Company’s SDRs will be SE0016828818.

Preferential rights to new Shares, etc.
Swiss law provides that any share issue, whether for cash or non-cash consideration, is subject to the prior 
approval of the shareholders at a shareholders’ meeting. Shareholders have certain pre-emptive or advance 
subscription rights (Ge. Bezugs- bzw. Vorwegzeichnungsrechte) to subscribe for new issues of shares, warrants, 
convertible bonds, or similar debt instruments with option rights in proportion to the nominal amount of shares 
held. As follows from the Swiss Code of Obligations (”CO”), subject to the special quorums that apply with respect 
to capital increases of the Company during a certain period of time, a resolution adopted at a shareholders’ 
meeting by a qualified majority of two-thirds of the votes represented and the absolute majority of the nominal 
value of the shares represented may repeal, limit or suspend pre-emptive rights or advance subscription rights 
in certain limited circumstances.

Information regarding 
the Company´s shares 
and dividend policy

KEY INFORMATION ABOUT THE SECURITIES
The main features of the securities
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The Company’s SDRs will be subject to an application for admission to trading on the multilateral trading 
platform and the growth market for small and medium-sized enterprises Nasdaq First North Premier Growth 
Market. Nasdaq Stockholm AB, which operates Nasdaq First North Premier Growth Market, has assessed that 
the Company fulfills the listing criteria for Nasdaq First North Premier Growth Market and has stated that it will 
approve the application for listing of the Company’s SDRs, provided that certain conditions are fulfilled. The 
Company’s Board of Directors intend to apply for admission to trading of the Company’s shares on Nasdaq First 
North Premier Growth Market and trading is expected to commence on 29 September 2021. 

Admission to trading 
on Nasdaq First 
North Premier Growth 
Market

WHERE WILL THE SECURITIES BE TRADED?

Voting Rights
Each share registered in the share register with voting rights grants entitlement to one vote at the Company’s 
shareholders’ meeting. SDR holders will be given the opportunity to exercise their votes in accordance with their 
underlying shares via the Skandinaviska Enskilda Banken AB (”SEB”).

Balances in the event of liquidation
The Company may be dissolved at any time by a resolution of a shareholders’ meeting which must be passed 
by a supermajority of two-thirds of the votes represented and the absolute majority of the nominal value of the 
shares represented at such shareholders’ meeting. Dissolution and liquidation by court order is possible if: (i) 
a company becomes bankrupt; or (ii) shareholders holding at least 10 percent of a company’s share capital so 
request for valid reasons. Following satisfaction of all debts, the net proceeds of the liquidation will be distributed 
to the shareholders.

Rights to dividends
All shares and SDRs in the Company carry economically equivalent rights to dividends and to the Company’s 
assets and any surplus in the event of liquidation, as regulated in the terms and conditions of the SDRs. Dividends 
may be paid only if the Company has sufficient distributable profits from prior years or sufficient free reserves 
to allow the distribution of a dividend. Swiss law requires that a company retains at least 5 percent of its annual 
net profits as general reserves for so long as these reserves amount to no less than 20 percent of its paid-in 
nominal share capital. The proposal of the Board of Directors to distribute dividends requires the approval of 
the shareholders’ meeting. Furthermore, the Company’s auditors must confirm that the dividend proposal by the 
Board of Directors conforms to law and the articles of association. Dividends that have not been collected by the 
shareholders within five years after the due date prescribed under Swiss law are allocated to the Company’s 
free reserves. Unless otherwise stated by the shareholders’ meeting, dividends are usually due and payable no 
sooner than three days after the shareholders’ resolution relating to the allocation of profit has been passed. 

Conversion rights
In accordance with Article 2.7. of the articles of association, the General Meeting of Shareholders may convert 
shares into bearer shares and vice versa by means of an amendment of the articles of association.

Shareholder’s Right to bring Derivative Actions
Under the CO’, an individual shareholder may bring an action in its own name, for the benefit of the Company, 
against the Company’s directors, officers or liquidators, which seek to allow the Company to recover any damages 
it has suffered due to the intentional or negligent breach by such directors, officers or liquidators of their duties.

Transfer of Shares and transfer restrictions
In accordance with Article 2.8 of the articles of association, the registration of acquirers of shares as shareholders 
with voting rights is in any case subject to the approval by the Board of Directors. A person who has acquired 
shares (Ge. namenaktien) will, upon application, be entered in the share register as a shareholder with voting rights, 
provided that he or she expressly states that he or she has acquired the shares concerned in his or her own name 
for his or her own account.  Any person not providing such statement will be registered as a nominee into the 
share register without restriction with voting rights up to a maximum of 2 percent of the outstanding share capital 
at the time, beyond this limit, however, only if he or she declares in writing that he or she is prepared to disclose 
the name, address and shareholding of any person for whose account he or she is holding shares and he or she 
immediately discloses this information in writing upon first demand. The Company may, after consulting with the 
affected shareholder, cancel entries in the shareholders’ register if such entry was based on untrue information 
given by the acquirer. The acquirer shall be informed of the cancellation immediately.

Shares
The shares will be issued as uncertificated securities (Ge. Wertrechte) within the meaning of article 973c of the 
CO and established as intermediated securities (Ge. Bucheffekten) within the meaning of the FISA.

SDRs
For (i) each existing share in the Company that has been validly transferred into custody with SEB, and (ii) the 
new shares in the Company, one SDR shall be issued by SEB. Accordingly, none of the underlying shares of 
the Company will be admitted to trading. Under the terms of the SDRs, the Company and the Depositary Bank 
shall use their reasonable endeavors to enable the holders of the SDRs to enjoy the same rights as if they were 
shareholders, subject to any limitations under applicable law.

Dividend policy
The Board of Directors’ intention is to not propose any dividends to shareholders until the Company generates 
long-term sustainable profitability. Any future dividend and the size thereof will be determined based on the 
Company’s long-term growth, earnings performance and capital needs, taking into account current objectives 
and strategies.

Information regarding 
the Company´s shares 
and dividend policy
(cont.)



Occlutech Holding AG 9

Risks related to the Company’s SDRs
Risk of an illiquid market and price volatility
Occlutech’s share or SDRs have not previously been publicly traded. It is therefore difficult to predict the level 
of trading and demand for the SDRs. The price at which the SDRs are traded and the price at which investors 
make their investment will be affected by a number of factors, some of which are specific to Occlutech and 
its business, while others are applicable to all listed companies and beyond the Company’s control. The listing 
and admission to trading of Occlutech’s shares on Nasdaq First North Premier Growth Market should not be 
interpreted as there being a liquid market for the SDRs. There is a risk that the price of the SDRs will be very 
volatile in connection with the admission to trading. If active and liquid trading does not develop or does not 
remain sustainable, this may make it difficult for shareholders to dispose of SDRs and the market price may 
differ significantly from the price of the SDRs in the Offering.

The interests of the Company’s majority shareholders may deviate from the minority shareholders’ interests
Occlutech Holding AG is the parent company of the Occlutech Group. Tor Peters is the largest shareholder and 
controls approximately 49.02 percent of the votes and the shares (the ’’Principal Shareholder’’). The Principal 
Shareholder will be able to exert significant influence on matters requiring approval of the shareholders at 
the General Meeting. This includes, inter alia, the appointment and dismissal of board members, decisions on 
dividends, decisions on new issues, amendments to the articles of association and other important matters. 
The interests of the Principal Shareholder may differ from the interests of the Company or other shareholders 
and the Principal Shareholder could exercise influence over the Company in a way that does not promote the 
interests of the other shareholders in the best possible way.

Key risks that are 
specific to Occlutech’s 
securities

What are the key risks specific to the securities?

The Offering
The Offering comprises a maximum newly issued 19,276,070 SDRs offered by the Company. The Offering is 
directed at:

• The public in Sweden.

• Institutional investors in Sweden and abroad.

Provided that the Offering is fully subscribed and that the Overallotment Option is fully exercised, the Offering 
will comprise a maximum of 22,167,480 SDRs, corresponding to approximately 29 percent of the share capital 
and votes in the Company after the conversion of options into shares in connection with the Offering, see 
section ”Convertibles, Warrants, etc.” (the ”Conversion”) and assuming that the Offering is subscribed in full, 
including the Overallotment Option. The total value of the Offering amounts to SEK 1,108 million if the Offering 
is fully subscribes. The total number of shares will increase by 24,018,622 shares, consisting of 19,276,070 
newly issued shares and 4,742,552 shares from the Conversion. The outcome of the Offering is expected to be 
announced by the Company through a press release on or about 29 September 2021.

The Overallotment Option
To cover any overallotment in connection with the Offering, the Principal Shareholder has issued an option to 
Carnegie in their capacity as Sole Global Coordinator, which can be utilized, in full or in part, during a period of 
30 days from the first day of trading in the Company’s SDRs on Nasdaq First North Premier Growth Market, to 
issue maximum of 2,891,410 additional SDRs, corresponding to a maximum of 15 percent of the maximum total 
number of SDRs included in the Offering (the “Overallotment Option”). If the Offering is fully subscribed and the 
Overallotment Option has been exercised in full, the Offering will comprise a total of 22,167,480 SDR’s in the 
Company. The Overallotment Option can only be exercised for the purpose of covering any over-allotment in the 
Offer, but the SDR’s included in the Overallotment option can also be used for potential stabilizing measures.

The Offering Price
The price per SDRs in the Offering has been set to SEK 50 (EUR 4.93) and is based on an assessed investment 
interest shown by institutional investors, prevailing market conditions as well as a comparison with the market 
price of other comparable listed companies. Brokerage is not paid. The Offering is expected to provide the 
Company with gross proceeds amounting to approximately SEK 964 million (EUR 95 million)1 before deduction 
of costs related to the Offering amounting to approximately EUR 8.6 million.

The offering to the public in Sweden
Application from the public in Sweden regarding the acquisition of SDRs shall take place during the period 17-28 
September 2021 and be for a minimum of 200 SDRs and a maximum of 20,300 SDRs in even lots of 50 SDRs.2 
Only one registration per investor may be made. If several registrations are made, Carnegie, Nordnet and Avanza 
reserve the right to consider only the first received. Registration is binding.

The Company’s Board of Directors and the Selling Shareholders, in consultation with the Sole Global Coordinator, 
reserves the right to extend the registration period. Such an extension will be announced in a press release 
before the end of the registration period. 

Application from the public in Sweden can be made to Carnegie, Nordnet or Avanza.

1) The calculation of the amount in EUR is based on a SEK/EUR exchange rate of 10.15.
2) Anyone registering for the acquisition of more than 20,300 SDRs must contact the Sole Global Coordinator in accordance with what is 

stated in the section “Application – The Offering to Institutional Investors”.

Terms and conditions 
of the Offering

KEY INFORMATION ON THE OFFER OF SECURITIES TO THE PUBLIC
Under which conditions and timetable can I invest in these securities?
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Allotment
As soon as possible after a decision regarding allotment has been made, a contract note will be sent to those 
who have been allotted SDRs in the Offering. Those who were not allotted any SDRs will receive no notification.

Payment
Full payment for allotted share shall be paid in cash no later than the date stated on the contract note. Please 
note that if full payment is not made in due time, allotted SDRs may be transferred to another party.
 
Registration and accounting of allotted and paid SDRs
Registration of allotted and paid SDRs with Euroclear Sweden is expected, for both institutional investors and 
the general public in Sweden to take place around 1 October 2021, after which Euroclear Sweden will send 
out a notice stating the number of SDRs in the Company that have been registered in the recipient’s account. 
Notification to shareholders whose holdings are nominee-registered is made in accordance with the respective 
nominee’s routines.

Announcement of the outcome of the offering
The final outcome of the Offering will be published in the form of a press release which will also be available on 
the Company’s website, www.occlutech.com, on or about 29 September 2021.

Trading in the SDRs
Trading in SDRs will commence before the conditions for the completion of the Offering are fulfilled. Trading will 
be conditional upon the fulfilment of the conditions, and the Offering may thus not be completed until these have 
been fulfilled. If the Offering is not completed, any delivered SDR shall be returned and any payments refunded.

Terms and conditions 
of the Offering
(cont.)

The Company has 71 shareholders as of the date of the Prospectus. In addition to the SDRs offered by 
Occlutech Holding AG, to cover any overallotment in connection with the Offering, the Principal Shareholder 
has provided an option to Carnegie in their capacity as Sole Global Coordinator, which can be utilized, in full or 
in part, during a period of 30 days from the first day of trading in the Company’s SDRs on Nasdaq First North 
Premier Growth Market, to issue maximum of 2,891,410 additional SDRs, corresponding to a maximum of 15 
percent of the maximum total number of SDRs included in the Offering (the “Overallotment Option”). Informa-
tion on the Principal Shareholders is set out in the table below:

Shareholder Address LEI code Legal form
Country of registration 

and jurisdiction

Tor Peters Company’s address - - -

Background
Occlutech is a leading specialist provider of minimally invasive cardiac devices, addressing Congenital Heart 
Defects, Stroke Prevention and Heart Failure.1 Since 2003, Occlutech has been developing, manufacturing, and 
commercializing occluders and interatrial shunt products. Occlutech has a broad and proven portfolio, with 
more than 134,000 products sold, over 200 patents and 10 CE marked products. Occlutech markets and sells 
its products to hospitals and clinics in approximately 85 countries through its direct sales organization and  
international network of distribution partners. The execution of Occlutech’s growth strategy and commercial- 
ization in the US requires significant investments. Occlutech estimates that the current working capital is 
insufficient to meet the Company’s needs over the next twelve months. To secure the financing needed to 
deliver its growth strategy and to support the Company’s working capital needs over the next twelve months, the 
Company had decided to carry out a new share issue in connection with the listing on Nasdaq First North Premier.

Use of net proceeds 
The Offering is expected to provide the Company with gross proceeds amounting to approximately SEK 964 
million (EUR 95 million)2 before deduction of costs related to the Offering amounting to approximately EUR 8.6 
million. The Company intends to use such proceeds in the following order of priority and with the approximate 
percentage of the issue proceeds stated:

1. Repayment of existing shareholder loans and Covid-19 loans: approximately 10 percent.

2. Conduct clinical study for the regulatory approval of the PFO Occluder in the US: approximately 15 percent.

3. Conduct clinical study for the regulatory approval of the AFR Device for Heart Failure in the US: approximately 
50 percent.

4. Commercial build-up of US market: approximately 25 percent.

1) Occlutech is the third largest player globally, based on market share (5-10 percent), in the structural heart devices market. Source: the 
Market Study.

2) The calculation of the amount in EUR is based on a SEK/EUR exchange rate of 10.15.

In connection with the Offering, the Sole Global Coordinator, Carnegie Investment Bank AB (publ) and Bryan, Garnier & 
Co as Joint Bookrunners, provides financial advisory and other services to the Company, services for which they will 
receive remuneration. From time to time, the Sole Global Coordinator and Joint Bookrunners may provide services 
to the Company in the ordinary course of business and in connection with other transactions, for which they may 
receive remuneration. The Company’s certified adviser FNCA Sweden AB does not hold any shares in the Company. 
In addition to the above stated, there are no material conflicts of interest in connection with the Offering.

Offeror of the 
securities

Background and 
rationale

Interests of advisors

Who is the offeror?

Why is this Prospectus being produced?
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RISKS RELATED TO THE COMPANY’S OPERATIONS AND 
ITS INDUSTRY

Obstacles in obtaining FDA approval, additional CE marks, 
product approvals and re certifications
The Company’s long-term growth strategy entails to expand 
into new markets and drive sales of its Atrial Flow Regulator 
(”AFR”) device, in addition to accelerate growth by increasing its 
current market share. Therefore, the Company intends to enter 
the US market in 2022 and, as per the date of this Prospectus, 
the Company has submitted the application to the US Food and 
Drug Administration (the ”FDA”) for pre-market approval (”PMA”) 
for its ASD Occluder and is preparing an application for Humani-
tarian Device Exemption (”HDE”) for the use of the AFR Device 
for Pulmonary Arterial Hypertension (”PAH”). As per the date 
of this Prospectus, the Company has not yet received any FDA 
approvals in the US for its ASD Occluder, AFR Device for PAH, 
or any other of its devices. While most of Occlutech’s devices 
that are developed at the date of this Prospectus are CE-marked 
for the European market, the Company may need additional CE 
marks for future development of its devices. 

In addition, the Company must comply with the new regulatory 
framework in the EEA that entails more stringent requirements 
introduced by the Regulation (EU) 2017/745 on medical devices 
(”MDR”) became applicable as of 26 May 2021, which has 
replaced the directives Council Directive 93/42/EEC on Medical 
Devices (”MDD”) and Council Directive 90/385/EEC on Active 
Implantable Medical Devices (”AIMDD”). 

In addition to the European and US markets, the Company 
has regulatory approvals in other markets around the world, 
including Canada, Japan, Brazil and Australia, further regulatory 
approvals for additional Occlutech’s devices may be needed 
or in relation to its future development of devices in these 
geographic markets.

The Company cannot market or sell its devices in the US 
without successful completion of the regulatory controls 
whereby FDA clearance or approval are obtained. Similarly, 
the Company cannot market or sell its devices within the 
European market without successful completion of conformity 
assessments, whereby the notified body issues a CE Certificate 
of Conformity which entitles the manufacturer to affix the CE 
mark to its medical products.

Obstacles to the FDA and CE marking approval processes may 
result in the notified body rejecting or delaying the acceptance 
of evidence or test results presented to determine the safety 
and performance of products developed by the Company. As a 
result, the relevant notified body can revoke or refuse to renew 
certifications. In addition, obstacles in the CE marking approval 
for new products and CE marking renewal for existing products, 
resulting in applications being rejected, or delays due to limited 
capacity of the notified body or otherwise, may also occur as 
a result of the increased regulatory requirements introduced in 
the EU MDR. 

The costs and workload for the Company associated with 
obtaining clearance from authorities will depend on the type 
of clearance sought and the laws of the country in which 
the clearance is sought. Most clearance processes involve 
significant fees, which results in significant financial resources 
that may be required by the Company, including resources in 
the form of labour. If the Company is forced to apply for revoked 
clearances, costs up to the corresponding amount may be 
incurred again. In addition, the withdrawal of clearances will 
adversely affect revenues from ongoing sales processes, as 
medical products may not be sold or marketed without appropriate 
approvals. Specifically, the more stringent requirements 
applicable under the EU MDR and the reality of the UK acting 
on a standalone basis after Brexit and Switzerland not following 
the EU MDR, may cause additional costs for the Company. If 
the aforementioned events were to materialize, it could cause 
significant additional costs, lead to adverse publicity that harms 
the Company’s reputation, and lead to a decline in revenue and 
profitability, which could have a material adverse effect on the 
Company’s financial position and prospects.

Risks related to FDA, IRB or EU approvals on clinical trials for 
devices intended to be brought to market, for various reasons, 
may not be obtained
Medical devices and designs are generally subject to extensive 
and complex regulations. In the US these are issued by the 
FDA and by regulatory authorities in other countries where the 
Company may seek clearance or approval of the Company’s 
products and conduct business. The FDA regulates the sale 
of medical device products in the US and monitors the safety 
of all regulated medical products. The Federal Food Drug and 
Cosmetic Act (”FDCA”), as amended, sets forth regulations on 
the development, testing, manufacturing, labelling, storage, 

RISK FACTORS
An investment in securities is associated with various risks. This section describes the risk factors and important circumstances 
which is considered material for Occlutech Holding AG (’’Occlutech’’, the ’’Company’’ or the ’’Group’’) operations and future 
development. In accordance with the Prospectus Regulation the risk factors mentioned in this section are limited to such risks 
that are deemed to be specific to the Group and/or the Company’s SDRs and which are considered to be significant in order for 
an investor to be able to make a well-informed investment decision.

Occlutech has assessed the materiality of the risks on the basis of the likelihood of the risks occurring and the expected extent 
of their negative effects. The risk factors are presented in a limited number of categories that include risks attributable to 
Occlutech’s business, industry, legal and regulatory risks, financial risks and risks related to Occlutech’s SDRs and the Offering. 
The risk factors presented below are based on the Company’s assessment and information available as of the date of the  
Prospectus. The risk factors that are considered to be most significant as of the date of the Prospectus are presented first 
within each category, while subsequent risk factors are presented without any particular ranking. Financial information 
presented in parentheses constitutes comparative information for the corresponding period for the financial year 2019.
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record-keeping, promotion, marketing sales, distribution and 
post-market safety reporting of restricted medical devices in 
the US. The regulations to which the Company is subject may 
also become more stringent over time.

In order to conduct a clinical investigation involving human 
subjects for the purpose of demonstrating the safety and effect- 
iveness of a medical device, under US regulations a company 
must apply for and obtain an Investigational Device Exemption 
(IDE). In addition, each institution involved in the study must 
obtain Institutional Review Board (IRB) approval in order to 
enroll patients into the study. As of the date of the Prospectus, 
the Company has identified that its devices are considered a 
significant risk device requiring IDE approval prior to investi- 
gational use, and the Company is therefore in discussions with 
the FDA to submit an Investigational Device Exemption (IDE) in the 
second half of 2021 for its AFR device for Heart Failure and the 
Company was recently granted a conditional approval to initiate 
the prospective clinical trial of the Occlutech PFO Occluder.

Similarly, in the EU the Company may need to seek prior 
approval or notify competent authorities for planned clinical 
investigations and seek a positive opinion from relevant ethics 
committees. Regulatory requirements are more stringent 
under the EU MDR, effective as of 26 May 2021, which during 
a transition period has replaced the two directives MDD and 
AIMDD, entailing increased need to collect robust evidence 
from clinical investigations, which may increase the Company’s 
development costs.

Occlutech’s devices are assigned the highest risk classification 
Class III, pursuant to both US and EU regulations, whereby 
accessory medical devices (e.g. delivery system, sizing balloons 
and guidewire) are assigned Class II in the US regulation and 
Class III in the EU regulation, the average for a study to obtain 
EU approval of a medical device involves, according to the  
Company’s estimates, more than 100 patients for a period of 
at least 12 months and significant costs per patient; however 
subject to additional costs and prolonged time period required 
as a result of the stricter requirements due to the EU MDR. 
By contrast, the Company estimates that the average US 
pre-market approval (PMA) study involves 3-8 times more 
patients amounting to up to approximately EUR 20-75 million, 
depending on the type of clinical study. Clinical trials required 
for US regulatory approval of the Company’s development 
devices may cost significantly more and last significantly longer 
as compared to trials for CE marking. The Company’s estimated 
cost for such trials may be lower than the actual cost and the 
Company may not be able to fund such trials.

As a result of the stringent, complex and costly regulatory 
framework that the Company and its products are subject 
to in order to enable the marketing of a new product, the 
Company may not be able to obtain FDA or EU clearance and 
the necessary ethics approvals to conduct clinical trials for its 
current and any new devices that are intended to be marketed 
in the US, the EU or anywhere else in the world. Failure to obtain 
relevant approvals or to comply with regulations will have a 
material adverse effect on the Company’s operations, operating 
results and financial position. Even if clinical trials are success-
fully conducted, it is uncertain whether these clinical trials will 

meet desired endpoints, produce meaningful or useful data 
sufficient to satisfy the requirements of the regulatory authority, 
resulting in unexpected adverse effects that could halt, delay 
or otherwise negatively affect the progress of the clinical trial, 
regulatory approval, or that the FDA or any other competent 
authority will determine that the clinical study data collected 
in a third country for other regulatory submissions is sufficient 
for the FDA or other competent authority to clear the products. 
Such uncertainty could preclude or delay market or permit 
approvals resulting in significant financial costs and reduced or 
no revenues. Regulatory changes could also result in limitations 
on the ability to conduct or expand the Company’s operations, 
higher than anticipated costs or lower than anticipated sales, 
which could have a material adverse effect on the Company’s 
operations and profitability.

The EU Medical Devices Regulation, applicable as of 26 May 
2021, imposes stricter requirements on the Company
MDR contains further obligations with which the Company  
is required to comply. In addition to the re-certification  
requirement for medical devices, it will require the application of 
a unique device identifier (”UDI”) for implantable devices (from 
and including 26 May 2021), Eudamed registration of economic 
operators and entry of data in relation to the devices, following 
the date of the EC notice of full functionality of Eudamed 
currently announced for 26 May 2022. The new regulations 
affect the way Occlutech conducts operations in Europe.

Accordingly, the EU framework for medical devices is changing 
significantly and the MDR introduces stricter controls for high-
risk devices via a new pre-market scrutiny mechanism with the 
involvement of a pool of experts at EU level and reinforces the 
criteria for designation and processes for oversight of notified 
bodies. The Company will need to apply an UDI on implantable 
devices from 26 May 2021 onwards and complete Eudamed 
registration and enter data in relation to the devices. An implant 
card containing information about implanted medical devices 
will need to be issued to patients. Furthermore, the level and 
quality of clinical evidence required to underpin a CE mark is 
being increased (since issuance of MEDDEV 2.7/1 (version 4) 
guidance in 2016 and incorporated in the MDR), and reliance on 
data on file based on claimed equivalence with other devices 
accordingly downgraded. Requirement for post market clinical 
follow up will be strengthened. The MDR also establishes an 
EU-wide coordinated procedure for authorization of multi-center 
clinical investigations and the post-market surveillance require-
ments for manufacturers will be strengthened, in particular by 
improved coordination mechanisms among EU member states 
in the fields of vigilance and market surveillance.

Whereas the company has duly prepared for MDR implementa-
tion, there remains a risk that the regulations set out in the MDR 
prevent the Company from obtaining or maintaining, or affect 
the timing of regulatory approvals and thereby prevent the 
Company’s ability to market its products in the EEA or certain 
of its markets and they significantly increase the Company’s 
compliance burden/costs or otherwise impact profitability and 
development of the devices. In addition, the overall complexity 
of compliance obligations and resulting potential risk will 
increase. 
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In the event that the Company fails to comply with the more 
stringent EU and UK regulatory framework for medical devices, 
there is a risk that the Company may not be able to obtain or 
maintain regulatory approvals, or affect the timing thereof, 
which in turn may prevent the Company from maintaining its 
ability to market its products in the EEA or in certain submarkets, 
which could have a negative impact on the Company’s financial 
position and prospects. Regulatory changes could also result in 
restrictions on the ability to carry on or expand the Company’s 
operations, higher than anticipated costs or lower than 
anticipated sales.

Mismanagement in the handling of quality system may lead to 
delays in production and/or cause withdrawal of the CE marks 
or other approvals 
The Company is certified under ISO 13485, as well as MDD 
Annex II sec. (4) certificate, and has also passed an MDSAP 
audit, which is an extended audit to satisfy the regulatory 
requirements in several associated countries. The Company 
needs to adhere to specific regulations on quality systems, 
notably to ISO standards regarding quality systems applicable 
for example in the EEA, Switzerland, and other jurisdictions 
where Occlutech operates such as Canada, Brazil and Australia. 
In order to obtain and retain approval in the US, the Company 
must adhere to the Quality System Regulation (”QSR”) and 
Current Good Manufacturing Practices for Medical Devices 
(”CGMP”) and the Code of Federal Regulations (’’CFR’’) applicable 
in the US. In Europe, the MDD has been replaced by the MDR 
that entails additional burden due to stricter requirements than 
the MDD applicable to the Company and its quality system. 
Furthermore, sales of the Company’s products outside the 
EEA and the US, are subject to regulatory requirements varying 
widely from country to country. Generally, such countries in 
which the Company markets its devices accept approval by the 
FDA or the EU certification process as a basis for the approval 
to market medical devices, with exceptions such as Japan, 
Canada, China, Brazil, Australia and the UK. These regulations 
are comprehensive and complex and apply to the design, 
product development, testing, production, control, validation, 
quality assurance, labelling, packaging, storage and shipping of 
the Company’s products. 

Failures in handling of the Company’s quality system may lead 
to delays in production, significant costs and/or cause the 
relevant regulatory bodies to withdraw the CE marks and other 
approvals issued by other countries in which the products are 
marketed. Moreover, relevant notified bodies in the case of the 
EU/EEA and Switzerland, the FDA or any other relevant regulatory 
authority will enforce the regulations on quality systems 
through announced audits or may perform unannounced audits 
or inspections. For the EU approvals and certifications, the next 
audit will be conducted considering that MDR is applicable 
from 26 May 2021, thus requiring the Company to adhere to 
requirements under the MDR. The more stringent EU regulatory 
framework pursuant to the MDR, in comparison to the replaced 
EU directives MDD and AIMDD, includes extensive requirements 
in the supply chain of medical devices.

If the Company, or one of its suppliers, fail such audits or 
inspection or if any related corrective action plan is not 
sufficient, the manufacture of the Company’s products could be 

suspended, delayed or even prohibited. Any relevant regulatory 
authority may impose additional audits or inspections at any 
time, which could result in loss of revenue and potential  
operating restrictions being imposed by that regulatory authority. 
Serious incidents could lead to product recalls and force the 
Company to replace or withdraw products. Any losses in sales 
and additional costs for re-applying for approvals may not be 
covered by insurance, and would lead to adverse publicity and 
delays, including harm the Company’s reputation and lead to 
a decline in revenue and profitability. Additionally, a regulatory 
body may require inspection of a facility’s quality system prior 
to approval or clearance of the Company’s products.

Mismanagement of quality management systems, production 
delays and/or withdrawals of CE markings or other releases 
and approvals may harm the Company’s reputation and lead to 
a decline in revenue and profitability.

Clinical trials may prove to be unsuccessful and the Company 
may fail to conduct trials within guidelines of cost, time, and 
quality
The clinical development process, which is a core component 
of obtaining regulatory approval for the Company’s devices, is 
inherently uncertain. The Company cannot assure that clinical 
trials will be completed in a timely or cost-effective manner, 
or produce the data required to support approval, or result in 
a commercially viable product. Accordingly, the devices not 
approved at the date of this Prospectus may not complete the 
development process or obtain regulatory or other approvals 
required to market such development devices in a timely 
manner or at all. In addition, the Company may be required 
to conduct additional or more extensive clinical trials than 
originally anticipated, resulting in longer and more expensive 
development timelines. For the year ended 31 December 2020, the 
Company’s total R&D expenses amounted to EUR 10.2 million of 
which EUR 0.8 million is capitalized. This includes costs for R&D, 
Regulatory Affairs/Quality Assurance and clinical trials.

MDR imposes more stringent requirements, including in relation 
to clinical trials and quality such as the stricter rules on clinical 
evidence and for conformity assessment of certain high-risk 
devices, such as implantable medical devices, which will be 
subject to additional scrutiny by independent experts before 
they are placed on the market. Therefore, under the MDR 
additional clinical studies may be required to affix CE marking 
on the Company’s medical devices. 

The Company is responsible for ensuring that each of its 
clinical trials is conducted in accordance with the applicable 
protocol, legal, regulatory and technical standards, laws and 
regulations. While Occlutech conducts its own clinical trials, 
the Company also enters into contracts with study sites and 
physicians for its clinical studies. As a result, the Company 
also relies on the clinical study sites and physicians to ensure 
that clinical studies are conducted timely and in compliance 
with applicable rules and scientific and ethical standards. The 
Company must monitor the activities of others with whom they 
contract, including clinical study sites, to ensure that those 
parties also conduct the activities in accordance with applicable 
laws and regulations.
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Possible delays and events that may prevent Occlutech’s ability 
to receive regulatory approval or to commercialize its devices in 
new markets or any new products include (but are not limited 
to) the following events, which could render that incurred costs 
are of no or limited use:

• clinical trials may produce negative or inconclusive results, 
requiring the Company to conduct additional clinical trials or 
abandon product development programs;

• the number of patients required for clinical trials may be 
larger than anticipated, enrollment in these clinical trials may 
be slower than anticipated, or participants may drop out of 
these clinical trials at a higher rate than anticipated;

• clinical trials or procedures may experience significant 
setbacks and preliminary results from clinical trials or 
procedures may be contradicted by subsequent results or 
clinical analysis;

• results from clinical trials or procedures may not be 
supported by actual long-term studies or clinical experience;

• any third-party contractors or collaborators may fail to comply 
with regulatory requirements or meet their contractual 
obligations in a timely manner, or at all;

• regulators, ethics committees or institutional review boards 
may refuse approval, limit or end clinical trials;

• failure to reach agreement on clinical trial contracts or 
clinical trial protocols with prospective clinical trial sites;

• participants being exposed to unacceptable health risks or 
the discovery of undesirable side effects or other unexpected 
characteristics; and

• the cost of clinical trials may be greater than anticipated.

In addition, Covid-19 has had an impact on the number of 
procedures performed with Occlutech’s devices and may create 
some delay on clinical trials going forward.

Furthermore, the relevant regulatory authorities will enforce 
applicable laws and regulations through periodic inspections 
of study sponsors, principal investigators and clinical study 
sites. Upon inspection, the regulatory authorities may require 
the Company to, due to failure on the side of the Company or 
any third parties or due to insufficient data, perform additional 
clinical studies before approving any marketing applications or 
to repeat such clinical studies, which would delay the regulatory 
approval process. 

Should the Company, or any of its third-party service providers 
for the clinical trials, not be able to deliver its services in a 
timely fashion or perform the services in accordance with the 
agreements and applicable European, US or foreign regulatory 
laws and regulations including, but not limited to good clinical, 
manufacturing and laboratory practices, the value of the 
Company’s investments in undertaking the clinical trials  
will suffer. Such events could have an adverse effect on the 
Company’s clinical trials and research activities, leading to 
delays in processes for obtaining various regulatory approvals 
and ultimately affecting the timely advancement of the 
Company’s clinical and research programs. Poor performance 

by the Company or any third-party service providers could 
ultimately lead the Company to obtain a new third-party service 
provider to perform the affected services, resulting in additional 
costs for those additional engagements and re-performing all or 
the affected portion of the clinical trials. 

If the Company becomes unable to successfully complete 
clinical trials or other testing, the Company may be required 
to re-run a clinical trial and therefore bear additional costs. 
Moreover, unsuccessful trials may lead to delays in obtaining 
regulatory approval for development devices or approvals may 
be obtained for indications or patient populations that are not 
as broad as intended or desired. Regulatory approval may also, 
due to unsuccessful clinical trials, be awarded with labelling 
that includes significant use or distribution restrictions or safety 
warnings and be subject to additional post-marketing testing 
requirements. Should authorities believe that clinical trials or 
procedures performed by the Company expose participants to 
unacceptable health risks, such trials could be terminated or 
postponed, which may have a material adverse effect on the 
Company’s financial position and prospects.

Products may fail to become subject to insurance and 
reimbursement policies 
As the Company’s growth strategy includes entering new markets 
such as the US market, the Company’s commercialization of 
the Company’s devices in new markets includes obtaining 
insurance coverage and reimbursement provided by third-party 
payers such as public healthcare systems and private insurers 
as necessary for the specific market. Obtaining insurance 
coverage is also connected to Occlutech’s ability to maintain 
market acceptance particularly for novel devices such as  
Occlutech’s AFR device, which therefore is an important pre- 
requisite for the Company to successfully manage its growth.

Hospitals and other healthcare providers that purchase 
medical devices such as the ones the Company produce or 
are developing generally rely on third-party payers to pay for all 
or part of the costs and fees associated with the procedures 
performed with these devices, including the cost to purchase 
the product. The extent to which third-party payers are willing 
to provide insurance coverage or reimbursement for a specific 
product depends, inter alia, on its safety and effectiveness, its 
necessity for a specific indication and whether it is considered 
to be cost-effective. Third-party payers often challenge the 
pricing of medical products and services, so they may provide 
reimbursement on unfavorable terms. The Company may be 
unable to sell products at a profit if third-party payers deny 
coverage or if costs of production increase faster than increases 
in reimbursement levels. Inadequate reimbursement levels may 
have a material adverse effect on the demand for, or the price 
of, any of the Company’s devices.

To be eligible or to obtain insurance coverage and reimburse-
ment does not imply that a product will be paid for in all cases 
or at a rate covering the Company’s costs. In particular, the 
Company’s devices or the medical procedures or therapies 
delivered with them may be considered “novel” with regard 
to devices and that, despite having obtained FDA approval, 
CE marks and other certifications or approvals, they may be 
deemed lacking sufficient clinical and practical prevalence or 
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evidence to be eligible for reimbursement. Third-party payers 
may require that the procedures carried out with the Company’s 
devices be first endorsed by authoritative medical guidelines 
adopted by acknowledged medical associations. They may 
also require that further studies are performed to demonstrate 
health benefits to patients in addition to the clinical studies 
which had supported clinical evaluation and other approvals 
and certifications. Reimbursement from health insurers may 
therefore not be available over a considerable period of time 
after product launch in a new market, or at all. If no reimburse-
ments are available, the Company’s product sales will depend 
on patients’ and hospitals’ willingness to pay for the devices 
and the associated medical treatments out-of-pocket, which 
itself requires the doctors administering the procedures to 
specifically inform the patients or the hospital administrations 
of the accruing cost to be born.

It is uncertain if at all, when, and with what eventual outcome 
any of the heavily regulated procedures and processes leading 
to reimbursements of any of the Company’s devices, sold 
in new markets, will be completed. In particular regarding 
novel technologies, reimbursements may take many years to 
accomplish, if at all. The inability to promptly obtain insurance 
coverage or reimbursement at an adequate level from both 
government-funded and private insurers with regard to sales of 
the Company’s devices in new markets would compromise the 
Company’s ability to generate revenues in these markets.

Moreover, health insurance coverage regulations vary not only 
across jurisdictions, but even within the same jurisdiction, 
different coverage and pricing systems and schemes may apply 
to different categories of medical devices, depending on their 
intended use, their sales and supply channels and customer 
base and/or their mode of application. Third-party payers may 
also limit the indications for which the Company’s products will 
be reimbursed or limit the circumstances under which the  
Company’s products will be reimbursed. There is a risk of prolonged 
procedures to accomplish those differing reimbursements, and the 
Company may experience a denial of reimbursements. 

There is a risk that the Company’s products will not be covered 
by insurance and reimbursement policies, due to failure to gain 
widespread acceptance or for any other reason. If that risk 
is materialized it may have a material adverse effect on the 
Company’s financial position and prospects.

Incidents or undesired side effects related to existing or any 
future products
The Company’s products are designed to be implanted into and 
remain in the human body, some products like the Company’s 
AFR may address new therapeutic areas and as such have 
a higher risk than established products and therapies. The 
Company intends to expand its product portfolio in the future 
and such expansion might include additional risks. Component 
failures, manufacturing flaws, design defects or inadequate 
disclosure or knowledge of product-related risks or product-re-
lated information or non-compliance with the required surgical 
procedures could result in unsafe conditions or injuries to, or 
the death of, patients and could trigger product liability lawsuits 
and claims. 

The Company may also be required by applicable regulatory 
authorities to issue safety alerts or to replace or recall its  
products. There is a risk that the products or treatment 
methods are ineffective in the long term or cause serious side 
effects that are not outweighed by the potential benefit of use 
of the products or treatment methods. The Company could 
incur significant civil or criminal liabilities, and in many juris- 
dictions, claims for bodily harm that the users of the products 
may suffer are not subject to a statute of limitation. Short- 
comings and adverse events may also cause a less favorable 
re-assessment of risks and benefits of the Company’s products. 
Such incidents may eventually prompt recalls, field safety noti-
ces, product replacement, temporary or permanent withdrawals 
of a product from the market, subject the Company to product 
liability claims, or other corrective actions, whether voluntary or 
ordered by a regulatory authority. Product replacements leading 
even to removal of an implant by explanation are inherently 
costly in the case of implants. The Company may also be 
required to withdraw a product altogether from the market.  
Additionally, the Company may receive other enforcement 
action, including warning letters in the US, shut down of manu-
facturing facilities, restrictions on import of products, exclusion 
from participation in government programs, or suspension of 
review or refusal to approval pending regulatory applications. 
Should the above events materialize, it would entail significant 
costs, which may not be covered by insurance, and lead to 
adverse publicity and harm the Company’s reputation, as well 
as lead to a decline in revenue and profitability.

The Company depends on ability to gain market acceptance 
of its devices and maintain a strong reputation among, and 
relationships with, healthcare professionals 
The Company’s business success depends on its ability to 
maintain a strong reputation among patients as well as among 
healthcare professionals. Occlutech markets and sells its 
devices to hospitals and physicians, including interventional 
cardiologists. Procedures that use the Company’s devices 
are generally recommended to patients by pediatric and 
adult interventional cardiologists, and physician referrals and 
peer-to-peer selling are critical elements of the Company’s sales 
strategy. Physicians play a significant role in determining the 
course of treatment and, ultimately, the type of product that will 
be used to treat a patient, and the Company therefore relies on 
effective communication to them. 

Market acceptance of the Company’s current and future 
products by physicians, hospitals, patients and third-party 
payers will depend on a number of factors, many of which are 
beyond the Company’s control, including: the clinical indications 
for which each product is approved, acceptance by physicians, 
hospitals, patients and third-party payers of each product as 
a safe and effective treatment, relative convenience, ease of 
administration and other perceived advantages over competing 
treatments, prevalence and severity of adverse side effects, 
the cost of treatment in relation to alternative treatments, the 
extent to which the product is approved for inclusion on formu-
laries of hospitals and managed care organizations, whether 
the product is designated under physician treatment guidelines 
as initial or first-line therapy or as therapy in relapsing/recurrent 
disease, and limitations or warnings contained in a product’s 
approved labelling. There is a risk that a product that has been 
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approved for marketing and sales may not achieve the desired 
level of market acceptance from physicians, hospitals, labora-
tories, healthcare payers and the medical profession in general, 
which could prevent the Company from generating income or 
achieving profitability. 

In addition, market acceptance is dependent on the possibility 
of adequate reimbursement for the products and related 
disposables from third parties, such as insurance companies 
and other healthcare payers. Without sufficient reimbursement 
for treatments that include the Company’s devices, this could 
result in declining interest in the Company’s devices and a loss 
of sales. The risks relation to insurance and reimbursement 
policies are included in the risk factor ”Products may fail to 
become subject to insurance and reimbursement policies”.

Furthermore, the Company’s efforts to raise awareness 
and educate health care providers of the products’ benefits 
compared to other techniques and procedures may not be 
successful, as for example creating the therapy awareness and 
reimbursement environment for the AFR device. Insufficient 
actions on this matter may lead to misuse of the product which 
in turn can result in unsatisfactory patient outcomes, patient 
injury, negative publicity or lawsuits. Media reports may limit 
widespread acceptance of the products which can increase the 
risk for unexpected results on the market.

Interactions with healthcare professionals and the advertising 
and promotion of the Company’s products are heavily 
regulated in the US and Europe, and the Company must ensure 
that its interactions with healthcare professionals and key 
opinion leaders are in accordance with a wide range of laws 
and regulations from the regulatory authorities and other 
government entities and industry codes. Acceptance of the 
Company’s devices includes marketing to hospitals, physicians 
and other healthcare players, as to the distinctive characte-
ristics, perceived benefits, safety and cost-effectiveness of 
the products as compared to competitors’ products. In the 
US, EU and other countries, the Company must ensure that it 
undertakes any comparisons in accordance with applicable 
laws, i.e. ensuring that such claims are truthful and not false or 
misleading and are backed by reliable, sound scientific data to 
support any claim. Also, in the US, comparative claims about 
clinical outcomes in the US generally require a scientifically 
valid head-to-head clinical study directly comparing the two 
products with respect to the claim. Familiarity with other, 
longer-established products could discourage physicians from 
trying the Company’s products. 

If the Company fails in convincing physicians of the merits of 
its products or training as well as educating them on the use 
of its products leading to incorrect usage, they may not use 
such products and the Company may be unable to establish 
and maintain a strong reputation, as well as to sustain growth 
or profitability. Insufficient measures in this regard could 
lead to the incorrect use of the products, which in turn, could 
result in unsatisfactory results for patients, injury to patients, 
incorrect treatment, negative publicity and/or legal action. As 
a result, continued acceptance by physicians and hospitals of 
those products is critical to the Company’s continued success. 
Additionally, in the US, as in other countries, if the government 

bodies find that the Company is illegally advertising or promoting 
the product or interacting with healthcare professionals, 
including key opinion leaders, in violation of applicable laws and 
regulations, the Company could be subject to substantial fines, 
penalties and judgement under the FDCA, Anti-Kickback Statute, 
False Claims Act and other applicable laws and regulations. 
In the EU, illegal advertising may also lead to warnings, fines, 
penalties or other corrective actions as imposed from time to 
time by the relevant authority.

Any failure in market acceptance from the medical community 
can damage Occlutech’s reputation and demand for the 
Company’s products in general and impair the future revenues 
and commercial results of existing and future products.

Failure by the Company to successfully manage growth
Occlutech’s long-term growth strategy comprise of three main 
growth levers including i) increasing its market share in current 
markets, ii) expanding into new markets, and iii) driving sales 
of its AFR device. The Company’s intended market may thus 
grow considerably by way of a rapid increase in demand for the 
Company’s products, which would place major demands on the 
Company’s management and operational and financial capacity 
as well as the ability of the Company’s suppliers to increase the 
pace of delivery of raw materials or components. In pace with 
this, the Company’s operations would also need to expand by 
way of increased personnel and the implementation of efficient 
planning and management processes to effectively implement 
the business plan in a rapidly developing market. 

Provided that Occlutech receives regulatory approval for a 
specific product, the Company’s ability to generate revenue 
depends on its successful commercialization, marketing 
and management of increased capacity requirements. In 
particular, generation of growth depends on market acceptance 
and awareness considering that Occlutech’s AFR device for 
treatment of Heart Failure received a CE mark in September 
2019 and is commercially available in more than 20 markets, 
in comparison to its devices for Congenital Heart Defects and 
Stroke Prevention, some of which received a CE mark in 2007, 
and that currently are available in 75 markets and 70 markets, 
respectively. The Company’s ability to obtain and maintain 
market acceptance, particularly for novel devices such as the 
AFR device that brings a new therapy to the market, is therefore 
an important prerequisite for the Company to successfully 
manage its growth.
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A number of factors, many of which are beyond the Company’s 
control, may prevent commercialization and management 
of increased capacity requirements. Such obstacles may be 
attributable to circumstances such as the following:

• restrictions related to third party intellectual property rights;

• the failure of the product to prove as effective as, or offer 
the rapeuticor other improvements over, existing or future 
products used to treat the same or similar conditions;

• the inability of the product to gain acceptance by patients, 
the medical community, physicians or third-party payers 
such as insurance companies;

• the Company fails to successfully increase awareness, collect 
enough clinical evidence and obtain market acceptance of 
its devices, the AFR device and any other new device that 
the Company will bring to the market;

• the Company fails to build a robust pipeline that continuously 
develops existing and/or new products at the right time and 
to accurately predict the cost of bringing a new product to 
the market;

• the market opportunity expected for the products may not 
be as large as expected or might not develop as fast or at all;

• inadequate reimbursement or insurance coverage, as 
reimbursement is typically granted on a market-by-market 
basis and can add significantly to the time before a product 
can generate revenue in volume;

• perceptions by physicians or the relative lack of meaningful 
differences in efficacy/performance between the Company’s 
products and existing treatment regimens as compared to 
the benefit and risk of use the product; 

• the inability to produce the product in commercial quantities 
at a reasonable cost, or at all;

• shortages in any of the key components obtained from 
third-party suppliers, which may occur due to inaccurate 
planning of demand and supply, technical and/or quality 
issues or any other reason that would result in lower or no 
product delivery of such suppliers; or

• methods or quality control procedures in complying with 
the regulations on quality systems, which set forth good 
manufacturing practice requirements for medical devices 
and apply to the manufacture of the components of the 
Company’s devices.

Covid-19 is an additional factor that may reduce sales in the 
near term. 

The inability to successfully manage commercialization of 
its devices to accelerate sales, including to gain acceptance 
of future devices bringing new therapies to the market, this 
may significantly reduce the Company’s revenues and have 
a material adverse effect on Occlutech’s business, liquidity, 
financial condition, results of operations and prospects. Also, if 
the Company, including its manufacturing and its suppliers, do 
not succeed in managing increased capacity requirements, this 
could lead to the Company’s prospective customers choosing 
competing products instead.

The failure of the Company to successfully commercialize its 
products, or to produce the quantities of products required 
to meet anticipated demand, could negatively affect future 
revenues and thereby the Company’s financial position.

The Company depends on sales representatives for its direct 
sales organization, as well as on third-party distributors for 
certain markets
Occlutech sells its devices in approximately 85 markets through 
a combination of direct sales and use of distributors. For 
direct sales, Occlutech deploys its own sales force in selected 
key regions and countries such as Germany, Italy, France, the 
UK, the Nordic regions, Benelux, Canada, Australia and New 
Zealand. Revenues from direct sales represented approximately 
58 percent and 56 percent for the financial year ending 31 
December 2020 and for the six-month period ending 30 June 
2021, respectively. In addition, the Company utilizes an extensive 
distributor network covering approximately 65 countries. 

As part of Occlutech’s growth strategy, the Company needs to 
further increase and develop its sales and marketing infra-
structure, which requires recruitment of additional personnel, 
education of own personnel as well as third-party distributors 
for them to successfully train physicians and other healthcare 
players of the Company’s devices. The Company’s efforts in this 
respect are likely to be both costly and time-consuming and if 
such efforts are delayed or unsuccessful, there is a risk that the 
Company will not have the sales and marketing capabilities to 
reach its growth targets pursuant to the Company’s business 
plan, as well as adversely affecting the Company’s financial 
position in case of loss of material third-party distributors or the 
Company’s own direct sales representatives. 

The Company has in the past converted distributor markets 
into a direct sales force and potentially intends to do so in the 
future. Given the complexity of entering new markets, delays 
while hiring the sales force or establishing relationships with 
physicians, complying with local regulatory requirements, and 
other factors. Delays or problems in entering new markets 
could have an adverse effect on the Company’s operations, 
financial condition or results.

Occlutech also depends on third-party distributors to market 
and sell its devices in the remaining of the approximately 85 
markets in which the Company operates.

The distributors operate independently and the Company has 
limited control over the distributors’ operations, which exposes 
the Company to significant risks. Distributors may not commit 
the necessary resources to market and sell the Company’s 
products and may also market and sell competitive products. In 
addition, third-party distributors may not comply with the laws 
and regulatory requirements in their local jurisdictions (including 
for EEA countries the increased roles and responsibilities for 
distributors under the MDR), which may limit their ability to 
market or sell the Company’s products. Similarly, for direct 
sales, the Company is exposed to significant risks in case of 
non-compliance by its sales force and loss of personnel in its 
sales force.
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If any distributor or sales representative do not perform 
adequately due to such reasons or if the Company fails to 
maintain attractive arrangements and terms for the distributors 
or sales representatives, the Company may be required to find 
alternative distribution partners or increase its own direct sales 
capabilities, which could be both costly and time consuming. 
The Company may therefore not reach growth at a rate 
expected pursuant to its business plan which in turn may mean 
a lower result than expected.

The Company may encounter failure of its reporting systems 
and management information systems
Occlutech’s rapid growth, in terms of its broad patent portfolio, 
commercialization of its developed devices and geographical 
expansion, has placed a significant strain on the Company’s 
managerial, operational and financial resources and systems, 
and may continue to do so. 

The Company requires sufficient reporting capabilities to en-
sure reliable reporting for non-financial information, as well as 
for financial information, in relation to which the Company also 
depends on sufficient internal controls. Furthermore, Occlutech 
is dependent on management information systems to actively 
manage its regulatory and manufacturing documents, as 
well as on its enterprise resource planning system to actively 
manage the Company’s production, inventory planning, clinical 
trial information and quality compliance.

The company currently works with multiple process related 
ERP systems and has put new resources in place to ensure 
compliance, there is a risk that this implementation and the 
step towards a Company-wide ERP system may fail.

If the Company fails to successfully sustain and maintain 
sufficient managerial, operational and financial resources and 
systems, such inability may damage the Company’s reputation 
and adversely affect and disrupt the Company’s ability to 
conduct its operations.

The Company relies on and is dependent on certain third-party 
suppliers 
Occlutech depends on several single third-party suppliers, such 
as for nitinol, which is the primary component and key raw 
material in the Company’s devices. Additionally, the Company 
depends on a material third-party subcontractor for sterilization 
of the Company’s manufactured devices. 

If the Company’s supply of nitinol ceases, has encounters 
a cessation, continuous quality issues, is interruptedion or 
delayed in the supply of nitinol, the Company may be unable 
to obtain nitinol through other sources, on acceptable terms, 
within reasonable amount of time, or at all. Even iIf the Company 
found finds an alternative source for nitinol supplier, the 
Company may suffer from not be able to prevent an interruption 
of its manufacturing and production interruptions. Corres-
pondinglySimilarly, the Company may suffer from encounter 
manufacturing and production interruptions if the third-party 
subcontractorsupplier that is of significant importance, material 
to the sterilization process thatof the Company’s devices, 
would be subject to any business interruptions or otherwise 

become unable or unwilling to continue with the sterilization 
services. If conditions change concerning raw materials or 
components of critical element, an element that can have a 
significant effect on performance and safety of the related 
device, such as nitinol and the sterilization process with respect 
to Occlutech’s devices, applicable regulatoryrelevant authorities 
may require additional testing and prior approval of such raw 
material or component from new suppliers, prior to any use of 
these materials or components. As a result, if the Company 
need to establish additional or replacement suppliers for 
nitinol, sterilization services or any other critical components, 
the Company’s access to these components may thus be 
delayed due to qualification of such suppliers and to obtain any 
necessary FDA and any other regulatory approvals.

Further, third-party suppliers that the Company relies on are 
subject to compliance with applicable laws and regulations. 
Any non-compliance by a third-party If such third-party does not 
comply, it willsupplier will impair affect the Company’s ability to 
manufacture produce its devices. Additionally, the US, EU and 
other jurisdiction and its regulatory authorities may change 
laws and regulations that apply to the Company’s products, 
which the Company’s third-party suppliers and manufacturers 
may be unable or unwilling to comply with and/or compliance 
may result in suppliers charging higher could increase the 
prices from the Company pay for its products. 

Occlutech’s dependency on others may cause significant 
delays, production shortages and lower product revenue. 

The Company may be unable to maintain the culture of 
innovation leading to technology obsolescence
While Occlutech has a proprietary and patented technology 
platform which is based on more than 200 patents, the medical 
devices industry is characterized by rapid technological 
changes, frequent new product introductions and evolving 
industry standards resulting from technological advances and 
scientific discoveries. 

The Company may therefore be unable to compete effectively if 
it cannot keep up with existing or new products and technologies 
within the Structural Heart Disease market and continually 
expand its offering to stay ahead of customer needs. There is 
a risk that the Company will not have the financial resources 
necessary to fund all of its contemplated projects and achieve 
planned milestones in the product pipeline as anticipated, 
and thus be unable to enter into new markets such as the US, 
conduct sufficient clinical trials and make desired investments 
in R&D. Over the period 2015 to 2020, the Company spent 
approximately EUR 40 million on R&D and intellectual property, 
whereof approximately EUR 19 million on clinical trials for 
various approvals of the Company’s devices. During the period 
2015 to 2020, the Company’s R&D costs amounted to approx-
imately EUR 40 million of which EUR 2.2 million is capitalized. 
This includes R&D, Regulatory Affairs/Quality Assurance and 
clinical trials costs related to various approvals of the Compa-
ny’s products.

If the Company does not continue to develop and introduce new 
products and technologies and maintain the ability to protect 
its new products, applications and technologies, or if those 
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products and technologies are not accepted, the Company 
and its products may become obsolete and excluded from any 
insurance or reimbursement policies or otherwise not accepted 
or recommended by the medical community. Without the timely 
introduction of new and improved products, the Company 
is exposed to the risk that its products become obsolete or 
uncompetitive. Moreover, should the Company not continuously 
be at the forefront of technological development within its field, 
competitors may develop and commercialize products, processes 
or technologies that are safer, more effective, have fewer or 
no side effects, or are more convenient or less expensive than 
the Company’s products or development devices, or at least 
perceived as having any or all of those qualities. The failure to 
keep up with the evolving technology could have a material 
adverse effect on the Company’s operations, liquidity, financial 
position and prospects.

The Company operates in a competitive landscape 
The medical technology industry is intensely competitive, 
subject to rapid change and highly sensitive to the introduction 
of new products or other market activities of industry partici-
pants. Several of the Company’s competitors are major medical 
technology companies that have substantially greater financial, 
technical and marketing resources than the Company has, and 
they may succeed in developing products that could render 
the Company’s products obsolete or non-competitive or limit 
the potential. Such competitors may also, in comparison to the 
Company, have a significantly greater name recognition, large 
and established sales and marketing and distribution networks, 
products supported by long-term clinical data, greater experience 
of obtaining and maintaining regulatory clearances or other 
approvals, and more expansive IP portfolios. The Company’s 
ability to compete successfully will depend on its ability to 
develop proprietary products that reach the market in a timely 
manner, receive adequate coverage and reimbursement from 
third-party payers, and are safer, less invasive and more  
effective than alternatives available for similar purposes.  
Because of the size of the potential market, the Company 
anticipates that other companies will dedicate significant 
resources to developing competing products.

Competitors, both established and new, could at any time 
develop alternative treatments, products or procedures for 
the treatment of disorders that compete directly or indirectly 
with the Company’s products, technology platform or research 
and development projects. They may also develop and patent 
processes or products earlier or obtain regulatory clearance 
or approvals for competing products more rapidly than the 
Company, which could impair the Company’s ability to develop 
and commercialize similar processes or products.

If alternative treatments are, or are perceived to be, superior 
to the Company’s implants market products, or if competing 
products can be offered at a lower price, sales of the Company’s 
products could be negatively affected, and the results of 
operations could suffer.

The Company relies on well-functioning and secure IT 
systems 
The Company relies on well-functioning and accessible IT 

systems, including the secure processing, storage and trans-
mission of confidential information received and transmitted by 
e-mail and other technical means. In relation to its IT systems, 
the Company is exposed and vulnerable to risk relating to  
unauthorized break-ins, piracy and similar disruptive actions. 
The IT systems may be interrupted by technical faults, mal- 
functions, network overload, maintenance work, the malicious 
blocking of electronic access by third parties and illegal inter-
ventions such as cyber-attacks attempting to gain unauthorized 
access to the Company’s products, systems or confidential 
information (including, but not limited to, intellectual property 
and personal information). This applies in particular considering 
Occlutech’s processing of sensitive personal data and in 
relation to the electronic exchange of data over the internet and 
over wireless systems since the Company operates interna-
tionally (reference to “Occlutech collects, stores, and processes 
sensitive personal data’’). In addition, the scope and sensitive 
nature of, and thus the value of, the information stored in the 
Company’s IT-systems and platforms exposes the Company 
to an increased risk of cyber-attacks and other unauthorized 
access attempts to the information. Some of the IT systems 
used by the Company are provided by external software 
providers and such providers could cease to provide updates 
or support for software programs relevant for the Company, 
which would entail increased risk exposure and increased costs 
if such systems would need to be replaced. These and other 
disruptions may jeopardize the security of information stored 
in and transmitted through the computer systems, which may 
result in significant liability for the Company and may also deter 
potential customers. There is always a risk related to employees 
deleting, stealing, destroying, publish critical and or sensible 
company information or assets that could harm the Company’s 
reputation, competitiveness and or breach legal and regulatory 
demands. These and other disruptions may also jeopardize the 
security of information stored in and transmitted through the 
computer systems, which may result in significant liability for 
the Company and may also deter potential customers.

The Company is dependent on its key employees 
The Company relies on the continued availability of key 
personnel and their competence and experience, including 
with regard to its research and development projects and its 
sales and marketing. The Company is dependent on its board 
and management members, as well as some other principal 
members of the scientific and clinical teams. If the Company 
is unable to retain these key employees and executives, the 
Company will lose significant expertise and may not be able to 
recruit or attract similarly experienced personnel in due time, 
or at all. If key employees resign or in other ways change their 
level of engagement with the Company, and in connection with 
a potential expansion of the business in line with the Company’s 
strategy, the Company must be successful in attracting 
and retaining a sufficient number of qualified replacements, 
which is particularly difficult for qualified scientific and clinical 
personnel. Furthermore, the Covid-19 pandemic may affect the 
availability of competent personnel.

The loss of management members or other key personnel 
could have an adverse effect on Occlutech’s ability to conduct 
and expand its business, improve its operations or develop new 
products.
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Unforeseen events and business interruptions affecting the 
Company’s manufacturing, R&D or sales sites 
Occlutech manufactures its devices at the Company’s two 
manufacturing sites in Jena, Germany, where Congenital 
Heart Defect Occluders and the PFO Occluder primarily are 
manufactured, and in Istanbul, Turkey, where the AFR Device, 
Congenital Heart Defect Occluders and the Pistol Pusher, 
accessory medical devices, are manufactured. The Company’s 
research and development activities are mainly located at the 
two manufacturing sites and the Company has a global supply 
and customer support hub located in Helsingborg, Sweden. 
All of these sites of the Company are subject to the risk of 
catastrophic loss due to unanticipated events, such as fires, 
explosions, natural disasters or sabotages. The production 
facility in Istanbul might also impose a potential risk towards 
the Company’s operation should Turkey face times of political 
unrest or conflicts with the EU.  

The Company’s manufacturing facilities contain components 
and advanced equipment, such as the mechanical braiders, 
which would be difficult and time consuming to replace, repair 
or certify. The manufacturing sites are also exposed to plant 
shutdowns or periods of reduced production as a result of 
regulatory issues, equipment failure or delays in deliveries. 
Occlutech’s devices undergo strict quality control measures 
and manufacturing protocols and manufacturing tools must be 
validated by the competent authorities and comply with MDR 
and other applicable laws and regulations. Any interruptions for 
said reasons would therefore result in significant production 
delays from a regulatory perspective.

Any disruption or other unanticipated events affecting 
Occlutech’s manufacturing or sales sites, and therefore the 
Company’s sales, manufacturing, warehousing, research and 
development and administrative activities, would adversely 
affect the Company’s operations and results.

The Group’s operations are affected by force majeure risks
Occlutech’s current and future operations now or in the future 
may be adversely affected by risks outside the control of 
the Group such as labor unrest, civil disorder, political unrest 
or sanctions, war, terrorist attacks, subversive activities or sabo-
tage, fires, floods, explosions or other catastrophes, epidemics 
including the Covid-19 pandemic or quarantine restrictions.

The Covid-19 pandemic and the measures put in placeintroduced 
by governments worldwide have resulted in significant 
disruption to the economies relevant for the Group. Examples 
of how bBusiness operations have been disrupted are ions 
included disruptions or restrictions on the ability to travel or to 
distribute Company’s productsdevices, as well as the ability for 
patients and the Company’s personal to enter the hospitals. The 
pandemic has also resulted in  It also let to a reduction in the 
business hours and capacity of hospitals. As a consequence 
of the pandemic, the Company has experienced reduced and 
delayed commercial activities. Covid-19 has had a negative 
impact to  due to the restrictions on the number of procedures 
performed with the Company’s products and future clinical 
trials have been caused delayeds in clinical trials going forward. 
In the near short term, the Company assesses that Covid-19 

may continue to have a negative impact onslow down the pace 
that the Group can develop its operations. This is due to the 
fact that non-emergency surgeries being delayed and challenges 
for sales representatives to engage hospital staff. There is a 
risk that the effects of Covid-19 will reduce sales in the near 
short term, and that the pandemic may affect the availability of 
competent personnel.

While the impacts of Covid-19 on the Group are expected to 
be temporary, as the underlying fundamental demand for the 
Group’s products is expected to remain, there is a high level 
of uncertainty surrounding the continued impact of Covid-19 
and what effects it may have in the future. New or continued 
restrictions may pose a risk that could have a negative impact 
on the Group’s operations. Also, any other significant outbreak 
of epidemic, pandemic, or contagious diseases in the human 
population could result in a widespread health crisis that 
could adversely affect the economies and financial markets 
of many countries, resulting in an economic downturn that 
could adversely affect demand for the Company’s products and 
thereby the Company’s profitability.

FINANCIAL RISKS

Profitability of the Company
The Company has generated losses since its formation and 
recognized a net loss of EUR 6,046 thousand for the financial 
year 2020 and EUR 6,176 thousand for the period up until 30 
June 2021, whereof in 2021 IPO related cost amounting to EUR 
2,852 thousand. These losses mainly arose as a result of expen-
ses for research and development, clinical studies and general 
and administrative costs related to the Company’s operations. 
In the future, the Company will also need to continue to conduct 
research and development, clinical studies and activities related 
to regulatory compliance. There is a risk that the Company 
will not generate sufficient income or profitability to conduct 
operations in accordance with applicable goals or strategies, 
which could restrict the Company’s ability to maintain the scope 
of its activities and obtain further capital required.

The Company may raise additional capital
The Company may in the future need to seek additional capital 
to finance its operations. Such fundraising initiatives may be 
carried out either through new issues of SDRs or other financial 
instruments in the Company or by way of taking bank loans or 
other credit. The availability of new capital could be affected by 
disruptions of the capital and credit markets and borrowings 
will negatively affect the Company’s indebtedness level. The 
need for additional capital will increase if costs for regulatory 
approvals of Occlutech’s devices are higher than expected. The 
ability to raise additional funds depends on financial, economic 
and other factors, many of which are beyond the Company’s 
control. If the Company fails to obtain additional funding at 
acceptable terms when needed, the Company may have to 
scale back development activities and revise its business plan. 

Risks related to currency exchange rate fluctuations 
Currency risk refers to the risk that currency fluctuations 
adversely affect the Group’s cash flow, income statement or 
balance sheet. Exchange rate fluctuations affect the Group’s 
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profit/loss when sales and purchases are made in different 
currencies. The Group’s transaction exposure is primarily in 
USD, SEK, AUD, GBP, NZD and CHF, as its sales and cost base 
are mainly denominated in these currencies. The majority of the 
Group’s incoming payment flows is made in EUR or USD (which 
accounted for 65 and 22 percent, respectively, of all incoming 
payment flows for the financial year 2020), whereas outgoing 
payment flows are mainly in EUR and SEK (which accounted 
for 45 and 25 percent, respectively, of all outgoing payment 
flows in 2020). There is thus a risk that unfavorable changes 
in exchange rates may impact the Group’s costs or revenues 
and thus adversely impact Occlutech’s margins and operating 
profit. The Company does not engage in hedging of estimated 
flows in foreign currency, which can accentuate the risk of an 
adverse effect on the operating profit in the event of significant 
exchange rate fluctuations.

Impairment of intangible assets
Occlutech’s consolidated balance sheet includes fixed  
assets consisting of intangible fixed assets as a result of the 
Company’s proprietary and patented technology platform, 
which is based on more than 200 patents, and extensive know-
how regarding the Structural Heart Defect occluder market 
and the development of innovative products. This exposure 
will increase further in the coming years with the clinical trials 
starting in the US to gain approval for the PFO Occluder and 
the AFR device. There is a risk that Occlutech may have to 
recognize impairments going forward because of requirements 
pursuant to IFRS to annually assess intangible assets with 
indefinite useful life, or in the event of changed circumstances 
indicating that reported value may not be recoverable. Such 
impairment of Occlutech’s intangible assets may adversely 
affect the Company’s results.  

RISKS RELATED TO POLITICAL AND LEGAL ASPECTS

The Company relies on the adequate protection of its IP 
portfolio
The Company relies on patents and other intellectual property 
rights as well as trade secret protection and confidentiality 
agreements to protect the products and its further development 
of devices and designs. As of 30 June 2021, the Company 
reported intangible assets of approximately EUR 2.9 million 
consisting of capitalized development costs.

The strength of patents in the medical device field involves 
complex legal and scientific questions and evaluation. Patent 
applications may fail to result in issued patents and even if 
patents are successfully issued, third parties may challenge 
the validity, enforceability or scope thereof, which may result in 
such patents being narrowed, invalidated or held unenforceable. 
For example, patents granted by the United States Patent and 
Trademark Office (the ”USPTO”) may be subject to third-party 
challenges such as (without limitation) re-examination 
proceedings, post-grant review, or inter parties review, and 
patents granted by the European Patent Office may be opposed 
by any person within nine months from the publication of the 
grant. Similar proceedings are available in other jurisdictions. 
Additionally, the lifetime of a patent generally starts when a 
patent is filed and not when a patented product enters the 
market. Therefore, the Company may only have a relatively 

low patent lifetime left at the time when a product obtains the 
necessary regulatory approvals and reimbursements in the 
Company’s key markets.

Furthermore, even if unchallenged, the Company’s patents and 
patent applications may not adequately protect the Company’s 
intellectual property or prevent others from designing around 
the Company’s IP portfolio. For example, a third party may 
develop competitive products that provide therapeutic benefits 
similar to the Company’s products, but that have a sufficiently 
different composition to fall outside the scope of the Company’s 
patent protection, thereby risking erosion of Occlutech’s 
competitive position in the market.

If the breadth or strength of protection provided by the patents 
and patent applications held or pursued by the Company with 
respect to its products is successfully challenged, the Company’s 
ability to commercialize its products could be negatively affected.

The legal systems of some countries, particularly developing 
countries, do not favor the enforcement of patents and other 
intellectual property protection, especially those relating to 
medical devices. This could make it challenging for the Company 
to stop the infringement of patents or the misappropriation of 
other intellectual property rights owned by the Company. For 
example, many foreign countries have compulsory licensing 
laws under which a patent owner must grant licenses to third 
parties. In addition, many countries limit the enforceability of 
patents against third parties, including government agencies 
or government contractors. In these countries, patents may 
provide limited or no benefits.

If any of the risks described above were to materialize, the value 
of the Company’s reported intangible assets may decline and 
materially affect the Company’s results.

Intellectual property disputes could harm the Company
Lawsuits and other proceedings asserting patents and other 
intellectual property rights in the medical devices industry may 
occur and could be damaging for the Company. Even an extensive 
patent search may overlook existing patents, especially second 
layer patents, and since patent applications are confidential 
for 18 months after filing, there may be applications now 
pending that the Company is unaware of. This may result in the 
Company infringing other patents by commercializing its new 
devices, which also may entail risks for infringement claims and 
liability for the Company when entering into new markets with 
novel devices such as the Company’s current ongoing process 
to enter in to the US market following necessary FDA approvals. 
The Company may incorrectly determine that its products are 
not covered by third party patents or may incorrectly predict 
whether a third-party’s pending application will issue with 
claims of relevant scope.

If a valid patent infringement suit were brought against the 
Company, Occlutech could be forced to stop or delay research, 
development, manufacturing or sales of the product to which 
the dispute relates. As a result of patent infringement claims, or 
in order to avoid potential claims, the Company may choose to 
seek, or be required to seek, a license from the third party and 
would most likely be required to pay license fees or royalties or 
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both. These licenses may not be available on acceptable terms, 
or at all. Even if the Company were able to obtain a license, 
the rights may be nonexclusive, which would give competitors 
access to the same intellectual property. Ultimately, the 
Company could be prevented from commercializing a product, 
or be forced to redesign it, or to cease some aspect of the 
Company’s operations if the Company is unable to enter into 
licenses on acceptable terms.

Risks related to know-how and trade secrets
In addition to registered intellectual property rights, the 
Company has developed a substantial know-how and compe-
tence relating to the field of minimally invasive cardiac devices 
which are not protected by registration in the same way as 
other intellectual property. There is a risk that such obligations 
to maintain the confidentiality of the Company’s or its collab- 
orators’ trade secrets or know-how is breached, or would not 
be possible to enforce by courts or that such trade secrets or 
know-how will otherwise become known in circumstances in 
which the Company has no practical means of redress. Further-
more, competitors and other third parties could independently 
develop similar know-how, which could have a material adverse 
effect on Occlutech’s business and prospects.  

Occlutech collects, stores and processes sensitive personal data
As part of Occlutech’s business, the Company collects,  
stores and processes personal data relating to employees 
and customers and patients, the latter mainly consisting of 
health-related information and is thus in itself of a sensitive 
nature. There is a risk that the Company’s precautions to 
protect employee, customer and patient data in accordance 
with the privacy requirements provided under applicable laws 
may prove to be ineffective or insufficient. 

There is a risk that such data may be transferred, moved,  
inappropriately shared internally, or leaked as a result of human 
error or technological failure or otherwise be used inappropriately. 
Since the Company collaborates with third-party suppliers, 
distributors and service providers who may partially access 
personal data, the risk of human error, technological failure or 
otherwise undue disclosure is also extended to such parties’ 
processing of the personal data and thus outside the Compa-
ny’s control. Violation of data protection laws, either from the 
Company, its partners, distributors or suppliers, may result in 
high penalty fines for the Company.

According to Regulation (EU) 2016/679 of the European  
Parliament and of the Council of 27 April 2016 on the protection 
of natural persons with regard to the processing of personal 
data and on the free movement of such data, and repealing 
Directive 95/46/EC (”GDPR”) incidents may result in the 
imposition of fines amounting up to EUR 20 million or up to four 
percent of Occlutech’s total worldwide annual turnover for the 
preceding financial year (in relation to an incident), whichever 
is higher, for each case of non-compliance with the GDPR. 
Additional penalties may also apply, such as the deprivation 
of profits. In addition, non-compliance with GDPR or other 
applicable data protection laws regulations in other jurisdictions 
may in addition lead to reputational harm and customer losses 
and which could have a material adverse effect on the Company’s 
operations, liquidity, financial position and results.

Certain risks associated with operating in several jurisdictions
The Group consists of companies domiciled in various 
jurisdictions and Occlutech currently conducts sales and 
markets its devices in approximately 85 countries. Occlutech 
is thus subject to a number of international, EU, national and 
local laws and regulations introduced by the authorities where 
Occlutech operates. Occlutech has previously had sales to 
Iran, a country with higher risks from a sanctions perspective. 
In addition, Occlutech conducts material operations from the 
manufacturing and R&D facilities in Istanbul, Turkey. Changes 
in laws and regulations, whether regarding trade regulations, 
sanctions or other, may require Occlutech to rapidly adapt to 
such changes and may also result in further investment by the 
Company.

Legal uncertainty resulting from political instability and  
protectionist tendencies could adversely affect the Company 
in various ways and expose the Company to a number of risks. 
These risks include, but are not limited to, rapid changes to 
laws and regulations; increased trade restrictions such as 
anti-dumping/anti-subsidy tariffs, export restrictions, embargos, 
import taxes, special monitoring measures, and economic 
sanctions against certain countries, persons, businesses and 
organizations, as well as other protectionist or politically  
motivated restraints. These and other effects of political instability 
and protectionism could have material adverse effects on 
the demand for the Company’s products, on supply chains, 
business operations and the ability to market and distribute the 
Company’s products in relevant customer markets. There is 
also a risk that Occlutech may not succeed in developing and 
implementing systems, policies and methods for managing 
these risks or complying with applicable regulations without 
incurring additional costs. If the Company fails to manage 
these risks or comply with applicable regulations, it may lead 
to penalties or enforcement measures against Occlutech and 
damage to the Group’s reputation as well as lead to a decline in 
revenue and profitability.

There are also risks associated with the overall stability and 
suitability of the euro as a single currency, given the economic 
and political challenges facing individual Eurozone countries 
and Brexit. Deterioration in the credit-worthiness of the 
Eurozone countries, the withdrawal of one or more EU member 
states, could adversely affect the Company’s sales, financial 
position and operating results. 

If any of the above risks should materialize, it could have an 
adverse effect on Occlutech’s business, financial position and 
results. 

Risks related to tax disputes
The legal structure of the Group requires Occlutech to assess 
and evaluate possible tax consequences in relation to operating 
in, entering into and effectively functioning as a Group, in 
various jurisdictions, including assessments on transfer pricing 
issues. There is a risk that laws, rules, regulations and practices 
change (sometimes with retroactive effect), whether as a result 
of political or economic pressure or otherwise. Therefore, the 
final assessment of tax authorities could be materially different 
from what the Company expects and has expected. The 
German tax authorities have decided to challange Occlutech’s 
intra-group transactions for the period 2009–2011 and availability 
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of a tax loss carry forward from 2009. The decision has been 
appealed and resulted in an ongoing tax dispute in court. The 
current estimate of the dispute’s maximum financial exposure 
amounts to approximately EUR 983,000 in total plus statutory 
interest of 6% from 2014. There is a risk that the court will decide 
in accordance with the German tax authority’s previous decision 
and that the Company will therefore be obliged to pay the full 
amount that the exposure entails. Such a judgment and the 
financial exposure that it entails may have a material adverse 
effect on the Company’s cash flow and result.

Defects in the products may lead to substantial harm for the 
Company
The European Court of Justice (”ECJ”) recently ruled that the 
ascertainment of a potential defect is sufficient for determining 
that an implantable medicinal device is faulty (decisions issued 
on 5 March, 2015, C-503/13 and C-504/13). This means that 
claimants can obtain a claim for defective medical implants 
even without showing that his or her specific device is defective. 
The ECJ’s interpretation of the law is that it is not binding 
outside of the EU and EEA member states and other states that 
may adhere to Directive 85/374/EEC, it is possible that courts 
outside the EU and EEA would follow the EJC’s reasoning.

There is a risk that the Company will be held liable, or be 
required to replace, recall products or withdraw them from the 
market, even if no specific defect has been proven. Additionally, 
there could be regulatory consequences arising from such  
potential defects, such as a withdrawal of the regulatory app-
roval or orders to replace or withdraw certain products. Recalls 
or replacements, and especially the removal of devices from the 
patients’ body, are inherently costly in the case of implants. Any 
such events can also damage the Company’s reputation, cause 
significant expenses for damages and procedural costs and 
lead to lower revenues.

Litigation and claims related to such events could damage the 
Company’s reputation, result in significant damages and legal 
costs and therefore have an adverse effect on Occlutech’s 
reputation and results. 

Risks related to potential product liability claims 
Since the Company develops and sells medical devices and 
conducts clinical trials, the Company is exposed to risks. 
These risks encompass, inter alia, product liability risks which 
may arise in association with manufacturing, clinical studies, 
improper handling and marketing and sales of products. For 
instance, patients participating in clinical studies may suffer 
unwanted side effects or be harmed in other ways.

Furthermore, there is a risk that the Company may not be able 
to accurately predict the possible side effects that may result 
from use of its products or product candidates. The Company 
faces the risk of substantial liability for damages if its products 
or product candidates were to cause that patients who 
participate in clinical studies or others who come in contact 
with the Company’s products or product candidates, suffer 
side effects that cause illness, bodily injury, death, or other 
damage. As per the date of the Prospectus, the Company has 
an insurance coverage that it considers to be customary in the 

industry. However, there is a risk that the applicable insurance 
policies will not provide sufficient coverage in the event of a 
product liability claim. There is also a risk that the Company 
fails to obtain or maintain adequate insurance coverage on 
acceptable terms in the future. There is also a risk that the 
Company fails to obtain sufficient insurance coverage on 
acceptable terms in connection to entering into new markets, 
such as in relation to Occlutech’s current process (as per the 
date of this Prospectus) to expand into the US market following 
necessary FDA approvals. 

Defending against product liability can be costly and 
time-consuming, diverting management’s focus from its 
day-to-day tasks. Product liability may not be fully covered by 
Occlutech’s insurance policies. Litigation and claims related 
to product liability could therefore have an adverse effect 
on Occlutech’s business, financial position and results. In 
addition, market acceptance of Occlutech’s products may be 
adversely affected by warranty and product liability disputes 
and Occlutech’s reputation may be harmed.

RISKS RELATED TO THE COMPANY’S SDRS AND THE 
OFFERING

Risk of an illiquid market and price volatility
Occlutech’s SDRs have not previously been publicly traded. It is 
therefore difficult to predict the level of trading and demand for 
the SDRs. The price at which the SDRs are traded and the price 
at which investors make their investment will be affected by a 
number of factors, some of which are specific to Occlutech and 
its business, while others are applicable to all listed companies 
and beyond the Company’s control. The listing and admission 
to trading of Occlutech’s SDRs on Nasdaq First North Premier 
Growth Market should not be interpreted as there being a 
liquid market for the SDRs. There is a risk that the price of the 
SDRs will be very volatile in connection with the admission to 
trading. If active and liquid trading does not develop or does not 
remain sustainable, this may make it difficult for shareholders 
to dispose of SDRs and the market price may differ significantly 
from the price of the SDRs in the Offering.

The interests of the Company’s majority shareholders may 
deviate from the minority shareholders’ interests
Occlutech Holding AG is the parent company of the Occlutech 
Group. Tor Peters is the largest shareholder and controls 
approximately 49.02 percent of the votes and the shares (the 
’’ Principal Shareholder’’). After the Offering, the Principal 
Shareholder will hold a total of 30.14 percent of the Company’s 
shares and voting rights, assuming that the Overallotment 
Option is exercised fully. The Principal Shareholder will be able 
to exert significant influence on matters requiring approval of 
the shareholders at the General Meeting. This includes, inter alia, 
the appointment and dismissal of board members, decisions on 
dividends, decisions on new issues, amendments to the articles 
of association and other important matters. The interests of 
the Principal Shareholder may differ from the interests of the 
Company or other shareholders and the Principal Shareholder 
could exercise influence over the Company in a way that does 
not promote the interests of the other shareholders in the best 
possible way. In addition, the concentration of ownership to the 
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Principal Shareholder could have a material negative impact on 
the price of the price of the Company’s SDR’s by, inter alia:

• delaying, deferring or preventing a change in control over the 
Company;

• impeding a merger, acquisition or other business event 
involving the Company; or

• dissuading a potential bidder from making a public takeover 
offer for or otherwise assuming control over the Company.

Undertakings of the Cornerstone Investors are not secured
Fjärde AP-fonden and SEB Investment Management (together 
the “Cornerstone Investors”) have undertaken to subscribe 
for SDRs corresponding to a total value of SEK 400 million in 
the Offering. Provided the Offering is fully subscribed, and the 
Overallotment Option is exercised in full, the undertaking is for 
8,000,000 SDRs, corresponding to approximately 36 percent of 
the total number of SDRs encompassed by the Offering and 10 
percent of the share capital and votes in the Company after the 
completion of the Offering. However, the Cornerstone Investors’ 
undertakings are not secured by bank guarantees, blocked 
funds, pledges of collateral or similar arrangements, for which 
reason there is a risk that the Cornerstone Investors may not 
meet their undertakings. The Cornerstone Investors’ underta-
kings are also subject to conditions. If any of these conditions 
is not satisfied, there is a risk that the Cornerstone Investors will 
not fulfil their undertakings, which could have a negative impact 
on the completion of the Offering.

Future dividends may vary or not occur at all
Investors who participate in the Offering may be eligible for 
future dividends that are decided after the listing on Nasdaq 
First North Premier Growth Market. The amount of future  
dividends that Occlutech will pay, if any, will depend on a number 
of factors, such as future earnings, the Company’s financial 
condition, cash flows, working capital requirements, compliance 
with debt covenants, legal and financial constraints and other 
factors. The Company may not have sufficient distributable 
funds and the Company’s shareholders may not resolve to 
pay dividends in the future. Accordingly, dividends may not be 
proposed or declared in any given year or at all.

Shareholders in the US or other countries outside Sweden 
may not be permitted to take part in potential future rights 
issues
If Occlutech issues new shares in the future with preferential  
rights for existing shareholders, shareholders in certain 
countries may be subject to restrictions which mean that they 
cannot participate in such issues or that their participation is 
otherwise hampered or limited. Shareholders in the US cannot, 
for example, exercise their rights to subscribe for new shares 
unless there are registration documents in accordance with the 
Securities Act regarding such shares or if an exemption from 
the registration requirements of the Securities Act is applicable. 
Shareholders in other jurisdictions outside Sweden may be 
affected in a similar manner. Occlutech has no obligation to 
submit registration documents under the Securities Act or 
to seek similar approvals or relevant exemptions under the 
legislation of any other jurisdiction outside Sweden, and to do 
so may be associated with practical difficulties and costs. To 
the extent Occlutech’s shareholders in jurisdictions outside 
Sweden cannot exercise their rights to subscribe for new 
shares in any future new issues, their proportional ownership in 
the Company will decrease. Such issues may therefore mean 
that existing shareholders receive their share of the Company’s 
share capital diluted and may have a negative impact on the 
SDR price, earnings per SDR and the net asset value per SDR. 
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Provided that Nasdaq First North Premier Growth Market 
approves the Company’s application, the first day of trading in 
the Company’s SDRs is expected to be on 29 September 2021.

Pursuant to the terms and conditions in the Prospectus, 
investors are hereby offered to acquire a total of 19,276,070 
SDRs in the Company. The price per SDRs in the Offering has 
been set to SEK 50 (EUR 4.93) and is based on an assessed 
investment interest shown by institutional investors, prevailing 
market conditions as well as a comparison with the market 
price of other comparable listed companies.

The Offering is expected to provide the Company with gross 
proceeds amounting to approximately SEK 964 million (EUR 
95 million)1 before deduction of costs related to the Offering 
amounting to approximately EUR 8.6 million.

OVERALLOTMENT OPTION
To cover any overallotment in connection with the Offering, the 
Principal Shareholder has provided an option to Carnegie in 
their capacity as Sole Global Coordinator, which can be utilized, 
in full or in part, during a period of 30 days from the first day of 
trading in the Company’s SDRs on Nasdaq First North Premier 
Growth Market, to issue maximum of 2,891,410 additional 
SDRs, corresponding to a maximum of 15 percent of the maxi-
mum total number of SDRs included in the Offering (the “Overal-
lotment Option”). Provided that the Offering is fully subscribed 

1) The calculation of the amount in EUR is based on a SEK/EUR exchange rate of 10.15.

and that the Overallotment Option is fully exercised, the Offering 
will comprise a maximum of 22,167,480 SDRs, corresponding 
to approximately 29 percent of the share capital and the votes 
in the Company after the conversion of options into shares in 
connection with the Offering, see section ”Convertibles, Warrants, 
etc.” (the ”Conversion”) and assuming that the Offering is 
subscribed in full, including the Overallotment Option. The 
total value of the Offering amounts to SEK 1,108 million if the 
Offering is fully subscribed.

Provided that the Offering is fully subscribed, the number of out-
standing shares in the Company will increase from 53,464,780 
to 77,483,402, corresponding to a dilution of 31 percent of the 
total number of outstanding shares in the Company following 
the Conversion and the completion of the Offering.

CORNERSTONE INVESTORS
Fjärde AP-fonden and SEB Investment Management (together 
”Cornerstone Investors”) have, subject to certain conditions  
and at the same price as other investors, undertaken to 
subscribe for SDRs corresponding to a total of SEK 400  
million corresponding to approximately 36 percent of the 
Offering including the Overallotment Option and after the 
Conversion. These undertakings from the Cornerstone 
Investors correspond to a total of approximately 10.3 percent of 
the Company’s share capital and votes after the completion of 
the Offering.  

For more information, refer to the full Prospectus, which has been prepared by the Board of Directors of the Company in connection with 
the Offering. The Board of Directors of the Company is responsible for the content of the Prospectus. To the best of the Board of Directors’ 
knowledge, the information provided in the Prospectus complies with the factual circumstances and no information has been omitted from

the Prospectus that could affect its content.

 Schaffhausen, Switzerland, 16 September, 2021

Occlutech Holding AG

The Board of Directors

INVITATION TO ACQUIRE SDRS  
IN OCCLUTECH
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Occlutech is a leading specialist provider of minimally invasive 
cardiac devices, addressing Congenital Heart Defects, Stroke 
Prevention and Heart Failure.1 Since 2003, Occlutech has been 
developing, manufacturing, and commercializing occluders and 
interatrial shunt products. Occlutech has a broad and proven 
portfolio, with more than 134,000 products sold, addressing 
Congenital Heart Defects, Stroke Prevention and Heart Failure. 
Occlutech markets and sells its products to hospitals and 
clinics in approximately 85 countries through its direct sales 
organization and international network of distribution partners.

Based on its proprietary and patented technology platform, 
Occlutech has developed and commercialized 10 products, 
including the three main commercial products the ASD 
Occluder, PFO Occluder and the AFR Device. The ASD Occluder 
and the PFO Occluder are CE marked and are marketed in 
several markets in Europe and rest of the world, and the AFR 
Device is CE marked, but the products are not yet approved for 
the US market. Occlutech has submitted a premarket approval 
(PMA) application for the ASD Occluder to the FDA with an 
estimated approval for market in the US in 2022. Occlutech’s 
AFR Device for Pulmonary Arterial Hypertension (PAH) received 
FDA Breakthrough Device Designation in December 2020 and 
Breakthrough Device Designation for Heart Failure in January 
2021. The Company has received a conditional approval 
to initiate an Investigational Device Exemption (IDE) study 
(OCCLUFLEX) to gain US market approval for the PFO Occluder 
and is in discussions with the FDA regarding final study design 
for its AFR Device for Heart Failure.

The primary focus of Occlutech’s strategy is to continue to drive 
sales of current products in existing markets and expand into 
new markets with the current product offering, most notably 
the US. The Company has initiated the US regulatory pathway 
process for the PFO Occluder and the AFR for Heart Failure, 
with the aim of receiving market approval by 2026. Moreover, 
the Company intends to increase marketing spend and to 

1) Occlutech is the third largest player globally, based on market share (5-10 percent), in the structural heart devices market. Source: the Market Study.
2) The calculation of the amount in EUR is based on a SEK/EUR exchange rate of 10.15.
3) The Offering is conditional on the Offering raising at least EUR 50 million after deduction of expenses related to the Offering. In the event that this take-up rate is not 

achieved, the Offering will be withdrawn and the subsequent listing on Nasdaq First North Premier Growth Market will not take place. See also Statement regarding 
working capital in the section ”Capitalization, indebtedness and other financial Information”.

expand its commercial organization to continue its revenue 
growth and prepare for market launch in the US.

The execution of Occlutech’s growth strategy and commercial- 
ization in the US requires significant investments. Occlutech 
estimates that the current working capital is insufficient to 
meet the Company’s needs over the next twelve months. To 
secure the financing needed to deliver its growth strategy and 
to support the Company’s working capital needs over the next 
twelve months, the Company has decided to carry out a share 
issue in connection with the listing on Nasdaq First North 
Premier Growth Market. Assuming that the Offering is fully 
subscribed the gross proceeds will amount to approximately 
SEK 964 million (EUR 95 million)2 before deduction of costs 
related to the Offering amounting to approximately EUR 8.6 
million.3 The Company intends to use such proceeds in the 
following order of priority and with the approximate percentage 
of the issue proceeds stated below:

1. Repayment of existing shareholder loans and Covid-19 
loans: approximately 10 percent.

2. Conduct clinical study for the regulatory approval of the PFO 
Occluder in the US: approximately 15 percent.

3. Conduct clinical study for the regulatory approval of the AFR 
Device for Heart Failure in the US: approximately 50 percent.

4. Commercial build-up of the US market: approximately 25 
percent.

The proceeds from the Offering will strengthen the Company’s 
financial position and, assuming that the Offering is fully 
subscribed, are estimated to be sufficient to drive continued 
strong growth of sales of the current device portfolio, to 
conduct clinical studies in the US for the Company’s PFO and 
AFR devices, and potentially gain marketing approval in the US 
by 2026.

Schaffhausen, Switzerland, 16 September, 2021

Occlutech Holding AG

The Board of Directors

BACKGROUND AND RATIONALE
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THE OFFERING
The Offering comprises a maximum newly issued 19,276,070 
SDRs offered by the Company. The Offering is directed at: 

• The public in Sweden.1 

• Institutional investors in Sweden and abroad.2 

The ISIN code for the Company’s SDR is SE0016828818.

THE OVERALLOTMENT OPTION
To cover any overallotment in connection with the Offering, the 
Principal Shareholder has exhibited an option to Carnegie in 
their capacity as Sole Global Coordinator, which can be utilized, 
in full or in part, during a period of 30 days from the first day of 
trading in the Company’s SDRs on Nasdaq First North Premier 
Growth Market, to issue maximum of 2,891,410 additional 
SDRs, corresponding to a maximum of 15 percent of the 
maximum total number of SDRs included in the Offering (the 
“Overallotment Option”). If the Offering is fully subscribed and 
the Overallotment Option has been exercised in full, the Offering 
will comprise a total of 22,167,480 SDR’s in the Company. The 
Overallotment Option can only be exercised for the purpose 
of covering any over-allotment in the Offering, but the SDR’s 
included in the Overallotment option can also be used for 
potential stabilizing measures.

DISTRIBUTION OF SDRS
Distribution of SDRs between each part of the Offering will take 
place on the basis of demand. The distribution will be decided 
by the Company’s Board of Directors and the Selling Share- 
holders in consultation with the Sole Global Coordinator. 

THE OFFERING PRICE
The price in the offering has been set to SEK 50 (EUR 4.93) 
per SDR. The price in the Offering has been determined by 
the Company’s Board of Directors in consultation with the 
Selling Shareholders and the Sole Global Coordinator based 
on a number of factors, including discussions with certain 
institutional investors, a comparison with the market price of 
other comparable listed companies, an analysis of previous 
transactions for companies in the same industry and develop- 
ment phase, prevailing market conditions and estimates of 
Occlutech’s business opportunities and profit prospects. The 
Offering price to the public will therefore not exceed SEK 50 per 
SDR. Brokerage is not paid. 

APPLICATION
The offering to the public in Sweden
Application from the public in Sweden regarding the acquisition 
of SDRs shall take place during the period 17-28 September 
2021 and be for a minimum of 200 SDRs and a maximum of 
20,300 SDRs in even lots of 50 SDRs.3 Only one registration 
per investor may be made. If several registrations are made, 
Carnegie, Nordnet and Avanza reserve the right to consider only 
the first received. Registration is binding.  

1) The general public includes private individuals and legal entities in Sweden, who register for the acquisition of a maximum of 20,300 SDRs.
2) Institutional investors include private individuals and legal entities who register for the acquisition of more than 20,300 SDRs.
3) Anyone registering for the acquisition of more than 20,300 SDRs must contact the Sole Global Coordinator in accordance with what is stated in the section “Application – 

The Offering to Institutional Investors”.

As from 3 January 2018, all legal entities need a global identifi-
cation code, a so-called Legal Entity Identifier (LEI), in order to 
carry out a securities transaction. To be entitled to participate 
in the initial public offering and be allotted SDRs, legal entities 
must hold and state its LEI code. Note that the application for 
registration of an LEI code must be made well in advance as 
the code must be stated with the offering application. More 
information about the requirements regarding LEI can be found 
inter alia on the Swedish Financial Supervisory Authority’s 
website (www.fi.se). 

National ID or National Client Identifier (NID number) is a global 
identification code for private individuals. According to MiFID 
II, all private individuals have, as from 3 January 2018, a NID 
number and this number needs to be stated in order to make a 
securities transaction. If such number is not stated, Carnegie, 
Nordnet and Avanza may be prevented from performing the 
transaction for the private individual in question. For private  
individuals who only have a Swedish citizenship, the NID 
number consists of the designation “SE” followed by the social 
security number. For private individuals who have several 
citizenships, or another citizenship than Swedish, the NID 
number may be another type of number. For more information 
regarding how to obtain NID numbers, private individuals are 
asked to contact their bank office. 

The Company’s Board of Directors and the Selling Shareholders, in 
consultation with the Sole Global Coordinator, reserves the right to 
extend the registration period. Such an extension will be announced 
in a press release before the end of the registration period. 

Application from the public in Sweden can be made to Carnegie, 
Nordnet or Avanza. 

Application via Carnegie
Anyone who applies for the acquisition of SDRs via Carnegie 
must have a securities depository account or an investment 
savings account with Carnegie. 

For customers with an investment savings account with 
Carnegie, Carnegie will, if the application results in an allotment, 
acquire the corresponding number of SDRs in the Offering and 
resell the SDRs to the customer at the price applicable under 
the Offering. Application can be made via contact with the 
customer’s advisor at Carnegie. If the customer does not have 
an adviser, they should contact the Private Service at Carnegie. 

Application via Nordnet
Nordnet clients in Sweden can apply through Nordnet’s web 
service. Application to acquire SDRs is made via Nordnet’s 
web service and can be submitted from 17 September 2021 
up to and including 14:59 on 28 September 2021. To ensure 
that they do not lose their right to any allotment, Nordnet 
customers must have sufficient funds available in their account 
from 14:59 on 28 September 2021 until the settlement date, 
which is expected to be 1 October 2021. Only one application 

TERMS AND INSTRUCTIONS
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per investor may be made. If more than one application is 
submitted, Nordnet reserves the right to consider only the 
first application received. Full details of how to become a 
Nordnet customer and the application procedure via Nordnet 
are available on www.nordnet.se. For customers that have an 
investment savings account at Nordnet, should an application 
result in allotment, Nordnet will purchase the equivalent number 
of SDRs to the Offering and resell the SDRs to the customer at a 
price corresponding to the Offering.  

Application via Avanza
Persons applying to acquire SDRs through Avanza must hold a 
securities depository account or investment savings account 
at Avanza. Persons who do not hold a securities depository 
account at Avanza must open such account prior to submission 
of the application form. Opening a securities depository 
account or investment savings account at Avanza is free of 
charge and takes approximately three minutes. 

Customers with a securities depository account or investment 
savings account at Avanza can apply to acquire SDRs via Avanza’s 
Internet service. Applications via Avanza can be submitted 
from 17 September 2021 up to and including 14:59 on 28 
September 2021. To ensure that they do not lose their right to 
any allotment, Avanza depository account customers must 
have sufficient funds available in their depository account from 
14:59 on 28 September 2021 until the settlement date, which 
is expected to be 1 October 2021. Only one application per 
investor may be made. Full details of the application procedure 
via Avanza are available on Avanza’s website (www.avanza.se). 

For customers at Avanza that applies to acquire SDRs through 
an investment savings account and if the application results in 
an allotment, Avanza will acquire the equal amount of SDRs in 
the Offering and resell the SDRs to respective customers at the 
Offering price.

The offering to institutional investors
The application period for institutional investors in Sweden and 
abroad takes place during the period 17-28 September 2021. 
The Company’s Board of Directors and the Selling Shareholders 
in consultation with the Sole Global Coordinator reserve the 
right to shorten or extend the registration period in the  
Offering to institutional investors. Any shortening or extension 
will be announced by the Company through a press release. 
Expressions of interest from institutional investors must be 
made to Carnegie according to special instructions.  

ALLOTMENT
The decision on the allotment of SDRs is made by the Company 
and the Selling Shareholders in consultation with the Sole 
Global Coordinator, whereby the goal will be to achieve a good 
institutional ownership base and a wide distribution of the 
SDRs among the public to facilitate regular and liquid trading 
in the Company’s SDRs on First North Premier. The allotment 
does not depend on when during the registration period the 
registration is submitted. 

In the event of an oversubscription, allotment may be withheld 

or be made with a lower number of SDRs than the application 
refers to, whereby allotment may be made in whole or in part by 
random selection. 

Applications from certain customers to the Sole Global Coordi-
nator, Nordnet and Avanza may be given special consideration. 
In addition, employees and certain related parties to the Group 
as well as customers of the Sole Global Coordinator can be 
considered separately when allotting. Allotments may also be 
made to the Sole Global Coordinator’s employees, but without 
priority. In such a case, the allotment will be made in accor-
dance with the Swedish Securities Markets Association’s rules 
and the Swedish Financial Supervisory Authority’s regulations. 
Cornerstone Investors are, however, guaranteed allotment in 
accordance with their respective undertaking. 

NOTICE OF ALLOTMENT AND PAYMENT

The offering to the public
Allotment is expected to take place around 29 September 2021. 
As soon as possible thereafter, a settlement note will be sent to 
those who have received allotment in the Offer. Those who have 
not been allotted SDRs will not receive any notice. 

Applications received by Carnegie
Those who applied via Carnegie can receive information about 
the allotment from their advisor or customer manager from 
09:00 on 29 September 2021. Funds for payment must be 
available on the specified securities depository or investment 
savings account from 1 October 2021. 

Applications received by Nordnet
Those who applied via Nordnet’s webservice will receive 
information about allotment by the allotted number of SDRs 
being booked against payment of funds in the specified 
account, which is expected to take place on or about 09:00 
on 29 September 2021. For securities deposit customers with 
Nordnet, funds for allotted SDRs will be drawn not later than 
the 1 October 2021. Note that funds for the payment of allotted 
SDRs are to be available from 14:59 on 28 September 2021 up 
to and including 1 October 2021. 

Applications received by Avanza
For those who applied via Avanza’s Internet service, payment 
for allotted SDRs will be deducted no later than the settlement 
date on 1 October 2021. In order not to lose their right to any 
possible allotment, custodian account customers with Avanza 
must have sufficient funds in deposit or investment savings 
account during the period from the last time of application up 
to and including the settlement date, which is estimated to be 
through the period from and including 14:59 on 28 September 
2021 through 1 October 2021. 

The offering to institutional investors
Institutional investors are expected to be notified in a special 
order of allotment around 29 September 2021, after which 
settlement notes will be sent out. Full payment for allotted 
SDRs must be paid in cash in accordance with the settlement 
note and upon delivery of SDRs no later than 1 October 2021. If 
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full payment is not made within the period, allotted SDRs may 
be transferred to someone else. Should the sale price in the 
event of such a transfer fall below the Offering Price, the person 
who originally received the allotment of these SDRs may be 
liable for the difference. 

REGISTRATION AND ACCOUNTING OF ALLOTTED AND 
PAID SDRS
Registration of allotted and paid SDRs with Euroclear Sweden 
is expected, for both institutional investors and the general 
public in Sweden to take place around 1 October 2021, after 
which Euroclear Sweden sends out a notice stating the 
number of SDRs in the Company that have been registered 
in the recipient’s account. Notification to shareholders whose 
holdings are nominee-registered is made in accordance with 
the respective nominee’s routines.

REGISTRATION OF THE NEW ISSUE
The Company’s Board of Directors intends to, based on the  
authorization provided by the extraordinary general meeting 
held on 10 September 2021, issue the number of underlying 
share represented by the number of SDRs required for the Offering. 
The new SDRs to be issued are expected to be registered on or 
around 29 September 2021. For technical registration purposes, 
the new SDRs will be issued at a subscription price of CHF 0,10 
per share (the share’s quota value) and be subscribed for by 
Carnegie in its capacity as issuer on behalf of the investors, after 
which Carnegie will provide the Company with an unconditional 
shareholders’ contribution corresponding to the remaining part 
of the Offering proceeds (net of certain transaction costs). This 
procedure is carried out in order to allow delivery of new SDRs to 
investors in accordance with the time plan for the Offering.

ADMISSION TO TRADING ON FIRST NORTH PREMIER
Nasdaq Stockholm AB, which operates Nasdaq First North 
Premier Growth Market, has assessed that the Company fulfills 
the listing criteria for Nasdaq First North Premier Growth Market 
and has stated that it will approve the application for listing of the 
Company’s SDRs, provided that certain conditions are fulfilled.

The expected first day of trading is 29 September 2021. This 
means that trading will begin before SDRs are transferred to the 
acquirer’s VP account, service account, securities depository 
or investment savings account and in some cases before 
a settlement note has been received. This also means that 
trading will begin before the conditions for the completion of 
the Offering are met. Trading in the Company’s share that takes 
place prior to completion of the Offering is conditional and will 
be reversed unless the Offering is completed. 

The short name (ticker) at First North Premier for the Company’s 
SDR will be OCTECH SDB. 

IMPORTANT INFORMATION REGARDING THE POSSIBILITY 
OF SELLING ALLOTTED SDRS
After payment for allotted SDRs has been handled by Carnegie, 
Nordnet and Avanza paid SDRs will be transferred to the VP 
account, securities depository or investment savings account 
designated by the acquirer. The time required for the transfer 

of payment and the transfer of paid SDRs to such an acquirer 
means that they will not have such SDRs available in the 
designated account or depository until at the earliest around  
1 October 2021. Trading in the Company’s SDRs on First North 
Premier is expected to commence on 29 September 2021. 
The fact that SDRs are not available in the acquirer’s account 
or depository until around 1 October 2021 at the earliest may 
mean that the acquirer is not able to sell these SDRs on First 
North Premier from the first trading day, but only when the 
SDRs are available in the account or depository. Investors can 
receive notification of allotment from 29 September 2021. See 
also section “Notice of allotment and payment”. 

STABILIZATION
In connection with the Offering, Carnegie may carry out 
transactions in order to keep the market price of the SDRs at a 
level higher than that which might otherwise have prevailed on 
the market. Such stabilization transactions may be conducted 
on First North Premier, the OTC Market or otherwise, and may 
be conducted at any time during the period beginning on the 
first day of trading in the SDRs on First North Premier and 
ending no later than 30 calendar days thereafter. Stabilization 
transactions aim to support the market price of the securities 
during the stabilization period. 

Carnegie is not obliged to enter into stabilization transactions 
and there is no guarantee that stabilization will take place. 
Initiated stabilization can cease at any time. Stabilization 
transactions will not be carried out at a higher price than the 
Offering Price. No later than by the end of the seventh trading 
day following the day on which a stabilization transaction was 
conducted, Carnegie shall publish information on the stabilization 
transaction in accordance with Article 5 (4) on the Market 
Abuse Regulation (EU) 596/2014. Within one week of the end 
of the stabilization period, Carnegie shall disclose whether 
stabilization transactions have been taken, the dates on which 
stabilization transactions have been taken, including, where 
appropriate, the deadline for such transactions, and within 
which price interval the stabilization transactions were carried 
out, for each of the dates on which stabilization transactions 
were carried out. 

PUBLICATION OF THE OUTCOME OF THE OFFERING
The final outcome in the Offering is expected to be published in a 
press release around 29 September 2021. The press release will 
also be available on the Company’s website www.occlutech.com. 

RIGHT TO DIVIDEND
Resolutions on dividends are resolved at a general meeting. 
Dividends may be paid in any currency or any way in kind. 
However, the general meeting may not declare a dividend higher 
than that recommended by the Board of Directors. 

All shares and SDRs in the Company carry economically 
equivalent rights to dividends and to the Company’s assets 
and any surplus in the event of liquidation, as regulated in the 
terms and conditions of the SDRs. For more information about 
dividends, see section “– Dividend policy”. 
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TERMS AND CONDITIONS FOR THE COMPLETION OF THE 
OFFERING
The Offering is conditional on the Company and the Sole Global 
Coordinator entering into an agreement for the placement 
of SDRs in the Company (the “Placing Agreement”), which is 
expected to take place around 28 September 2021. The Offering 
is conditional on the interest in the Offering according to the 
Sole Global Coordinator being sufficiently large for trading 
in the SDRs, that the Placing Agreement is entered into, that 
certain conditions in the agreement are met and that the 
Placing Agreement is not terminated. The Placing agreement 
stipulates that the Sole Global Coordinator’s undertaking to 
serve as an intermediary to buyers for the SDRs covered by 
the Offering is conditional on e.g. that the guarantees provided 
by the Company are correct and that no events occur that 
have such a material adverse effect on the Company that it 
is inappropriate to implement the Offering. The Sole Global 
Coordinator will be able to terminate the Placing Agreement up 
until the settlement date on 1 October 2021 if any significant 
adverse events occur, if the warranties given by the Company 
to the Sole Global Coordinator prove to be deficient or if any of 
the other conditions arising from the Placing Agreement are 
not met. If these conditions are not met and if the Sole Global 
Coordinator terminate the Placing Agreement, the Offering may 
be cancelled. In such cases, neither delivery of nor payment of 
SDRs will be made under the Offering. In accordance with the 
Placing Agreement, the Company will undertake to compensate 
the Sole Global Coordinator for certain requirements under 
certain conditions. 

OTHER INFORMATION
The fact that Carnegie is Sole Global Coordinator and Bookrunner 
does not in itself mean that Carnegie consider the person who 
registered for the Offering to be a customer of the bank for 
the placement. The acquirer is considered a customer for the 
investment only if the bank has advised the acquirer about 
the investment or has otherwise contacted the acquirer about 
the investment. The consequence of the bank not considering 
the acquirer as a customer for investment is that the rules on 
investor protection in the Securities Market Act (2007:528) 
will not be applied to the investment. This means, inter alia, 
that neither the so-called customer categorization, nor so-called 
suitability assessment will be made regarding the investment. 
The acquirer is thus responsible for ensuring that he or she has 
sufficient experience and knowledge to understand the risks 
associated with the investment. 

INFORMATION ON HANDLING PERSONAL DATA

Carnegie
Personal information provided to Carnegie, e.g. contact 
information and social security numbers or information that 
is otherwise registered in connection with the preparation or 
administration of the offer, is processed by Carnegie, which 
is responsible for personal data, for the administration and 
execution of the assignment. The processing of personal data 
also takes place in order for Carnegie to be able to fulfil its 
obligations under law. 

Personal data may, for specified purposes – subject to the rules 
on bank secrecy – sometimes be disclosed to other companies 
within the Carnegie Group or to companies with which Carnegie 
cooperates, within and outside the EU/EEA in accordance 
with EU approved and appropriate safeguards. In some cases, 
Carnegie is also legally obliged to disclose information, e.g. to 
the Swedish Financial Supervisory Authority and the Swedish 
Tax Agency. 

The Banking and Financing Operations Act (2004:297)  
contains, like the Securities Market Act, a secrecy provision 
according to which all Carnegie employees are bound by a duty 
of confidentiality regarding Carnegie’s customers and other 
clients. The duty of confidentiality also applies between and 
within the various companies in the Carnegie Group. 

Information about which personal data is processed by 
Carnegie, deletion of personal data, restriction of processing 
of personal data, data portability, or correction of a personal 
data can be requested from Carnegie’s data protection officer. 
It is also possible to contact the data protection officer if the 
acquirer wants further information about Carnegie’s processing 
of personal data. In cases where the acquirer wishes to file 
a complaint regarding the processing of personal data, they 
have the right to turn to the Data Inspectorate in its capacity as 
supervisory authority. 

Personal data will be deleted if it is no longer required for the 
purposes for which it was collected or otherwise processed, 
provided that Carnegie is not legally obliged to retain the 
personal data. The normal retention period for personal data is 
10 years. E-mail address for Carnegie’s data protection officer: 
dpo@carnegie.se.

Nordnet
Personal data may be submitted to Nordnet in connection 
with acquisitions of SDRs in the Offering via Nordnet’s online 
service. Personal data submitted to Nordnet will be processed 
and stored in data systems to the extent required to provide 
services and administer customer arrangements. Personal 
data obtained from sources other than the customer may also 
be processed. The personal data may also be processed in 
the data systems of companies or organizations with which 
Nordnet cooperates. After the customer relationship ceases, 
Nordnet erases all relevant personal data in accordance with 
applicable law. Information pertaining to the processing of 
personal data can be obtained from Nordnet, which also 
accepts requests for the rectification of personal data. For 
more information about how Nordnet processes personal data, 
contact Nordnet: info@nordnet.se. 

Avanza
Avanza processes its customers’ personal data in accordance 
with current personal data legislations. Personal data sub-
mitted to Avanza will be processed in data systems to the 
extent required to provide services and manage customer 
arrangements. Personal data obtained from sources other 
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than the applicant may also be processed. The personal data 
may also be processed in the data systems of companies or 
organizations with whom Avanza cooperates. More information 
can be found on Avanza’s website (www.avanza.se). 

TAX CONSEQUENCES FOR INVESTORS
Investors’ attention is drawn to the fact that the tax legislation 
in Sweden or in a Member State to which the investor is 
connected or their tax domicile may affect the income from 
the securities. No special rules apply in Sweden for the type of 
investment that the Offering covers. 

INFORMATION TO DISTRIBUTORS
In consideration of the product governance requirements in: (a) 
EU Directive 2014/65/EU on markets in financial instruments 
(“MiFID II”), (b) Articles 9 and 10 of Commission Delegated 
Directive (EU) No 2017/593 supplementing MiFID II, and (c) 
Chapter 5 of the Swedish Financial Supervisory Authority’s 
regulations regarding investment services and activities 
(FFFS 2017:2) (jointly referred to below as “MiFID II’s product 
governance requirements”), and with no liability to pay 
damages for claims that may rest with a “manufacturer” (in 
accordance with MiFID II’s product governance requirements) 
that may otherwise be relevant, the SDRs in the Company have 
been subject to a product approval process whereby the target 
market for the Company’s share comprises (i) retail clients, and 
(ii) investors who meet the requirements for non-retail clients 
and equivalent counterparties, each in accordance with MiFID 
II (the “target market”). Notwithstanding the assessment of the 
target market, distributors are to note the following: the value 
of the Company’s share may decline and it is not certain that 
investors will recover all or portions of the amount invested; the 
Company’s share offer no guaranteed income and no protection 
of capital; and an investment in the Company’s share is suitable 
only for investors who do not require a guaranteed income 
or protection of capital, who (either themselves or together 
with an appropriate financial adviser or other type of adviser) 
are capable of evaluating the benefits and risks of such an 
investment and who have sufficient funds with which to sustain 
such losses as may arise from the investment. The assessment 
of the target market does not impact the requirements in the 
contractual, statutory, regulatory or sales restrictions in relation 
to the Offering.

The assessment of the target market is not to be considered to 
be: (a) an assessment of suitability and appropriateness under 
MiFID II, or (b) a recommendation to any investors or group of 
investors to invest in, procure or take any other action regarding 
share in the Company.

Each distributor is responsible for performing its own assess-
ment of the target market regarding the Company’s share and 
for deciding on suitable channels of distribution.

OTHER

Right to withdraw the offering
The Company’s Board of Directors reserves the right to 
withdraw the Offering if the Board of Directors and the Selling 
Shareholders, in consultation with the Sole Global Coordinator, 
assess that the conditions for an appropriate, regular and liquid 
trading of the SDRs on First North Premier cannot be achieved, 
in the event of events that have a material adverse effect on 
the Company that makes it inappropriate to implement the 
Offering or in the event that other circumstances make the 
Offering impossible. The proposed issue proceeds, together 
with cash on hand, are considered sufficient to secure the 
Company’s working capital for the next twelve months. In view 
of the Company’s working capital requirements, the Board of 
Directors of the Company has decided to condition the Offer 
on the raising of at least EUR 50 million after costs related to 
the Offering. This level is considered sufficient to secure the 
Company’s working capital for the next twelve months.

In the event that this connection level (EUR 50 million) is not 
achieved, the Offering will be withdrawn and the subsequent 
listing on Nasdaq First North Premier will not take place. The 
Company will then seek alternative sources of funding and, if 
necessary to secure the Company’s financial position, review 
and update the current business plan, which would limit the 
scope of operations compared to what was originally envisaged. 
Provided that the first day for trading in the Company’s SDRs 
on First North Premier is 29 September 2021, the Offering may 
be revoked no later than 1 October 2021. Any withdrawal of the 
Offering will be announced by press release without delay by  
1 October 2021 and entries received will be disregarded and any 
paid-in proceeds will be refunded.
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MARKET OVERVIEW
The Prospectus contains information about the Company’s activities and the markets in which the Company operates. Information 
on market growth, market size and Occlutech’s market position relative to competitors listed in this Prospectus relates to Occlutech’s 
overall assessment based on both internal and external sources. Unless otherwise stated, the information in this section is based 
on the Company’s analyses and internal market information. The sources which are the basis for Occlutech’s assessment include a 
multitude of third-party market information providers and, among other sources, a market report produced by Roland Berger commissi-
oned by the Company, dated May 2021 (the ’’Market Study’’). The third-party information has been accurately reproduced, and, as far as 
the Company is aware and is able to ascertain from information published by the third-party from which the information was obtained, 
no facts have been omitted which would render the reproduced information inaccurate or misleading. The Company has, however, not 
independently verified the correctness or completeness of any third-party information and the Company can therefore not guarantee its 
correctness or completeness.

Market and industry information contains estimates regarding future market development and other forward-looking information. 
Forward-looking information is not a guarantee of future results or developments and actual results may differ materially from those in 
the forward-looking information. 

A glossary of terms can be found in the section ’’Glossary’’ in the Prospectus. 

INTRODUCTION
Occlutech is a leading specialist provider of minimally invasive 
cardiac devices, addressing Congenital Heart Defects, Stroke 
Prevention and Heart Failure.1 Since 2003, Occlutech has been 
developing, manufacturing and commercializing occluders, 
products to close (occlude) cavities between two parts of the 
heart and interatrial shunt products, products to improve blood 
flow between the atria. Occlutech has a broad and proven 
product portfolio, based on proprietary technology and over  
200 patents. The Company markets and sells its products in 
approximately 85 countries. Registered in Switzerland, Occlutech 
has manufacturing and R&D facilities in Germany and Turkey, as 
well as a global service and distribution hub in Sweden.

Minimally invasive treatment is the preferred method for 
treating cardiac conditions, as avoiding open heart surgery 
significantly reduces mean procedure time, hospitalization 
days and need of medication – while medical outcomes are 
improved. Occlutech focuses on innovating high-quality and 
easy-to-use products, and the Company’s data shows that the 
products outperform on product design, support and clinical 
evidence, which represents key purchasing criteria for hospitals 
when selecting structural heart devices. Fundamentally, 
births and increased treatment adoption drive structural heart 
volumes while ageing populations as well as lifestyle diseases, 
such as diabetes and overweight, causes heart failure volumes 
to increase. The global addressable market within structural 
heart disease devices is estimated at approximately EUR 380 
million in 2021 and is expected to grow around 15 percent 
annually over the next five years.2 The developing market for 
Interatrial Shunt Devices, a novel treatment of unmet medical 
needs for heart failure patients, has an estimated potential 
value of approximately EUR 3.9 billion in 2021.3

Congenital Heart Defects, Strokes and Heart Failure are life 
threatening conditions, affecting the individual’s way of life and 
creating a constant worry for the individual, as well as family 

1) Occlutech is the third largest player globally, by market share (5-10 percent), in the structural heart devices market. Source: the Market Study.
2) The Market Study.
3) The Market Study.
4) The Company’s management believes that Occlutech offers high quality devices as the Company has sold more than 134,000 units since 2007, which management 

believes is strong evidence that the products the Company offers represent high quality and innovation, and in 42 customer interviews conducted by Roland Berger for 
the purpose of the Market Study achieves scores for product design and clinical evidence that are high and higher than the average for competitors.

and friends. Occlutech’s mission is to improve the quality of 
life for people with heart conditions, driven by a passion for 
innovation. Through its minimally invasive cardiac devices 
Occlutech improves medical outcomes, reduces hospitalization, 
procedure and radiation time, whereby the Company improves 
the well-being of patients and contributes to ease the economic 
burden for society.

Occlutech offers high-quality, proprietary cardiac devices for 
Congenital Heart Defects, Stroke Prevention and Heart Failure. 
Occlutech’s ASD and PFO occluders involve a minimally 
invasive procedure to close the atrium septal defect and patent 
foramen ovale, which ensure a correct development of the heart 
and lung, and prevent strokes, respectively.4 Occlutech’s AFR 
product is designed as a novel treatment for unmet medical 
needs in heart failure patients. The Company’s proprietary and 
patented technology platform, developed by extensive in-house 
expertise, enables innovation of new products that improve 
treatment or address unmet medical needs.

Occlutech has a proven track record of commercialization, with 
an average annual growth rate of products sold of approximately 
20 percent since 2007, strong market positions  and a proven 
and efficient go-to-market strategy with direct sales and 
distributors. Occlutech’s vision is to become the global leading 
specialist provider of cardiac devices, addressing Congenital 
Heart Defects, Stroke Prevention and Heart Failure. Occlutech’s 
key growth opportunities include:

• increasing market shares in current markets; 

• expansion into new markets; and 

• increase sales of AFR. 

In particular, launching the AFR product globally, capturing the 
significant US opportunity, and expanding into China, represent 
tangible growth opportunities for Occlutech.
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OVERVIEW OF FOCUS THERAPEUTIC AREAS

Structure of the human heart
The human heart is a muscular organ divided into four  
hollow parts called chambers. The two upper chambers are 
called the right and left atria, and the two bottom chambers 
are called the right and left ventricles. The heart also has four 
valves, or one-way openings, that let the blood go forward and 
keep it from going backward. In the heart, oxygen-poor blood 
flows in the right atrium, where it is pumped into the right 
ventricle on its way to the lungs through the pulmonary artery. 
Oxygen-rich blood then returns to the heart through the left 
atrium, where it is pumped into the left ventricle. From the left 
ventricle, the heart pumps the oxygen-rich blood through the 
body via the aorta. 

Embryonic and neonatal development of the human heart
The heart and the circulatory system of a human embryo 
begins to form soon after the conception. As the lungs develop, 
the mother supplies the embryo with oxygen-rich blood through 
the umbilical cord. Since the fetal lungs are not used until after 
birth, blood must bypass the lungs to circulate to the rest of the 
body. Inside the prenatal heart, four chambers and valves form 
to circulate the blood. Blood is routed around the lungs by two 
passageways in the prenatal heart:

• Foramen Ovale: a tunnel that forms a small passageway 
connecting the left atrium and right atrium; and

• Ductus Arteriosus: a blood vessel that forms a small 
passageway connecting the aorta to the pulmonary artery

In normal prenatal circulation, the right atrium receives and 
mixes both oxygen-rich blood from the mother and oxygen-poor 
blood from the fetus. From the right atrium, some of the mixed 
blood then passes through the foramen ovale into the left 
atrium, moves into the left ventricle, then into the aorta, which 
delivers the blood to the rest of the fetus. The rest of the mixed 
blood in the right atrium enters the right ventricle, which pumps 
it into the pulmonary artery, leading it to the lungs. Since the 
lungs are not yet functioning, the blood moves through the 
ductus arteriosus and into the aorta, which delivers the blood to 
the fetus. 

Shortly after birth, the foramen ovale and ductus arteriosus 
typically close as the baby begins to breathe. The baby’s first 
breath and the closures of the foramen ovale and the ductus 
arteriosus trigger the normal heart pumping process and the 
blood flows through the lungs. 
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Structural Heart Defects
A Structural Heart Defect is an abnormality in the structure of the heart and associated vessels, such as the aorta and pulmonary 
artery. Many Structural Heart Defects result from problems in normal fetal heart development and are referred to as Congenital 
Heart Defects. Structural Heart Defects require immediate treatment early in life or can become clinically significant in life when  
the child reaches adulthood. Two common categories of Structural Heart Defects are i) septal defects, which consists of a hole  
in the wall between the atria or ventricles that causes an errant flow of blood in the heart, and ii) failed closure of embryonic  
passageways, which reroute blood around the lungs in the prenatal heart and occur when the foramen ovale or the ductus 
arteriosus remain open after birth. 

1) Market study and Duke University Medical Center. https://www.slideshare.net/DukeHeartCenter/closure-of-patent-foramen-ovale-after-stroke-who-benefits.

Commonly diagnosed types of Structural Heart Defects
The heart defects that are most common are:

• Atrial Septal Defect, or ASD. An atrial septal defect is an 
abnormal opening in the wall between the left and right 
atria. Because the right side of the heart receives extra 
blood, it is forced to bear more than its normal workload. 
While some children diagnosed with an ASD do not have any 
symptoms and appear to be in good condition, others might 
have typical symptoms like, tiring when feeding, shortness 
of breath or arrhythmias. As such, if not corrected, there 
is a high risk that the right ventricle will fail over time. ASD 
symptoms may not occur until adolescence or adulthood. 
An adult who has had an undetected ASD for decades may 
suffer from heart failure symptoms earlier in life, such as 
arrhythmias, shortness of breath, water accumulation in the 
legs (edema) and impaired exercise capacity. 

• Patent Foramen Ovale, or PFO. The patent foramen ovale is a 
common structural heart defect in which the foramen ovale 
does not seal completely, resulting in a flap opening between 
the left and right atria of the heart. PFOs occur in approx-
imately 25 percent of the general population1. While most 
people never experience any clinical problems related to a 
PFO, studies have suggested that blood clots that commonly 
develop outside the heart may pass directly through the PFO 
from the right atrium without passing through the lungs, 
where they are normally filtered out of the blood. One cause 
that these clots pass the PFO may be an increased pressure 
during exercising or scuba diving. Such clots may cause an 
occlusion of a small blood vessel, and if located in the brain, 
cause a stroke. Adults with PFO may possess a higher risk 
of getting certain types of strokes, namely a stroke via a 
paradoxical embolism (passage of a clot, thrombus, from 
a vein to an artery). In these circumstances, medication to 
prevent blood clots can be advantageous. Once a person has 
had a stroke, and a PFO is diagnosed with the likelihood of a 
paradoxical embolism, a closure of the PFO is recommended 
in the medical guidelines to avoid future strokes. 
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• Patent Ductus Arteriosus, or PDA. The failed closure of the 
ductus arteriosus after birth is called a patent, or open, 
ductus arteriosus. In patients with a PDA, blood that should 
have travelled through the aorta to nourish the body goes 
back into the lungs instead, which can lead to difficulty 
breathing, failure to grow normally and chronic respiratory 
failure.

• Ventricular Septal Defect, or VSD. A ventricular septal defect is 
an abnormal opening in the wall between the left and right 
ventricles. Because the right side of the heart receives extra 
blood, it is forced to bear more than its normal workload. 
The potential complications of VSDs include heart failure, 
pulmonary hypertension, abnormal heart rhythms and valve 
problems.1 

1) Mayo Clinic. https://www.mayoclinic.org/diseases-conditions/ventricular-septal-defect/symptoms-causes/syc-20353495#:~:text=A%20ventricular%20septal%20
defect%20is,is%20shown%20on%20the%20left.

2) Children’s national: Facts on Congenital heart disease. https://childrensnational.org/departments/childrens-national-heart-institute/cardiology/resources-for-families/
facts-on-congenital-heart-disease.

3) Children’s national: Facts on Congenital heart disease. https://childrensnational.org/departments/childrens-national-heart-institute/cardiology/resources-for-families/
facts-on-congenital-heart-disease.

4) Children’s national: Facts on Congenital heart disease. https://childrensnational.org/departments/childrens-national-heart-institute/cardiology/resources-for-families/
facts-on-congenital-heart-disease.

5) Children’s national: Facts on Congenital heart disease. https://childrensnational.org/departments/childrens-national-heart-institute/cardiology/resources-for-families/
facts-on-congenital-heart-disease. The Lancet. https://www.thelancet.com/journals/lanchi/article/PIIS2352-4642(19)30402-X/fulltext.

6) Duke University Medical Center. https://www.slideshare.net/DukeHeartCenter/closure-of-patent-foramen-ovale-after-stroke-who-benefits.
7) Duke University Medical Center. https://www.slideshare.net/DukeHeartCenter/closure-of-patent-foramen-ovale-after-stroke-who-benefits.
8) Duke University Medical Center. https://www.slideshare.net/DukeHeartCenter/closure-of-patent-foramen-ovale-after-stroke-who-benefits.
9) Patent Foramen Ovale Closure or Anticoagulation vs. Antiplatelets after Stroke Mas et al. (N Engl J Med 2017; 377:1011 1021.
10) Patent Foramen Ovale Closure or Anticoagulation vs. Antiplatelets after Stroke Mas et al. (N Engl J Med 2017; 377:1011 1021.
11) Duke University Medical Center. https://www.slideshare.net/DukeHeartCenter/closure-of-patent-foramen-ovale-after-stroke-who-benefits.

Burden to Society
Structural Heart Defects are a significant burden to society and 
to the quality of life of patients. 

Congenital Heart Defects

• #1 most common birth defect in the world2

• 1 out of 100 infants impacted3

• 25 percent require surgery or procedure within the baby’s 
first year of life4

• ~12 million people worldwide are estimated to live with a 
Congenital Heart Defect5

Stroke Prevention

• Stroke is the 3rd leading cause of death)6

• 25-40 percent of strokes are cryptogenic (target group for 
PFO closure)7

• 1 out of 4 people impacted by a PFO8

• PFO may cause 70 – 100,000 strokes/year9

• Closure of PFO prevents recurrent stroke up to 97 percent10

• 15–30 percent of people suffering from stroke are perma-
nently disabled11
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Treatment of Structural Heart Defects
In many cases, Structural Heart Defects that show symptoms 
during childhood or later in life require closure. Historically, 
open-heart surgery was the most accepted method of closure. 
Open-heart surgery is an invasive procedure that requires an 
incision in a patient’s chest to gain access to the heart and 
close the defect using sutures and polyester patches. During the 
surgery, there is potential risk for blood loss, trauma and other 
surgical complications. Open-heart surgery is expensive, requires 
long hospital stays and a recovery period of several weeks.

In response to the shortcomings of open-heart surgery, a 
number of attempts were made as early as the 1970s to de-
velop a transcatheter device to close Structural Heart Defects. 
These early devices were in some cases difficult to use or had 
designs that did not meet the required standards of remaining 
in position in a continually beating heart. Occlutech, and other 
companies within interventional cardiology devices, have 
developed occluders to successfully address the shortcomings 
of earlier generations of devices and resulted in widespread 
adoption of a less invasive transcatheter approach to treat 
Structural Heart Defects. 

Today, in most cases patients with an Atrial Septum Defect 
(ASD) and in nearly all patients with a Patent Foramen Ovale 
(PFO), closure can be achieved without open-heart surgery, by 
using interventional catheterization. Interventional closure is 
a technique performed in a cardiac catheterization laboratory. 
The procedure can be conducted under local anesthesia, with 
the support of sleeping medication (sedation) or by general 
anesthesia and is performed by a pediatric or adult interven-
tional cardiologist. A thin tube – a catheter – is inserted into a 
blood vessel in the groin and guided to the heart. The exact size 
of the PFO or ASD is measured by ultrasound transesophageal  
echography (TEE) or intracardiac echography (ICE) and X-ray 
angiography assessed. In many cases of an ASD and in some 
patients with a PFO, the size is measured exactly by inserting 
a sizing balloon, a soft balloon that is inflated in the body to 
measure the defect, while monitored by x-ray.

1) University of Ottawa Heart Institute.

Heart Failure and Interatrial Shunt Devices
Heart Failure is a serious condition characterized by the 
heart’s inability to pump an adequate supply of blood to the 
body. Symptoms include fatigue, heart stumble, and exertional 
dyspnea (shortness of breath during exertion) that may be 
accompanied by specific signs such as elevated jugular venous 
pressure, pulmonary crackles, and peripheral edema. Heart 
Failure may result from disorders of the pericardium, myo-
cardium, endocardium, heart valves, great vessels, or specific 
metabolic abnormalities. These disorders affect the structure 
or function of the heart which results in reduced cardiac output 
and / or elevated intracardiac pressures at rest or during stress. 
Left untreated, symptoms may gradually worsen, resulting in 
increased morbidity, clinically driven hospitalization, and higher 
mortality. For example, Heart Failure is the number one driver 
for unplanned hospitalizations and approximately 50 percent of 
patients diagnosed with Heart Failure are expected to die within 
five years.1  

There are two types of Heart Failure: right heart failure (PAH, 
pulmonary artery hypertension), and left heart failure (HFrEF 
and HFpEF). Left-sided heart failure can be systolic or diastolic. 
Systolic heart failure occurs when the left ventricle cannot 
contract enough to force blood out. Diastolic heart failure is 
when the left ventricle cannot relax and fill completely. Currently 
there is, to the best of the Company’s knowledge, no approved 
alternative treatment option for Diastolic Heart Failure (HFpEF).
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Overview of the two types of heart failure

Commercial focus - Left heart failure

Right heart failure

Left heart failure Left heart failure

Figure 1: Overview of right-sided heart failure, and left-sided heart failure divided 
into diastolic heart failure and systolic heart failure. Left-sided heart failure is the 
primary focus of Occlutech’s commercialization of its AFR-device.

Burden on Society
Despite advances over the past decade, Heart Failure remains 
a significant healthcare and economic burden. According to the 
American Heart Association (AHA), 6.2 million Americans aged 
20 and older had HF between 2013 and 2016, and the number 
is expected to increase by almost 50 percent by 2030. Worldwi-
de, Heart Failure affects over 30 million people.1 The lifetime 
risk of Heart Failure increases with age, and over 50 percent of 

1) Benjamin EJ, Muntner P, Alonso A, et al. Heart disease and stroke statistics-2019 update: a report from the American Heart Association. Circulation. 2019;139:e56–528.
2) Benjamin EJ, Muntner P, Alonso A, et al. Heart disease and stroke statistics-2019 update: a report from the American Heart Association. Circulation. 2019;139:e56–528.
3) Benjamin EJ, Muntner P, Alonso A, et al. Heart disease and stroke statistics-2019 update: a report from the American Heart Association. Circulation. 2019;139:e56–528.

hospitalizations of persons aged 65 or older are attributable to 
Heart Failure. In the US, total Heart Failure-related costs were 
estimated at USD 43.5 billion in 20202. Key cost-drivers include 
re-hospitalization rate of over 50 percent, treatment costs, and 
the fact that no effective treatments are available. Projections 
suggest that by 2030, the total Heart Failure cost will increase 
to USD 69.8 billion.3  

Treatment of Heart Failure
Several strategies to treat patients with Heart Failure are 
currently available. The American College of Cardiology (ACC) 
and the European Society of Cardiology (ESC) regularly publish 
updated guidelines for treating Heart Failure patients with 
preserved (HFpEF) or reduced (HFrEF) ejection fraction. In 
addition to medical treatment, guidelines cover catheter-based 
techniques (e.g. percutaneous coronary interventions, stents, 
valve repair), the use of implantable cardioverter-defibrillators 
(ICDs) and cardiac resynchronization therapy (CRT). While 
rapid progress to develop HFrEF treatment options has been 
made over the past 10 years, several studies to establish new 
treatment options for HFpEF have failed. Thus, treating HFrEF 
patients is generally more straightforward and recommended 
medical guideline therapies can reduce mortality and morbidity. 
None of the available HFpEF treatments have shown to reduce 
mortality or morbidity in patients, and treatment for HFpEF 
patients remains empirical and is more challenging. Current 
guidelines recommend focusing on improving patients’ well-being 
and, if disease progression cannot be slowed, recommend 
using a variety of alternatives, including novel devices. Notwith-
standing, even with the best medical care, patients with HFrEF, 
and more often HFpEF, suffer from persistent symptoms and 
experience poor quality of life.

Overview of systolic and diastolic heart failure and optimal medical treatment

Heart Failure with Reduced Ejection Fraction (HFrEF) Heart Failure with Preserved Ejection Fraction (HFpEF)

Thin ventricular walls 
and dilated heart

• Walls are thin and dilated
• Heart struggles to pump

Thick and stiff 
ventricular walls

• Walls are thickened and stiff
• Heart struggles to fill

Optimal Medical Treatment Optimal Medical Treatment

1. Angiotensin-Converting Enzyme (ACE) Inhibitors 
2. Angiotensin II Receptor Blockers (or Inhibitors)
3. Angiotensin-Receptor Neprilysin Inhibitors (ARNIs) 
4. If Channel Blocker (or inhibitor) 
5. Beta Blockers (Agents) 
6. Aldosterone Antagonists 
7. Hydralazine and isosorbide dinitrate
8. Diuretics

1. Diuretics

         No medical treatment available

 
Figure 2: Overview of systolic and diastolic heart failure and optimal medical treatment.
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HFpEF and HFrEF patients have different profiles. Whereas 
most forms of Heart Failure are characterized by increased left 
ventricular (LV) mass, the patterns of ventricular remodeling in 
HFpEF and HFrEF are distinct. For example, in HFrEF patients 
with LV chamber, dilation is the defining characteristic and 
in the majority of HFpEF patients ventricular chamber size is 
normal, or near normal but comes with increased wall thick-
ness. Ejection fraction (EF) is considered an important factor 
for the classification of HF patients and left ventricular ejection 
fraction (LVEF) is used to group Heart Failure patients into three 
subtypes:

• Heart Failure with preserved ejection fraction (HFpEF): 
patients with normal LVEF (preserved LVEF ≥50 percent)

• Heart Failure with reduced ejection fraction (HFrEF): patients 
markedly reduced (LVEF < 40percent)

• Heart Failure with mid-range ejection fraction (HFmrEF): 
patients with mid-range (LVEF 40-49 percent)

One alternative treatment is the Atrial septostomy (or balloon 
atrial septostomy, BAS) which aims to create an interatrial 
communication (interatrial shunt). This procedure, which 
creates a right-to-left shunt, was first described by Rashkind 
and Miller in 1966 and was included in Pulmonary Arterial 
Hypertension (PAH) treatment guidelines, and it remains an 
important interventional procedure in the palliation of certain 
rare Congenital Heart Diseases, including in patients with 
advanced PAH. However, BAS alone may result in spontaneous 
closure of the shunt, if the created interatrial communication 
is too small, or uncontrolled overflow and desaturation, if 
the communication is too big. Interatrial shunting to create 
a left-to-right shunt decompressing the left heart is also 
being investigated in patients with Heart Failure. Elevated LA 
pressure, particularly during exercise, results in HF symptoms, 
including exertional dyspnea. Thus, the creation of a small, 
controlled left-to-right interatrial shunt with the help of an 
implant (device), should result in rapid and potentially sustained 
improvements of exercise capacity. The concept of Interatrial 
Shunting in Heart Failure patients is supported by observations 
in patients with mitral valve stenosis and a concomitant atrial 
septal defect (ASD), as well as, from findings in ECMO patients 
with increased LA pressure. Both groups appear to benefit from 
BAS, suggesting that interatrial shunting may also improve 
symptoms in patients with HFpEF or HFrEF. 

The New York Heart Association (NYHA) Functional Classifi-
cation provides a simple way of classifying the extent of Heart 
Failure. It places patients in one of four categories based on 
how much they are limited during physical activity. The classes 
are defined based on the limitations/symptoms in relation to 
normal breathing and varying degrees in shortness of breath 
and/or angina. The NYHA classes, together with Kansas City 
Cardiomyopathy Questionnaire (KCCQ) scores and 6-minutes 
walking tests are commonly used in clinical trials to demonstrate 
the trial results.

1) Paitazoglou C, et al. European Journal of Heart Failure 2021 doi:10.1002/ejhf.2119.
2) Spertus et al, Interpreting the KCQ, JACC Vol 76, No.20, 2020: 2379-90.

Overview of the four New York Heart Association (NYHA) functional 
classifications

NYHA class Level of clinical impairment

Class I • No limitation of physical activity. Ordinary physical activity 
does not cause undue breathlessness, fatigue, or 
palpitations

Class II • Slight limitation of physical activity. Comfortable at rest, 
but ordinary physical activity results in undue breathless-
ness, fatigue, or palpitations

Class III • Marked limitation of physical activity. Comfortable at rest, 
but less than ordinary physical activity results in undue 
breathlessness, fatigue, or palpitations

Class IV • Unable to carry on any physical activity without discom-
fort. Symptoms at rest can be present. If any physical 
activity is undertaken, discomfort is increased

Table 1. Monica Lorenzini, Caterina Ricci, Silvia Riccomi, Federica Abate, Barbara 
Casalgrandi, Benedetta Quattrini, Gianbattista Spagnoli, Letizia Reggianini and 
Oreste Capelli (May 11th 2016). Integrated Care for Heart Failure in Primary Care, 
Primary Care in Practice - Integration is Needed, Oreste Capelli, IntechOpen, DOI: 
10.5772/63946. Available from: https://www.intechopen.com/books/primary-ca-
re-in-practice-integration-is-needed/integrated-care-for-heart-failure-in-primary-care.

The first-in-man study investigating the Occlutech Atrial Flow 
Regulator (AFR) for left atrial shunting in symptomatic heart 
failure patients - the PRELIEVE1 study – has shown positive 
one-year results. In the PRELIEVE trial all patients enrolled were 
NYHA Class III or IV at baseline. At 1 year follow up, 67 percent 
of all patients moved to NYHA I or II. On average, one NYHA 
class improvement was seen for all patients. This represents 
a very important relieve of symptoms and improvement in 
quality of life (QoL) especially for patients with HFpEF, for which 
condition no effective treatment has previously existed.

The Kansas City Cardiomyopathy Questionnaire (KCCQ) is  
a 23-item self-administered questionnaire developed to 
independently measure the patient’s perception of their health 
status, which includes heart failure symptoms, impact on 
physical and social function, and how their heart failure impacts 
their quality of life. In the PRELIEVE trial, average Kansas City 
Cardiomyopathy Questionnaire (KCCQ) scores of all patients 
increased 15 points in a scale 0 to 100 at 1-year, where a 5 
point increase is evaluated as improvement in the literature and 
10 points as moderate to large improvement.2

The 6 Minute Walk Test (6MWT) is a sub-maximal exercise test 
used to assess aerobic capacity and endurance. The distance 
covered over a time of 6 minutes is used as the outcome by 
which to compare changes in performance capacity. The 
6MWT was developed by the American Thoracic Society and 
officially introduced in 2002.
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The 6MWT is commonly used to monitor patient’s response 
to treatments for heart, lung and other health problems. In the 
PRELIEVE trial, on average 64 percent of the patients improved 
the results in the 6MWT.

Results from the one-year follow-up of the PRELIEVE study
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Figure 3: Results from the one-year follow-up of the PRELIEVE study. After 12 
months, 67% of patients had moved from NYHA class III or IV to NYHA class I or II, 
with an average improvement of 1 NYHA class for all patients.

OVERVIEW OF OCCLUTECH’S MARKETS
Occlutech sells and markets its devices within three markets: 

• the Congenital Heart Defects occluders market

• the Stroke Prevention occluders market

• the interatrial shunt devices market. 

The Congenital Heart Defects and the Stroke Prevention 
markets are jointly defined as Structural Heart Market.

Structural Heart Defect occluder market
The Structural Heart Defect occluder market that Occlutech 
addresses includes five indications, ASD, PFO, VSD, PDA and 
PVL, of which ASD and PFO are the Company’s key indications. 
The ASD and PFO indications comprise approximately 90 
percent of the Structural Heart Defect market in Occlutech’s 
focus markets, which are Europe, Asia Pacific, Americas and 
Middle East Africa.

Occlutech is a specialized leader within the Structural Heart 
Defect occluder market, that is estimated at approximately  
EUR 380 million in 2021.1 The global addressable market for 
Structural Heart Defect occluders is estimated to grow at 
around 15 percent annually until 2026 and amount to approx-

1) Occlutech is the third largest player globally, based on market share (5-10 percent), in the structural heart devices market. Source: the Market Study.
2) The Market Study.
3) Europe-5 consists of France, Italy, Spain, UK and Germany.
4) The Market Study.
5) The Market Study.
6) The Market Study.
7) The Market Study.
8) The Market Study.

imately EUR 760 million in 2026.2 Within the global Structural 
Heart Defect occluder market, the Company’s key markets the 
US and Europe-5 are estimated, in 2021, to account for approx-
imately 30 percent and 17 percent respectively. The US market 
is estimated to grow by around 13 percent p.a., Europe-53 to 
grow by around 10 percent p.a. and Rest of the World to grow 
by around 18 percent p.a. between 2021 and 2026.4

The estimated continued strong growth in the Structural Heart 
Defect occluder market is mainly driven by the PFO segment.  
In 2021 the PFO market is estimated to amount to approx- 
imately 66 percent of the total Structural Heart Defect occluder 
market in the Company’s focus markets and estimated to 
grow by around 14 percent annually until 2026 and comprise 
approximately 76 percent of the market.5 Across Occlutech’s 
key markets the PFO market is mainly impacted by incidence 
of ischemic strokes that is expected to be driven by aging 
populations and lifestyle factors, and the underlying economic 
situation regarding funding for devices. Currently guidelines are 
well established in key markets with high reimbursement levels 
that are expected to remain stable. The Company’s management 
also expects that as the amount of clinical evidence of closure 
benefits are generated will drive treatment share.

Within the Structural Heart Defect occluder market, the 
Congenital Heart Defect market is mainly impacted by the 
annual birth rate and the incidence of Congenital Heart Defects 
and, approximately one percent of all children are born with a 
Congenital Heart Defect. In Occlutech’s key markets the annual 
births are expected to continue to decrease, albeit at a lower 
rate at approximately 0 – 1 percent p.a. until 2026.6 However, 
interventional cardiac catheterization has become the gold 
standard for treating ASD, with increasing penetration rates of 
minimally invasive procedures driven by birth rates and gradual 
increase in catheter-based procedures compared to open-heart 
surgery. 

The average selling price (ASP) differs significantly between 
Occlutech’s key markets, with the US displaying approximately 
1.5 – 2 times higher prices than Europe. The prices for ASD 
and PFO occluders are in general similar, with only slight 
differences between the indications in respective key market. 
There are some overlapping prices in the Europe-5 countries, 
with some country differences. There has been some price 
erosion in recent years as general competition has increased 
and price-oriented players have entered the European market. 
The Company and the Market Study estimates the price range 
for the Europe-5 market to EUR 2,500 – 5,000. In the US market 
the price range is higher than in the Europe-5 markets, at 
approximately EUR 4,000 – 6,000. The higher price range can 
to some extent be explained by limited competition and limited 
price erosion in the US market.7 Overall, across Occlutech’s key 
markets, prices are expected to remain stable with slight price 
erosion going forward.8
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Interatrial Shunt Device market
The Company’s management has identified growth opportunities 
outside Occlutech’s traditional markets, by leveraging the 
Company’s proprietary technology platform and track-record 
from the Structural Heart Defect occluder market to develop 
a new and innovative product to address high unmet medical 
need in the Heart Failure patient population with an interatrial 
shunt device. The market for interatrial shunt devices includes 
patients suffering from Heart Failure and Pulmonary Atrial 
Hypertension. Currently the market for interatrial shunt devices 
is in an early stage where the clinical benefits of the devices are 
investigated through clinical trials and adoption is limited as the 
device manufacturers are focusing on their trials rather than 
marketing or selling the devices. Since the Occlutech Atrial Flow 
Regulator (AFR) device received a CE mark in September 2019 
the Company has sold and marketed the device for commercial 
use in about 20 markets including main European markets. In 
addition to Occlutech, the market for interatrial shunt devices 
comprises two other providers that have approved devices 
in this segment: Corvia and V-Wave, both having CE-marked 
products and having received Investigational Device Exemption 
(IDE) in the US and running clinical trials.1 The products are only 
being marketed in selected regions in which currently one or 
more devices are reimbursed through innovation funds, special 
limited reimbursement (NUB in Germany) and national budgets 
in certain countries. Several feasibility and pilot studies have 
been conducted assessing the safety of the devices, as well as 
testing their ability to create a left-to-right shunt. 

Although the markets current adoption of Interatrial Shunt 
Devices is in an early stage of awareness creation and the 
initial results of clinical trials are positive and encouraging, 
the interatrial shunt devices have the potential to relieve the 
symptoms of patients suffering from Heart Failure (HF) and 
Pulmonary Arterial Hypertension (PAH). In order to reach its 
full potential, the interatrial shunt device needs continuous 
additional clinical evidence, reimbursement and referrals 
from Heart Failure specialists. Clinical evidence showing the 
efficacy and safety of the device will be vital in order to get 
FDA approval in the US and adoption in Europe. Occlutech 
has conducted its CE mark trial PRELIEVE with a total of 100 
patients showing with 1 year follow up results from 53 patients, 
significantly improved patients’ quality of life (change in NYHA 
class by 1-2 classes). The clinical data will also facilitate the 
patient selection and will consequently have a big impact on the 
potential patient population. Having the procedure covered with 
a specific reimbursement code will ensure that the hospitals are 
being reimbursed for each procedure they perform. Two other 
interatrial shunt devices have received Breakthrough Device 
Designation in the US and innovation funding reimbursement 
in selected European countries, whereas the Occlutech AFR 
device as the only device has received Breakthrough Device 
Designation for both indications (PAH and HF) in the US. 

The implantation of the interatrial shunt device is performed by 
interventional cardiologists, but the patients are often managed 

1) The Market Study.
2) Includes also patients with borderline ejection fraction.
3) Includes all diagnosed symptomatic patients (i.e. excluding class I patients).
4) Heart.org https://www.heart.org/en/health-topics/heart-failure/what-is-heart-failure/classes-of-heart-failure.
5) The Market Study.

by Heart Failure specialists. These Heart Failure specialists will 
consequently need to refer the patient in a similar way that the 
PFO market currently relies on referrals from neurologists, in 
order to increase adoption of the devices. 

The Company’s management estimates based on the first 
commercial sales of the Interatrial Shunt Device that the 
average selling price for the interatrial shunt devices is 
significantly higher than average occluder prices. The novelty 
of the device and limited alternatives are likely to decrease the 
price pressure, and it is thus unlikely to see price erosion in the 
first years after the devices are approved. It is estimated that 
the prices for Occlutech’s Atrial Flow Regulator (AFR) device are 
approximately EUR 10,500 in Europe-5 and approximately EUR 
15,000 in the US.

There are several potential opportunities for usage of shunt 
devices, however the highest potential is in Heart Failure with 
preserved ejection (HFpEF) mainly due to large patient population 
and currently no known approved and effective alternative 
treatments. Occlutech’s focus patients are within HFpEF 2 
and PAH, with the estimated number of annually diagnosed 
patients in key markets amounting to around 1.3 million and 
two thousand respectively3. Currently patients diagnosed with 
PAH are treated with a complex strategy including exercise and 
often a combination of different medications. Severe cases can 
be treated with a balloon septostomy in which a right-to-left 
shunt is created through minimal invasive procedure, similarity 
of the shunt device to current treatments may increase ease 
of adoption. The Company’s management estimates that the 
initial target patients are within the New York Heart Association’s 
(NYHA) functional class III. Within the Functional Class III 
the patients have marked limitation of physical activity, are 
comfortable at rest, while ordinary physical activity causes 
fatigue, palpitation or dyspnea.4 The Company’s management 
estimates that the interatrial shunt devices would be most 
beneficial to patients below 80 years within the Functional 
Class III due to the severe symptoms which can be alleviated 
through a shunt. This is the patient population on which most 
trials are conducted. In addition, older patients tend to have 
more comorbidities and thus it is harder to show the isolated 
effect of the device. Out of the total HFpEF patient population 
approximately 310,000 patients are estimated to be within 
the initial focus group of below 80 years and NYHA functional 
Class III in the Europe-5 region and the US.5 The lack of effective 
treatments for patients with HFpEF means that there is a great 
unmet medical need among the current patient population. 
As more clinical data on the safety, efficacy and improvement 
in quality of life is provided, patient population may increase 
significantly within the NYHA functional class II with approx-
imately 385,000 patients or even NYHA class IV, although these 
patients have an elevated risk for complications. It should also 
be noted that given the lack of current effective and known 
treatments, it is expected that there could be a backlog from 
patients with a diagnosis.
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Annual patient potential in the US and Europe-5 (2021E), number of patients1
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Figure 4: Annual patient potential in the US and Europe-5 (2021E), number of patients. 1) Includes also patients with heart failure with ejection fraction in the intermediate 
category (an ejection fraction of 40-50%), 2) PAH has been assumed to be 70% under 80 years and 75% in class III based on the Swedish PAH registry SPAHR, Escriba-
no-Subias, Pilar, et al. (2012) and Humbert, Mar, et al. (2006), 3) Distribution mainly based on Störk, Stefan, et al. (2017) and Conrad, Nathalie, et al. (2018).

1) The Market Study.
2) The Market Study.
3) Initial adoption likely to be in Europe-5 and US due to reimbursements, price level and focus market participants – Potential for interatrial shunt devices in other 

geographies as well, but adoption within forecast period expected to primarily be within focus geographies.
4) The Market Study.

The relevant patient population is expected to grow by 3-4 
percent annually during the coming ten years. The growth is  
primarily driven by an aging population, obesity and other 
lifestyle factors, e.g. the US population over 70 years-old is 
expected to grow by 3-4 percent p.a. compared to 0.5 percent 
for the total population.2 The estimated sales price and 
potential patient population imply a theoretical potential market 
of approximately EUR 3.9 billion in the US and Europe-5 in 

20203. The potential market is expected to grow by 3-4 percent 
annually until 2030 and reach a market size of EUR 5.3 billion. 
The market size does not take the penetration into account  
and is thus a reflection of the potential and not a forecast.4  
The company’s executive management believes that the results 
from the ongoing clinical trials will also have a big impact on 
the size of potential patient population (e.g. expansion into 
other NYHA classes).
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COMPETITION

Competitive landscape
According to the Market Study, Occlutech is one of the global 
leaders within the Structural Heart Defect occluder market, 
with an estimated market share of 5 – 10 percent of the global 
market. Abbott is estimated to be the market leader with 
approximately 50 percent market share, with its Amplatzer 
devices. The second largest provider is Gore, which has a 
stronger position in the US. The Chinese company Lifetech is 
estimated to have approximately the same market share as 
Occlutech, however, Lifetech is primarily active in the BRIC 
market, with strong focus on the Chinese market.1 

As a primarily European-focused provider, Occlutech has strong 
market share within the Europe-5 region, with an estimated 
market share of approximately 15 – 25 percent. Within the 
Europe-5 region, Occlutech has even higher market shares 
in individual countries.2 In Japan Occlutech is estimated to 
possess 45 percent market share,3 while being the leader within 
the ASD segment with about 60 percent. Many countries in 
Europe and Japan place a high importance on clinical evidence 
and high-quality products; thus, the strong Occlutech position 
indicates a strong perception of the products in the market.

Occlutech’s management sees the competitive landscape as 
a grouping of four competitor categories: Global MedTech 
Companies, Regional Companies, Local Providers and 
Specialized Providers. While Occlutech’s competitors include 
certain multi-product companies with significantly greater 
financial, marketing and other resources than the Company 
has, the Company’s management considers Occlutech to be 
a regional and specialized provider of Structural Heart Defect 
occluders and interatrial shunt devices, now with a strategy to 
become fully global and entering the US and Chinese market.4 
Occlutech’s management considers the Company’s proven 
technology platform, strong commercial track-record through 
more than 134,000 occluders sold, and knowledge of occluder 
materials and procedures from the Structural Heart Defect 
occluder markets, as a competitive advantage to leverage in the 
emerging Interatrial Shunt Devices market for Heart Failure.

The competitive landscape can be described through four 
competitor categories5:

• Global Medtech Companies: Characterized by broad product 
portfolios across several different indications, and usually 
have large sales forces with global presence. However, these 
companies are only active within the structural heart defect 
occluder segment and not within the interatrial shunt device 
market. In addition, structural heart defect occluder sales are 
estimated to only account for a minor part of overall revenue 
in these companies. 

• Regional Manufacturers: The companies offer a full portfolio 

1) BRIC: Brazil, Russa, India, China.
2) The Market Study.
3) Japan market share based on units, due to Japan being a Occlutech distributor market.
4) The Market Study.
5) The Market Study.

of occluders covering most indications, however, compared 
to the global MedTech companies, these players tend to 
have strong positions in some regions but limited presence 
globally. In contrast to Occlutech, the revenue share from 
occluders of other regional manufacturers are not the main 
part of overall sales.

• Local Providers: Manufacturers with relatively low global 
market shares and typically strong focus on certain regions 
or countries. As with the Global Medtech Companies and the 
Regional Manufacturers, occluders only make up a smaller 
share of sales, with exception of Cardia, which is a US based 
firm who has been offering occluders since 1998; and

• Specialized Providers: Currently there are two companies with 
specialized focus on interatrial shunt devices Corvia and 
V-Wave. Corvia’s interatrial shunt device (IASD) was the first 
device to receive a CE mark in 2016, and an Investigational 
Device Exemption (IDE) in the US in the same year. The 
Israeli based company V-Wave received its CE mark in 2020. 
Occlutech received its CE mark for the Atrial Flow Regulator 
(AFR) in 2019, FDA breakthrough device designation for 
treatment of Pulmonary Atrial Hypertension and Heart 
Failure in December, 2020 and January, 2021, respectively. 
However, neither of the companies providing interatrial shunt 
devices has received FDA approval for its device as of today.

Potential technology alternatives
According to management’s view, there are barriers to adoption 
for alternative technologies since occluders are being viewed 
as safe, and alternative technologies must thus prove to be 
equally safe. Current occluders have a long track-record with 
few complications, and any alternative technologies will need to 
show equally strong results in terms of efficacy and safety for 
the patient. Suture-based technologies are likely to increase the 
complexity as it requires better imaging to efficiently close the 
PFO. Alternative technologies are also subject to higher burden 
of proof, since most used devices today are structurally similar, 
and they can consequently leverage to some extent collective 
track-record and clinical evidence. Any new bioresorbable or 
suture-based technologies cannot leverage that experience 
and thus need to prove a low risk for complications. In order to 
be able to produce and show clinical evidence of efficacy and 
safety, providers of alternative technologies would be required 
to conduct costly clinical trials.

As of today, and according to the Company and the Market 
Study, there are no fully-bioabsorbable devices available that 
could be used as substitutes to occluders. The aim of bio- 
absorbable occluders is to close the defect and allow repair 
tissue to be generated and the occluder thus becomes 
superfluous once repair tissue has been generated. A 
fully-bioabsorbable occluder would allow the occluder to be 
absorbed by the body and thus leave only native tissue. While 
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there are few complications with traditional occluders there is 
always some risk with leaving a foreign element in the body. A 
product which exhibits similar safety and efficacy as traditional 
occluders but is bioresorbable would likely be considered an 
interesting substitute to current products. However, according 
to Occlutech’s management there are risks present in partially- 
or fully-bioabsorbable occluders, including embolization as the 
occluder degrades. The FDA has granted an Investigational 
Device Exemption (IDE) approval to atHeart for its (not fully) 
Bioabsorbable Septal Occluder. 

According to the Company and the Market Study, suture-based 
technologies are used in specific situations where occluders 
are less appropriate. A suture-based solution closes the defect 
in a minimally invasive way without using an occluder. A suture 
is used to first pierce above the defect (septum secundum) and 
then brought back below the defect (septum primum), and as a 
result the defect is closed. The NobleStitch™ EL product is the 
most prevalent suture-based technology in the market and is 
CE-marked for PFO closure. Other technologies have also been 
tested but none which has received CE-mark. Suture-based 
technologies are primarily used in situations with patients 
with a long PFO tunnel, where it would be difficult to place an 
occluder.1

Suture-based technologies also have significantly less clinical 
data with some evidence indicating lower closure rates and is 
thus initially unlikely to be used in all the situations an occluder 
is used today.

CUSTOMER DYNAMICS

Patient process
Based on the Company’s experience with hospital and clinic 
introductions, the typical patient process varies between 
Occlutech’s product categories: Congenital Heart Defect, Stroke 
Prevention and Heart Failure. The initial diagnosis for all three 
indications usually takes place at a general practitioner, often as 
part of a regular check-up, or at a hospital after birth or as part 
of an emergency treatment. Depending on the respective case 
and disease pattern a referral might be done to a specialist 
to conduct further examinations. In the case of suspected 
Congenital Heart Defects, a cardiologist is usually consulted, 
while within Stroke Prevention the examination is conducted 
by a neurologist. If the initial diagnosis is showing Heart Failure 
symptoms a Heart Failure specialist performs an examination. 
Following this, the patient is referred to a specialized clinic to 
undergo a cardiological examination, where a (interventional) 
cardiologist initiates a comparably complex diagnosis process 

1) https://cardiacrhythmnews.com/carag-bioresorbable-septal-occluder-approved-for-us-ide-trial/.
2) The Company has established a subsidiary in the US and recruited sales staff to prepare for the potential launch of ASD in the US, but the US is considered a key future 

market.
3) The Market Study.
4) Based on 42 customer interviews conducted by Roland Berger for the Market Study.
5) Competitor average comprising Abbott, Gore and Lifetech.

to develop a clear disease pattern. During the second visit, 
the patient is being operated on the day of his/her arrival, and 
typically discharged after 1–2 days. Following the interventional 
closure, the patient typically attends follow-up checkups at the 
specialized clinic, conducted by a (interventional) cardiologist. 

Purchasing processes
Within Occlutech’s current and future key markets (like Germany, 
the UK, France, Italy, Spain and the US)2, the purchasing 
processes differ, however, most of the countries partially rely on 
tenders. 

There are four main purchasing processes in the key markets3:

i. Public tender processes: The public tender processes 
comprise a buyer/system operator (e.g. NHS in the UK) who 
puts out a tender with specific criteria for potential sellers to 
bid for. Within the public tender processes the interventional 
cardiologists are the primary decision makers. Suppliers can 
positively influence the tender process by leveraging clinical 
data evidence and support from Key Opinion Leaders (KOL), 

ii. Private/semi-private tender: The private/semi-private tender 
processes are usually negotiated deals between the buyer 
and the seller, often including price and volume agreements, 
and can be put out as public contracts or closed negotiations 

iii. Sophisticated procurement: Within the sophisticated 
procurement process the buyer has professionalized internal 
procurement who handles the procurement of occluders; 
and

iv. Transactional procurement: The transactional procurement 
is a simple process based on irregular needs on an ad-hoc 
basis. 

The purchasing processes are mainly focused on six key  
purchasing criteria (KPC); clinical evidence, product design, 
price, delivery system, support and bundling opportunity. 
According to customer interviews 4 among KOLs, clinical 
evidence is ranked most important with an advantage for 
Occlutech compared to its competition. Occlutech’s products 
also outperform on the design criteria which is considered 
as the second most important factor, and clearly better than 
competitor average5. The third category in which Occlutech  
was able to show superiority based on customer interviews 
compared to the competition was supporting services and 
training performed. Price is considered important only if 
high-quality outcome can be ensured regardless of the device 
used. 
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Overview of the main purchasing criteria1

Key Purchase Criteria Importance Score (0 – 5)

Clinical evidence

Product design

Price

Delivery system

Support

Bundling opportunity

2 5

Occlutech

Competitor average

Occlutech 
advantage

Figure 5: Overview of the most important purchasing criteria based on 42 customer interviews conducted by Roland Berger for the Market Study, as well as the positioning 
of Occlutech and its competitors according to a point scale.

1) The Market Study.
2) The Market Study.

Payment models and pricing policies
Across Occlutech’s current and future key markets there are 
several implemented payment models and pricing policies. The 
most common payment models within the key markets are flat 
rate per case and fee per service / product. In the flat rate per 
case payment model the healthcare provider receives a fixed 
payment for a certain disease pattern of the patient, which 
is irrespective of the supplied services and/or products. This 
payment model is applied in the US, Germany, the UK, France 
and Japan. The fee per service/product is utilized in the same 
countries as the flat rate per case. In contrast to the flat rate 
per case model, the provider receives a separate fee for each 
individual service and/or product provided. In the US, Spain and 
Italy a third payment model is also utilized: managed care, in 
which the provider receives a fixed fee for the coverage of all 
medical needs of a patient within a certain time frame.  
 
 
 
 
 
 
 
 
 
 
 

Within the key markets four different payment policies are 
applied2: 

i. Free pricing: The medical device supplier/manufacturer can 
freely define the prices, out of Occlutech’s key markets free 
pricing is utilized in the US, Germany and the UK, 

ii. Price negotiations: A common pricing policy across the 
key markets (except for the UK), where prices are subject 
to negotiation between the regulatory institution and the 
medical device supplier/manufacturer, and it is common 
that disclosure of the cost structure is required,

iii. External reference pricing: In the French, Italian, Spanish and 
Japanese markets external reference pricing is a common 
policy, which entails that prices can be defined by the 
medical device supplier/manufacturer within a certain range 
or upper limit that is based on the prices of the product/a 
comparable product in certain reference countries; and 

iv. Internal reference pricing: In contrast to external reference 
pricing, according to the internal reference pricing policy 
prices are based on comparable products within the 
respective country, this policy is common across all key 
markets expect for the UK.
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Routes to market
According to the Company’s executive management, there 
are three main sales models to reach the end-customer: direct 
sales model, distributor model and hospital agent Group 
Purchasing Organization (GPO) sales model. The direct sales 
model is common in markets with a local footprint and sales 
force to maintain relationships with the end-customers. The 
distributor model is usually adopted by providers with no direct  
market presence. The providers utilize distributors that typically 

specialize in interventional structural heart procedures and 
devices, and have strong relationships with key hospitals 
and hospital groups. In the hospital agent/GPO sales model 
the hospitals use associated agents or GPOs to manage the 
purchase of devices. The providers sell their devices directly to 
the agents that then sell the devices to the hospitals. This sales 
model is market-specific and more common in some markets 
e.g. Italy.

Overview of the main sales models

Occluder 
and shunt 

supplier

Distribution flow Customers

Hospitals/clinics 
or groupsHospital 

Direct sales

Distributors

Figure 6: Overview of the main sales models applied in Occlutech’s markets.
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BUSINESS OVERVIEW
OCCLUTECH IN BRIEF
Occlutech is a leading specialist of minimally invasive 
cardiac devices, addressing Congenital Heart Defects, Stroke 
Prevention and Heart Failure.1 Since 2003, Occlutech has been 
developing, manufacturing and commercializing occluders, 
products to close (occlude) cavities between two parts of 
the heart and interatrial shunt products, products to enable 
blood flow between atria. Occlutech has a broad and proven 
product portfolio, based on proprietary technology and over 200 
patents. The Company markets and sells its products in approx-
imately 85 countries. Registered in Switzerland, Occlutech has 
manufacturing and R&D facilities in Jena and Istanbul and a 
global service and supply hub based in Helsingborg, Sweden.

Minimally invasive treatment is the preferred method for 
treating cardiac conditions, as avoiding open heart surgery 
significantly reduces mean procedure time, hospitalization 
days and need of medication – while medical outcomes 
are improved. Occlutech focuses on innovating high-quality 
and easy-to-use products, and based on customer data the 
Company’s products outperform on clinical evidence, product 
design and support compared to the competition, which 
represents key purchasing criteria for hospitals when selecting 
Structural Heart Defect devices. Fundamentally, births and 
increased treatment adoption drive Structural Heart Defect 
volumes while ageing populations as well as lifestyle diseases, 
such as diabetes and overweight, affect Heart Failure volumes. 
The global addressable market within structural heart disease 
devices is estimated at approximately EUR 380 million in 2021 
and is expected to grow around 15 percent annually over the 
next five years.2 The developing market for interatrial shunt 
devices, a novel treatment to address unmet medical need 
of heart failure patients, has an estimated potential value of 
approximately EUR 3.9 billion in 2021.3

Congenital Heart Defects, Strokes and Heart Failure are  
life threatening conditions, affecting the individual’s way of 
life and creating a constant worry for the individual, as well as 
family and friends. Occlutech’s mission is to improve the quality 
of life for people with heart conditions, driven by a passion 
for innovation. Through the Company’s minimally invasive 
cardiac devices the Company improves medical outcomes, 
reduces hospitalization, procedure and radiation time, whereby 
Occlutech improves the quality of life of patients and contribute 
to ease the economic burden for society.

1) Occlutech is the third largest player globally, by market share (5-10%), in the structural heart devices market. Source: the Market Study.
2) The Market Study.
3) The Market Study.
4) The Company’s management believes that Occlutech offers high quality devices as the Company has sold approximately 134,000 units since 2007, which the manage-

ment believes is strong evidence that the products the Company offers represent high quality and innovation, and in 42 customer interviews conducted by Roland Berger 
for the purpose of the Market Study achieves scores for product design and clinical evidence that are high and higher than the average for competitors.

5) The Company’s management believes that Occlutech has a proven and effective strategy to capture the market based on the Company’s proven track record of over 
134,000 products sold since 2007, built up its own sales organization, established subsidiaries in direct sales markets, built up a distributor network with over 50 
distributors and registered the Company’s products for sale in a number of countries, such as CE marking, Japan, Canada, Australia and New Zealand.

Occlutech offers high-quality, proprietary cardiac devices for 
Congenital Heart Defects, Stroke Prevention and Heart Failure.4  
Occlutech’s Atrial Septal Defects (ASD) and Patent Foramen 
Ovale (PFO) occluders involve a minimally invasive procedure 
to close the atrium septum defect and patent foramen ovale, 
which ensure a correct development of the heart and lung, and 
prevent strokes. Occlutech’s Atrial Flow Regulator (AFR) device 
is designed as a novel treatment to address unmet medical 
need Heart Failure patients. The Company’s proprietary and 
patented technology platform, developed by extensive in-house 
expertise, enables innovation of new products that improve 
treatment and medical outcome.

The Company’s management believes that Occlutech has 
a proven track record of commercialization, with an annual 
growth rate of products sold of around 20 percent since 2007, 
strong market positions and a proven and efficient go-to-market 
strategy with direct sales and distributors.5 Occlutech’s vision 
is to become the global leading specialist provider of cardiac 
devices, addressing Congenital Heart Defects, Stroke Prevention 
and Heart Failure. Occlutech’s key growth opportunities include:  

• increasing market shares in current markets, 

• expansion into new markets, and 

• increase the sales of AFR. 
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In particular, launching the AFR product globally, capturing the significant US opportunity, and expanding into China, represent 
exciting and tangible growth opportunities for Occlutech. 

Occlutech revenue development 2015 – H1 2021, (EUR million)1 

15.7
18.7

22.1

26.4

30.9

26.7

12.8
14.6

2015 2016 2017 2018 2019 2020 2020 2021

+18% CAGR

2015-2019

+14%

January – December January – June

1) 2015 – 2017 revenue financials according to Swiss GAAP, 2018 – 2020 audited financial according to IFRS-standards- January – June 2020 and 2021 unaudited 
financial according to IFRS-standards.

Occlutech’s devices utilize the Company’s expertise in braiding 
and heat processing nitinol, a metal alloy with shape-memory 
characteristics and designing transcatheter delivery systems. 
Nitinol is a well-established material used in the medical 
device industry for decades. Occlutech’s devices are based 
on a proprietary and patented technology platform, backed 
by an intellectual property portfolio of more than 200 patents.  
Occlutech has a 14-year track record developing and commer-
cializing its devices that have been proven safe and effective. 
Given Occlutech’s Congenital Heart Defect (CHD) occluders 
and occluders for Stroke Prevention are already used by 
interventional cardiologists in approximately 85 countries, the 
Company believes there is a significant opportunity to expand 
into addressing patients suffering from Heart Failure and using 

the already established relation to interventional cardiologists 
globally. Occlutech has leveraged its core competences to 
develop and commercialize its novel Atrial Flow Regulator (AFR) 
device for the treatment of Heart Failure (HF) and Pulmonary 
Arterial Hypertension (PAH). The market for Heart Failure is a 
large market with a high unmet medical needs.

Occlutech is a multinational company with manufacturing 
and R&D facilities in Jena and Istanbul. The Company’s global 
finance function and global supply and customer support hub is 
located in Helsingborg, Sweden. The Company is incorporated 
in Switzerland, and had 235 employees as per 30 June 2021 
(Full-Time Equivalents).
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HISTORY
The inception of Occlutech dates back to 2003 when Professor 
Hans Figulla at Jena University, together with some engineers, 
developed a new formation of occluders. The objective was 
to decrease the material usage while enhancing flexibility and 
adaptability when closing septal defects. 

In 2005 current board member Tor Peters joined the Company 
as an investor and has served as a board member since 2009, 
the Group’s CEO from 2009-2017 and Co-CEO from 2018-2020. 
A milestone in the development of septal occluders was 
achieved in early 2007, when the Occlutech ASD Occluder and 

the PFO Occluder received a CE-mark. These were  
further improved during the same year and the outcome was  
a ground-breaking braiding technology and clamp-free shaping. 
Occlutech has continuously improved and developed its products 
further and the ASD and PFO Occluder sold and marketed today 
is the third product generation. Since the regulatory approval of 
the first device, Occlutech has evolved into a leading provider 
in the field of Structural Heart Disease devices and in 2019 
received approval for its Atrial Flow Regulator (AFR) addressing 
Heart Failure, which the management believes will expand the 
Company’s addressable market substantially.  

A brief company history comprising a few milestones in Occlutech’s history is presented below: 

2003 • Occlutech is founded in Jena, Germany
• Start of R&D in Jena, Germany

2007 • Atrial Septal Defect (ASD) Occluder CE-marked
• Patent Foramen Ovale (PFO) Occluder CE-marked
• Start of production in Jena, Germany
• Start of operations in Helsingborg, Sweden
• Direct market entry into Germany

2009 • Direct market entry into France

2010 • Start of production in Istanbul, Turkey
• Direct market entry into the Nordic region

2011 • Direct market entry into Italy
• Direct market entry into the UK

2014 • Direct market entry into Benelux1 

2016 • ASD Occluder approval in Japan

1) Belgium, Netherlands and Luxembourg.

2017 • ASD Occluder approval in Canada
• Direct market entry into Canada

2019 • PFO Occluder approval in Canada
• Atrial Flow Regulator (AFR) Device CE-marked for 

Heart Failure and Pulmonary Arterial Hypertension
• Conversion of distributor markets New Zealand and 

Australia into direct markets

2020 • AFR Device received US FDA Breakthrough Device 
Designation for Pulmonary Arterial Hypertension

2021 • AFR Device received US FDA Breakthrough Device 
Designation for Heart Failure 

• US legal entity (Occlutech US LLC) established
• Enrolment of 180 patients has been achieved for 

Occlutech’s clinical trial in China for the approval of 
ASD Occluders 

• Conditional FDA IDE Approval of Occlutech’s PFO 
Clinical Study (US)

1 5 9 14
20

27
37

46
55

67
81

97

114
127

>134

2007 2008 2009 2010 2011 2012 2013 2014 2015 2016 2017 2018 2019 2020 June 20212003

Cumulative number of sold devices 2007 – June 2021 (‘000) 

~20% 
CAGR
2007 - 2020

Founded

ASD 
enrollment 
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PAH FDA 
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PFO Canada 
approval

Direct sales
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approval 
Japan

Direct sales
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approval 
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Direct sales
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Direct sales Direct sales

Direct sales

Direct sales
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PFO 
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Direct sales

US and 
Canada 
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Conditional 
PFO IDE study 

approval

HF FDA 
breakthrough 
designation



Occlutech Holding AG 49

VISION AND MISSION

Vision
Occlutech’s vision is to become a global leading specialist 
provider of cardiac devices, addressing congenital heart 
defects, stroke prevention and heart failure. 

Mission
Occlutech’s mission is to improve the quality of life for people 
with heart conditions, driven by a passion for innovation.

STRENGTHS AND COMPETITIVE ADVANTAGES 

A leading specialist provider in minimally invasive cardiac 
devices
Occlutech is a commercial stage provider of minimally invasive 
Structural Heart Disease devices and one of the leaders within 
the Company’s markets.1 The Company generated a compounded 
annual revenue growth rate (CAGR) of approximately 18 percent 
during the years 2015-2019. Occlutech has established a 
proven track-record in the market since the Company received 
its first CE-marked product in 2007. Since then, Occlutech has, 
on the back of the Company’s proprietary technology platform, 
commercialized 10 products and sold over 134,000 devices.2 
Occlutech has well-established operations with production 
and R&D sites located in Jena and Istanbul, while operating its 
global supply hub and global finance function from Helsingborg, 
Sweden. In order to be able to meet increased demand of the 
Company’s products, the Company has invested in increased 
production capacity at the Jena site resulting in a potential 
production capacity of approximately 100,000 devices per 
year. The Company’s management believes that Occlutech’s 
well-defined sales strategy has been proven successful in 
the past 14 years since starting commercial activity, both in 
terms of gaining market shares in current markets as well as 
converting distributor markets into direct sales markets and 
entering new markets. Through its efficient operating platform 
Occlutech has proven successful of providing physicians 
access to high-quality and easy-to-use devices based on clinical 
evidence. 

Large and attractive global market with double-digit growth
Occlutech addresses large medical needs in three core  
therapeutic areas: i) Congenital Heart Defects, ii) Stroke 
Prevention and iii) Heart Failure. 

The market for Structural Heart Defect devices (CHD and Stroke 
Prevention) is estimated to approximately EUR 380 million 
in 2021 and is expected to grow to approximately EUR 760 
million by 2026, corresponding to a Compound Annual Growth 

1) Occlutech is the third largest player globally measured by market share (5-10 percent) within the structural heart devices market. Source: the Market Study.
2) As of 30 June 2021.
3) The Market Study.
4) The Market Study. Potential patients include HFpEF and PAH patients below 80 years within NYHA functional class III (New York Heart Association class III). Initial 

adoption likely to be in Europe-5 and the US due to reimbursements, price level and focus by market participants. 
5) The Market Study.
6) Benjamin EJ, Muntner P, Alonso A, et al. Heart disease and stroke statistics-2019 update: a report from the American Heart Association. Circulation. 2019;139:e56–528.
7) The Company’s management believes that Occlutech offers high quality devices as the Company has sold more than 134,000 units since 2007, which management 

believes is strong evidence that the products the Company offers represent high quality and innovation, and in 42 customer interviews conducted by Roland Berger for 
the purpose of the Market Study achieves scores for product design and clinical evidence that are high and higher than the average for competitors.

Rate (CAGR) of approximately 15 percent for the period, with a 
significant momentum in the PFO market.3  

In addition, Occlutech has leveraged its proprietary technology 
platform to expand its product offering outside the traditional 
Structural Heart Defect market. The Company received a CE 
mark for its novel Atrial Flow Regulator (AFR) device in 2019 to 
address the current unmet medical need in patients suffering 
from Heart Failure. The Europe-5 and US implied interatrial 
shunt device market potential is expected to amount to EUR 
3.9 billion in 2021E and is expected to grow to EUR 4.6 billion in 
2026E, corresponding to a CAGR of approximately 3 percent.4  
The US market for interatrial shunt devices is estimated 
to amount to USD 2.2 billion in 2021E, thus representing 
approximately 56 percent of the potential market for interatrial 
shunt devices.5 The current lack of effective treatment for Heart 
Failure patients with preserved ejection fraction (HFpEF) 
means that there is a great unmet medical need among the 
current patient population. Heart Failure remains a significant 
healthcare and economic burden. According to the American 
Heart Association (AHA), 6.2 million Americans aged 20 and 
older had Heart Failure between 2013 and 2016, and the 
number is expected to increase by almost 50 percent by 2030. 
Worldwide, Heart Failure affects over 30 million people.6 The 
Company’s management sees this market opportunity as 
extremely attractive, with very few competitors, a large and 
underpenetrated patient population in need of treatment and 
higher average sales prices per device than in the Structural 
Heart Defect device market. Currently Occlutech sells and 
markets its devices in approximately 85 countries, with the 
largest markets within Europe, however, the Company is 
actively working on gaining regulatory approvals to enter the 
US market. Since the Company has a proven track-record of 
commercializing high-quality products in the Structural Heart 
Defect market, it is the management’s opinion that Occlutech 
is well-positioned to leverage the Company’s track-record and 
know how to achieve success in the market for interatrial shunt 
devices.7  

Proprietary and patented technology platform on the back of 
extensive in-house expertise
Occlutech’s historically strong focus on research and develop- 
ment, the core of the Company, has been developed since 
the foundation of the Company in 2003, and has resulted in a 
strong international patent portfolio comprising of over 200 
patents. These patents coupled with the Company’s unique 
know-how of minimally invasive cardiac devices, constitutes 
the proprietary technology platform that the Company’s 
management sees as Occlutech’s most important competitive 
advantage. Occlutech has developed an expertise in the braiding 
of nitinol and in designing transcatheter delivery systems that 
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enable simple and precise implantation of the Company’s 
devices, while also providing the capability for physicians 
to retrieve and reposition the device during the procedure. 
Occlutech’s devices use nitinol because its properties allow the 
devices to be compressed inside a delivery sheath and then, 
using a memory effect of the alloy, return to their original shape 
once deployed at the implant site. The combination of the use 
of nitinol and Occlutech’s manufacturing techniques allows the 
Company to create device shapes specific for each indication. 

1. The proprietary braiding of nitinol that makes the occluders 
flexible and soft. 

2. The patented screwless ball connector that differentiates 
Occlutech products from the competition, which uses 
screws in their occluders and devices making it much harder 
to deliver and release inside the heart.

3. The Company has developed a rotational pusher that is used 
for the delivery of the occluder. The design of the pusher 
provides flexibility in delivery, and together with the braiding 
and the screwless ball connection increase the ease-of-use 
for the physicians and safety for the patient.

Proven product portfolio comprising safe and easy-to-use 
devices addressing unmet medical need
Occlutech received a CE mark for its first occluder in 2007 and 
since the regulatory approval has sold over 134,000 devices1  
to date, in approximately 85 countries which the management 
believes is strong evidence of the high-quality and innovative 
products the Company offers. The performance or efficacy of 
the Company’s products has been documented in more than 
80 studies and clinical publications. The product portfolio is 
supported by strong clinical data from a total of 10 clinical 
studies performed and more than 4,700 patients followed-up. 
The management believes that Occlutech’s devices possess 
several advantages, such as being easy and safe to implant, 
repositionable and retrievable through minimally invasive 
procedures leading to highly effective closure rates, and lower 
costs than open-heart surgery. 

Occlutech’s devices have consistently shown to be highly 
effective in closing structural heart defects. Clinical publications 
have reported closure rates of approximately 97.3 percent2 for 
the ASD Occluder and approximately 95.5 percent3 for the PFO 
Occluder. According to published results, Occlutech’s devices 
are high-quality and deliver less complications and better 
efficacy than other established occluders.4 In a prospective 
randomized comparative trial by Kenny, Eicken, Dähnert et 
al., with the aim to compare the efficacy and safety of the 
Occlutech ASD Occluder with the Amplatzer Septal Occluder 
undergoing transcatheter ASD closure, the authors found 
that the Occlutech occluder was not inferior to the Amplatzer 
occluder, with less complications and greater efficacy than 
the Amplatzer. The Occlutech occluder achieved successful 

1) As of 30 June 2021.
2) 1-year follow-up in IRFACODE study for ASD.
3) Effective closure rates at 6-months follow-up. Trabattoni et. al.
4) Kenny D, Eicken A, Dähnert I, et al. A randomized, controlled, multi-center trial of the efficacy and safety of the Occlutech Figulla Flex-II Occluder compared to the 

Amplatzer Septal Occluder for transcatheter closure of secundum atrial septal defects. Catheter Cardiovasc Interv. 2018;1–6.
5) Snijder, RJR, Renes, LE, Suttorp, MJ, ten Berg, JM, Post, MC. Percutaneous patent foramen ovale closure using the Occlutech Figulla device: More than 1,300 patient 

years of follow up. Catheter Cardiovasc Interv. 2019; 93: 1080– 1084.

placement and closure without complications in 94.78 percent 
of the procedures, compared to the Amplatzer achieving 88.13 
percent. Occlutech occluder also achieved a lower average 
procedure time measured in minutes of 40.5 compared to the 
Amplatzer 50.5, which is an upside for the patient to reduce 
treatment time and implies ease of use.

Results from a Dutch retrospective single-center evaluation 
displayed strong results in evaluation of safety and efficacy 
at long-term follow-up. A patient population of 250 patients 
that had undergone percutaneous PFO closure using the 
Occlutech PFO occluder between October 2008 and December 
2015, resulting in more than 1,300 patient years of follow-up. 
Transient ischemic attack or stroke was the main indication for 
closure, and implantation was successful in 100 percent with 
no major complications. The conclusion of the study was that 
the Occlutech device appears to be safe at long-term follow-up 
with a very low annual cerebrovascular event rate and a low, 
moderate to large shunt rate at 1-year follow-up.5 

International commercial footprint using a combination of 
own direct sales and distributors
Occlutech sells its devices in approximately 85 markets through 
a combination of direct sales and distributors. The manage-
ment believes that this efficient go-to-market strategy is one of 
the key enablers for Occlutech’s growth and commercialization 
of its devices. The Company has identified selected key regions 
and countries in which Occlutech has deployed its own sales 
force. These regions and countries include, Germany, Italy, 
France, the UK, the Nordic region, Benelux, Canada, Australia 
and New Zealand. These markets have been identified by the 
Company to be of high interest due to critical size of patient 
population, attractive pricing environment and favorable 
healthcare and reimbursement system. Furthermore, the 
Company has established its fully-owned subsidiary and office 
in the US to prepare for commercial launch of the ASD and AFR 
for PAH devices in 2022 and as a supply hub for the clinical 
trials. In addition to its own sales force, the Company utilizes 
an extensive distributor network covering approximately 65 
countries. Occlutech has evidenced its efficient go-to-market 
strategy through continuously assessing current and new 
market opportunities, e.g. increase direct market activities in 
carefully evaluated regions. In the year ended 31 December 
2020 Occlutech’s direct sales amounted to approximately  
58 percent of the Company’s revenue.
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Overview of Occlutech’s direct and distributor markets

Experienced management team and Board of Directors has a 
successful track record of commercialization
Occlutech’s management team consists of specialists with 
significant experience within the MedTech industry. The 
Company’s management believes that the management team 
possesses the capabilities to execute Occlutech’s growth 
strategy, and further drive the Company’s commercialization 
plan to maintain and increase its global leading position. The 
team comprises Sabine Bois, the Company’s CEO with 15 years’ 
experience in the Biotech/Med-tech industry and seven years of 
experience with Structural Heart Defect Devices, supported by 
Lars Wadell (CFO), Oshri Budana, (Global Head of Operations), 
Stefan Kleidon (Vice President of Sales and Marketing), Jannie 
Hestehave (VP People & Culture), Anders Clemensson (VP 
Supply Chain), Frank Dallmann (VP R&D) and Peter Alfvegren 
(Interim CIO). During the last seven years the executive 
management team has further strengthened the Company’s 
innovation platform and commercially launched the CE-marked 
AFR device. In addition, the team has successfully expanded 
Occlutech internationally through building up a sales organization 
and an extensive distributor network, which resulted in an 
average annual sales growth (CAGR) of approximately 18 
percent between 2015 and 2019. 

The executive management team is supported by a skilled 
and dedicated Board of Directors. The members of the Board 
of Directors have extensive experience from the Life Sciences 
sector, including companies like Linc AB, Recipharm AB, 
Boston Scientific, Volcano Corporation, Camurus AB, Mölnlycke 
Healthcare AB, Medtronic and Medivir AB. 

1) The Company’s management believes that Occlutech offers high quality devices as the Company has sold more than 134,000 units since 2007, which management 
believes is strong evidence that the products the Company offers represent high quality and innovation, and in 42 customer interviews conducted by Roland Berger for 
the purpose of the Market Study achieves scores for product design and clinical evidence that are high and higher than the average for competitors.

2) Asia Pacific region.
3) Operating result divided by revenue, see section Selected historical financial information - The Group’s key performance indicators.

Attractive financial profile characterized by growth and robust 
underlying profitability
Occlutech has established a strong organic sales growth 
track-record with an average annual growth rate (CAGR) of 
approximately 18 percent between 2015-2019. Occlutech’s 
revenue growth has been driven by an increasing number of 
sold devices, as a result of Occlutech’s ability to win market 
share due to its high-quality product offering and efficient sales 
efforts.1 Between 2018 and 2019 the Company increased its 
revenue by approximately 17 percent driven by Occlutech’s 
Structural Heart Defect devices, the ASD Occluder and the PFO 
Occluder, in Europe and APAC 2. Since the start of the pandemic 
the revenue growth has been affected by the global Covid-19 
pandemic, which affected the Structural Heart Defect occluder 
market and especially Occlutech’s distributor markets. However, 
the Company’s direct markets experienced only approximately 
6 percent decline in revenue in 2020, indicating the strong 
resilience of the sales model and the underlying demand for 
Occlutech’s products.

Occlutech operates with high and robust gross margins of 
approximately 75 percent, driven by the Company’s high margin 
direct sales model. The underlying profitability constitutes a solid 
foundation for increased profitability as the device volumes 
increase. Occlutech’s operating margin (EBIT)3  amounted to 
11.9 percent in 2018, 0.9 percent in 2019 and -20.2 percent in 
2020. The decline in operating margin (EBIT) has mainly been 
driven by increased expenses in research and development, as 
well as clinical and administrative expenses, in order to prepare 
for the regulatory changes associated with the Medical Device 
Regulation (MDR), preparing for FDA approval and building 
a scalable infrastructure to accelerate the long-term growth 
strategy and Covid-19 impact on sales in 2020.

Direct sales Distributors

DIRECT MARKETS

Ongoing clinical 
study to enter 
China

GERMANY

ITALY

FRANCE

UK

NORDICS

BENELUX

CANADA

AUSTRALIA

NEW ZEALAND

Key focus area 
for expansion
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GROWTH STRATEGY
Occlutech seeks to remain a leader in the innovation and 
manufacturing of minimally invasive devices for the treatment 
of Structural Heart Defects, and to leverage its proven track- 
record and core competencies to enter the market for treatment 
of Heart Failure.1 To accomplish this, Occlutech intends to 
pursue its long-term growth strategy comprising three main 
growth levers: i) increasing market shares in current markets; ii) 
expanding into new markets; and iii) increasing the sale of the 
Company’s AFR device.

Increase market 
shares in current 

markets

Expansion into 
new markets

Drive AFR sales
(Heart Failure)

Increase market share in current markets
Occlutech is one of the leading providers of Structural Heart 
Defect Occluders.2 The Company currently markets its products 
in approximately 85 countries and has an established direct 
sales organization of 42 Full-Time Equivalent (FTEs) serving its 
direct markets Germany, Italy, France, the UK, the Nordic region, 
Benelux, Canada, Australia and New Zealand. The Company 
has also established its fully-owned subsidiary and office in 
the US to prepare for the commercial launch of the ASD and 
AFR for PAH devices in 2022 as well as a logistic hub for the 
clinical trials. In order to continue to capture market shares in 
current markets, the Company aims to continue to leverage 
its strong track-record of growth and execution and proven 
strategy of providing high quality products and services in its 
direct markets. Especially in larger markets, such as Germany, 
France and Italy, the Company sees the need of deploying a 
broad sales force coverage by increasing the number of sales 
FTEs, while closely monitoring ramp-up times and sales Key 
Performance Indicators (KPIs). As high-quality products and 
services are main themes for Occlutech, the Company will 
continue to offer clients its easy-to-use products in connection 
with individualized after-market customer support.3 Important 
factors in the field of medical devices are the brand awareness 
and the evidence of clinical data. To continue to increase its 
brand awareness in current markets, the Company will remain 
with its proven marketing strategy of conducting selective 
marketing initiatives as key conferences, utilize virtual sales 
tools and continue to work closely with international Key 
Opinion Leaders (KOLs) to drive brand awareness and clinical 
evidence. As most of Occlutech’s key markets to a large extent 

1) Occlutech is the third largest player globally, by market share (5-10%), in the structural heart devices market. Source: the Market Study.
2) Occlutech is the third largest player globally, by market share (5-10%), in the structural heart devices market. Source: the Market Study.
3) The Company’s management believes that Occlutech offers high quality devices as the Company has sold more than 134,000 units since 2007, which management 

believes is strong evidence that the products the Company offers represent high quality and innovation, and in 42 customer interviews conducted by Roland Berger for 
the purpose of the Market Study achieves scores for product design and clinical evidence that are high and higher than the average for competitors.

rely on procurement processes, the Company aims to continue 
to nurture and strengthen its well-established connections with 
key decision-makers in the procurement processes. In addition, 
the Company aims to actively work together with KOLs and  
leading physicians to raise awareness of the benefits of structural 
heart defect closure. The Company’s management believes 
that as the general knowledge and acceptance of structural 
heart defect closure increases, the overall market is to fuel the 
growth in sales. It is estimated that the PFO closure incidence 
per 100,000 population is approximately 6.1 in Germany, while 
only approximately 0.8 and approximately 1.6 in the UK and 
Spain, respectively, indicating vast growth opportunities in the 
Stroke Prevention segment. In the US with 4.3 PFO closures per 
100,000 people as such further growth can be expected in the 
coming years.

In addition to its direct markets, Occlutech has an extensive 
distributor network comprising approximately 55 distributors. 
In its distributor markets the Company aims to strengthen its 
cooperation models with market leading distributors to leverage 
their respective markets standing. Occlutech views its distri-
butors as an integrated part of the Company’s sales organization. 
To continue to drive sales in distributor markets, Occlutech 
intends to continue to support its distributors with marketing 
materials, targeted sales activities and leverage virtual tools to 
increase learning and awareness. Occlutech has a recognised, 
proven strategy of converting attractive distributor markets into 
direct sales markets, as the Company did in 2019 in Australia 
and New Zealand. As a result of data-driven and carefully 
evaluated opportunities the Company may continue to expand 
its direct sales force in current distributor markets to increase 
product sales in those countries.

Expansion into new markets
Occlutech has identified the US as one of the Company’s key 
markets mainly due to the size, anticipated growth of the 
market, attractive pricing and reimbursement system. In 2021 
the US market is estimated to account for approximately 30 
percent of the global Structural Heart Defect occluder market 
and is expected to grow at an average annual growth rate 
(CAGR) of approximately 13 percent until 2026. In addition to 
market size and growth, the US has a favorable reimbursement 
system in place for minimally invasive procedures for Structural 
Heart Defects and thereby for the ASD and PFO Occluders. 
The average selling price for the Company’s ASD and PFO 
Occluders are expected to be approximately 40 percent higher 
in the US than in the Europe-5 region, making the US market 
a highly attractive market from a price perspective. As per the 
date of the Prospectus, Occlutech is building the foundation 
for the US market entry, and during 2021 established a wholly 
owned subsidiary in the US with an office in Chicago. The 
Company has recruited 10 employees to its US office, focusing 
on marketing of the Company’s products, clinical and regulatory 
affairs. In addition, the Company is in discussions with potential 
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distributors for the initial launch of the ASD Occluder in the US. 
Once the necessary approvals are in place, the second step in 
the US expansion plan is to establish market presence and build 
product and therapy awareness via sales of the ASD Occluder 
and the AFR for PAH. Commercial entry is planned to be carried 
out via a hybrid sales model, where the ASD Occluders are 
sold via a distributor, experienced in the occluder field and with 
an established network of contacts with high-quality centers. 
The AFR for PAH is planned to be sold via Occlutech’s own sales 
force to further establish Occlutech as a brand in the market and 
build awareness of this heart failure therapy. The final step, which 
is planned towards the estimated end of the trial and close to 
approval of the PFO Occluder and AFR for heart failure, is to roll-
out sales of the PFO and AFR via the Company’s own sales force. 

As per the date of the Prospectus, the Company has completed 
the PMA application for its ASD Occluder in the US and the 
management estimates the ASD Occluder to receive FDA 
approval in 2022. The ASD PMA submission was granted to the 
Company based on study results from a previous comparative 
study performed in Europe which showed better results in 
several primary and secondary outcome data already at the 
interim read-out and as such gave the Company the support 
needed to also apply in the US without a further clinical 
study.1 In addition, the Company is preparing an application 
for Humanitarian Device Exemption (HDE) for the use of the 
AFR Device for treating patients suffering from PAH, which is 
expected to receive approval towards the beginning of 2022. 
Following HDE approval, the Company is eligible to sell up to 
8,000 AFR Devices per year for PAH. As part of the Company’s 
clinical strategy Occlutech targets to expand the regulatory 
approval of the AFR Device for PAH from HDE status to a 
modular Premarket Approval (PMA). 

As part of the Company’s regulatory strategy, Occlutech has 
had an initial pre-submission meeting with the FDA to discuss 
study design, including endpoints, population and sample size 
for the AFR trial in Heart Failure. The Company aims to continue 
the discussions to finalize the study design and endpoints and 
anticipates starting patient enrollment in the first half of 2022 
with an anticipated market approval for the US in 2026.

In August 2021, Occlutech was granted a conditional FDA app-
roval for its Investigational Device Exemption (IDE) application to 
conduct a pivotal study, OCCLUFLEX, comparing PFO closure by 
Occlutech’s Flex II PFO Occluder to the standard of care for PFO 
occlusion in patients with cryptogenic strokes. The IDE allows 
Occlutech’s PFO Occluder to be used in a clinical study to collect 
safety and effectiveness data to support a Premarket Approval 
(PMA). The Company expects patient enrollment to commence 
during the second half of 2021, the study’s primary and secondary 
endpoints, PFO closure and recurrent stroke, respectively, will be 
evaluated at the 12-month patient follow-up. The Company is 
currently planning its regulatory strategy for PMA clearance, and 
Occlutech’s management expects to complete the enrollment of 
patients in 2025 while finalizing the PMA and anticipate receiving 
an FDA market approval for the US in 2026.

1) Kenny D, Eicken A, Dähnert I, et al. A randomized, controlled, multi-center trial of the efficacy and safety of the Occlutech Figulla Flex-II Occluder compared to the 
Amplatzer Septal Occluder for transcatheter closure of secundum atrial septal defects. Catheter Cardiovasc Interv. 2018;1–6.

Initially, the sales strategy is to target selected high-quality 
centers to drive reference cases and build up awareness in the 
US market and utilize the distributor sales force to increase the 
reach of the Company’s sales efforts.  When approaching the 
anticipated approvals of the PFO Occluder and the AFR Device 
for Heart Failure, the Company expects to work according to 
its commercial go-to-market strategy to ramp-up its direct 
sales efforts to capitalize on the higher US selling prices and 
higher AFR selling prices to support margins. In addition to 
increasing the direct sales presence in the US, Occlutech aims 
to strengthen the organization with employees focusing on 
training and education about the Company’s products. There 
are reimbursement codes in place for the ASD Occluder and 
the PFO Occluder for the competitors’ products, while the AFR 
Device is currently not reimbursed in the US. The Company 
aims to actively work together with Key Opinion Leaders (KOLs) 
and reimbursement specialists and leverage the generated 
clinical data from the planned regulatory approval clinical trials 
and health economic data to establish payment methodology 
and drive implementation of reimbursements in the US.

In addition to the US market, Occlutech’s management estimates 
that there is a potential attractive market for the Company in 
China. Occlutech is conducting a clinical trial for ASD market 
approval in China. The clinical trial is fully enrolled with 180 
patients since June 2021 and 138 patients have already 
completed the 12-month follow up. The Company expects to 
complete the 12-month follow-up during 2022 and submit the 
study’s clinical trial data for approval thereafter with the aim 
to obtain an approval from the pharmaceutical authority in 
China, the National Medical Products Administration (NMPA) 
in 2023. Occlutech has already a cooperation with a large 
national distribution partner that has an established sales force 
and market experience. Once approaching approval Occlutech 
aims to establish a joint-venture with this partner to target high 
volume hospitals with a focus on high-quality closure devices.

Drive AFR sales
Occlutech has a leading market position within the Structural 
Heart Occluder markets with a proven track-record of launching 
10 commercial products and more than 134,000 sold devices. 
The competitive advantage the company sees in now entering 
into the Heart Failure market is that the AFR (Atrial flow 
Regulator) device is based on the same technology platform 
as the long established occluder business, which is used by 
an extensive global network of physicians since 2007 and sold 
through the Company’s existing, broad sales infrastructure. The 
Company has identified the Heart Failure market as a highly 
attractive market, based on its size and high unmet medical 
need in the underlying patient population. Occlutech’s AFR 
Device is also safe and effective to be used as a treatment 
option for Pulmonary Arterial Hypertension, for which the 
Company has received a Breakthrough Device Designation in 
the US and is in the process of submitting its Humanitarian 
Device Exemption (HDE) application. While the population of 
patients suffering from PAH is significantly smaller than the 
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Heart Failure population, the Company sees this as an oppor-
tunity to increase the awareness of the medical benefits of the 
AFR Device and the proprietary technology. The Company’s 
management believes that Occlutech has a strong operating 
platform from its successful execution of commercialization in 
the Structural Heart Occluder market, proprietary technology 
platform based on more than 200 patents, evidenced execution 
capabilities in conducting clinical trials and working with Key 
Opinion Leaders in the market. The Company aims to leverage 
this platform to accelerate the entry into the emerging Heart 
Failure market with its CE-marked Atrial Flow Regulator (AFR) 
device.  

While the minimally invasive surgical procedure of treating 
Heart Failure is conducted through catheterization in the 
same way as in the Structural Heart Defect market, the referral 
physicians of the Company’s AFR device are Heart Failure 
specialists. To target the relevant decision makers in the Heart 
Failure market Occlutech aims to expand its sales organization 
with therapy development specialists dedicated to creating 
and increasing awareness of the novel device and the medical 
benefits of the treatment which increases quality of life in 
a large population without other currently known treatment 
options. The therapy development specialists are also 
responsible for collaborating closely with insurance providers 
and bodies to drive the wider adoption of reimbursement 
for the treatment. The therapy development specialists are 
also expected to function as the first point of contact with 
the decision makers and pave the way for the direct sales 
force which will be leveraged to target specialist clinics in 
the Company’s direct markets. In its distributor markets the 
Company’s strategy includes to conduct training programs for 
the existing distributors to educate on the AFR Device, as well 
as to target leading physicians and decision makers.  

In order to increase the awareness of Occlutech’s AFR device 
and subsequently drive for the inclusion of the treatment in 
reimbursement guidelines, the Company aims to leverage 
clinical data that it is generating from its clinical studies in sales 
efforts. Occlutech is currently conducting 4 trials, of which 
PRELIEVE is a pivotal clinical study which led to the CE mark for 
the device and allowed the company to apply for an Investi- 
gational Device Excemption (IDE) to start the FROST trial, for the 
approval of the AFR Device for Heart Failure in the US. AFteR 
is a study to provide further evidence on the medical benefits 
of the device and procedure in Heart Failure patients. Whereby 
PROPHET is a clinical trial to assess safety and efficacy of 
the Occlutech AFR device in patients with severe pulmonary 
hypertension (PAH). In addition, the Company aims to continue 
its close collaboration with leading Key Opinion Leaders to drive 
the publication of study results in leading journals. 

Initially the main focus on the sales efforts of the AFR Device 
for Heart Failure is expected to be in the Company’s direct 
markets and other European markets. The Company’s manage-
ment estimates the average selling price for the AFR Device in 
the Europe-5 region to be approximately EUR 10,500 based on 
first commercial sales. The Company aims to start sales efforts 
in the US for the PAH indication in 2022 after the regulatory 
HDE approval. Occlutech aims to conduct a clinical trial in 

the US with the current expectations of receiving regulatory 
approval for the AFR for Heart Failure in 2026. The Company’s 
management estimates the average selling price of the AFR 
device in the US to be higher than in the Europe-5 region, and 
amount to approximately EUR 10,000-15,000 per device, 
pending reimbursement outcome. The novelty of the device, 
no current treatment alternatives and the absence of low-cost 
providers in the market are expected to lower price pressure in 
the market. Occlutech’s management sees the combination of 
the large market for Heart Failure treatment and the estimated 
high price levels as a highly attractive market opportunity that 
the Company aims to pursue based on its experience and 
success in the market for Structural Heart Defect devices.

FINANCIAL TARGETS
The Board of Directors of Occlutech has adopted the following 
financial targets:

Growth target
Occlutech’s goal is to grow revenue organically by around 15 
percent per year.

Profitability target
The profitability target is to maintain a gross margin of at least 
75 percent. 

Dividends
The Board of Directors’ intention is to not propose any  
dividends to shareholders until the Company generates long-
term, sustainable profitability. Any future dividends and the size 
thereof will be determined based on the Company’s long-term 
growth, earnings performance and capital needs, taking into 
account current objectives and strategies.

The Company’s financial targets are based on a number of  
assumptions, such as assumptions that there will be no 
changes in existing political, legal, fiscal, market or economic 
conditions or in applicable legislation, regulations or rules, 
which, individually or in the aggregate would have a material 
adverse effect to the Company’s results of operations, and 
that the Company will not become party to any litigation or 
administrative proceeding that might have material impact on 
the Company of which the management is currently unaware. 

The Company believes that certain developments and trends 
will support its financial targets described above. The Company 
believes its revenue will recover after the negative impact of 
the Covid-19 pandemic, and return to a growth trajectory. The 
Company believes that its leading position in the Structural 
Heart Defect Occluder market is essential when expanding the 
Company’s product offering to new markets, in particular the 
US. The Company believes that it is well positioned to leverage 
its strong position in the Structural Heart Occluder market to 
become one of the forerunners in the interatrial shunt device 
market, which will significantly enlarge Occlutech’s addressable 
market. In order to succeed with its growth strategy, the 
Company aims to conduct clinical studies to receive regulatory 
approval for its PFO Occluder and AFR Device for Heart Failure 
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in the US. These clinical studies will involve significant invest-
ments, that after regulatory approval result in being able to 
market and sell the Company’s devices in the US. The Company 
believes that when the growth returns to pre-pandemic levels 
and the Company commercializes its ASD Occluder and AFR 
for PAH in the US, in combination with its profitable underlying 
business the Company’s operating profit will gradually improve 
and the Company aims to be profitable within 3 – 5 years.

The assumptions underlying the Company’s financial targets 
may not prove to be correct and the results of the Company’s 
operations may deviate significantly from the financial targets 
due to these and other factors described under section ”Risk 
factors” and ”Operational and financial overview”.

TECHNOLOGY PLATFORM AND PRODUCT PORTFOLIO
Occlutech has a proprietary and patented technology platform 
which is based on more than 200 patents, and extensive 
in-house know-how regarding the Structural Heart Defect 
occluder market and the development of innovative products. 
The technology platform enables rapid development of new 
products and improvement of existing products. Key compo-
nents include:

• Proprietary braiding – Occlutech has developed a pro-
prietary braiding technique of nitinol that enables flexible 
and soft devices combining a unique heat-setting process 
and allowing the setting of pre-determined shapes. The 
nitinol possesses properties that allow the devices to be 
compressed inside a delivery sheath and then return to their 
original shape once deployed inside the heart, providing the 
capability for the physicians to retrieve and reposition the 
devices during procedure. Occlutech braids its devices as 
a sock, which enables the Company to have only one side 
with a connector, while most competitors need to have 
connectors on both sides, that may increase the possibility 
of thrombus formation.

• Screwless ball connector – Unlike competitors, Occlutech 
uses a screwless ball connector making the device easier 
to deliver and release, as well as providing higher flexibility. 
Most of the competitors’ products have a limited flexibility 
due to the usage of a screw that makes it harder to deliver 
and release inside the heart.

• Pistol pusher – A one-hand-use device to enable a safe, 
flexible and quick delivery of the devices. The design of the 
pusher provides flexibility in delivery, and together with the 
braiding and the screwless ball connection increase the 
ease-of-use for the physicians and safety for the patient.

Product portfolio
Occlutech has a broad commercial product portfolio. The 
Company classifies its portfolio into three categories: Congenital 
Heart Defects (CHD), Stroke Prevention and Heart Failure 
(HF). All of Occlutech’s products are based on the Company’s 
proprietary and patented technology platform.
Most of Occlutech’s products are CE-marked for the European 
market, in addition the Company has regulatory approvals 
in many markets around the world for various products, e.g. 
Canada, Japan, Australia and Brazil. Sales of the Company’s 
products outside Europe are subject to regulatory requirements 
that vary from country to country. Many countries, with exceptions 
like Japan, Brazil or Australia, generally accept approval by the 
FDA or a CE mark in Europe as a basis for approval to market. 
The Company is currently in the process of applying for US FDA 
approval for its ASD Occluder and prepare to submit an HDE 
application for the AFR Device for Pulmonary Arterial Hyper- 
tension, which are expected to be received in 2022 and late 
2021 or early 2022 respectively.  

The Company makes its regulatory forecast, including deter- 
mining expected dates of filings with, or submissions to, 
relevant authorities, based on the information currently 
available to the Company. The actual timing for any of these 
regulatory steps may vary, and the Company may revise any 
such forecasts as new information becomes available. 

An increasing amount of Occlutech’s devices are sold with the 
Company’s Pistol Pusher which is designed to facilitate proper 
positioning when the devices are implanted. Occlutech also 
sells a number of complementary accessory medical devices 
including sizing balloons, delivery sets and guidewires. The 
sizing balloons enable accurate measurement of the size of 
the Structural Heart Defect and selection of an appropriately 
sized device to close the defect. All of the Company’s delivery 
systems and accessory medical devices have a CE mark.
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Occlutech’s devices are delivered through small catheters and 
are, due to the unique screwless ball-connector 1, retrievable 
until released, which allows for repositioning prior to release 
of the implant. Occlutech’s occlusion devices are typically 
delivered through a standard percutaneous puncture of a 
vein, located near the patient’s groin. The Company’s delivery 
systems are used to facilitate attachment, loading, delivery and 
deployment of the devices. In a procedure, generally lasting 
approximately one hour or less, the interventional cardiologist 
maneuvers the flexible catheter through the vein to the heart. 
The physician positions the catheter across the defect and 
then deploys the first disc over the hole and pulls the system 

1) Except for the Occlutech PDA Occluder.
2) Market approvals for the Company’s products in the US are based on FDA’s regulatory timeline. Timing is based on the Company’s current assessment of the regulatory 

process, however, subject to uncertainty concerning agreement of protocols and approvals due to external effects related to Covid-19.

gently against the wall which are separating the two chambers 
of the heart. The procedure is constantly controlled by imaging 
technology to check a proper placement of the device. Finally, 
the second disc is deployed on the opposite side of the defect. 
The physician then checks one more time that the device is 
properly positioned and, if satisfied, releases the delivery cable 
used to position the device and withdraws the catheter and the 
cable. The procedure is typically performed on an overnight or 
outpatient basis, although in certain countries, it is common 
practice for patients to remain for one to two days in the 
hospital following the procedure.

Overview of Occlutech’s main products2 

PFO OCCLUDER

Pre-clinical Clinical Regulatory review Approved for market

CE Approved

Health Canada Approved

Completed premarket approval (PMA) application

Ongoing clinical study

Pharmaceuticals and Medical Devices Agency Approved

CE Approved

Health Canada Approved

Submit IDE2 and start enrollment

CE Approved

Submit for Heart Failure Approval

Heart Failure – Submit IDE2 and start enrollment

2022

2023

2026

2026

2023

ASD OCCLUDER

ATRIAL FLOW 
REGULATOR (AFR)

Pulmonary Hypertension (PAH) – Submit Humanitarian Device Exemption (HDE) 2022

CE approval received 
in September 2019

FDA conditional IDE approval to
 initiate trial for PFO Occluder

Figure 7: 1) IDE: With an IDE approval, the device under investigation can be used in a clinical trial to collect data on safety and efficacy. The study is usually conducted to 
form the basis of a PMA.
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Occlutech’s broad product portfolio divided into the addressed target indications is presented below:

Congenital Heart Defects
Occlutech markets six devices for Congenital Heart Defects that are presented below.

1) Haas et. al. IFRACODE, 
2) Comparison of the Occluteh Figulla septal occlude and Amplatzer septal occlude for atrial septal defect device closure.
3) The Market Study.
4) M. Bilici et al. Transcatheter Closure of Patent Ductus Arteriosus in Children with the Occlutech Duct Occluder. Pediatr Cardiol, Online 21 August 2017, DOI 10.1007/

s00246-017-1702-x.
5) N. Hanna et al. The Occlutech Duct Occluder for Patent Ductus Arteriosus – A Retrospective Case Series. Journal of Structural Heart Disease, February 2017, Volume 3, Issue 1:1.7.
6) V. Kudumula et al. The New Occlutech Duct Occluder: Immediate Results – Procedural Challenges and Short-Term Follow-Up. CONGENITAL HEART DISEASE. VOL 27, 

EPUB 2015 APRIL 15.

Occlutech Flex II ASD Occluder (“ASD Occluder”)
The Occlutech ASD Occluder is developed for closure of 
so-called Atrial Septal Defects, which are congenital (from birth) 
holes in the atrial septum. The ASD Occluder enables closure in 
complex patient cases while avoiding open-heart surgery, in a 
safe and effective manner with a closure rate of 97.3 percent1. 
Further, the mean procedure and fluoroscopic time compared 
to other devices is reduced by 34 percent.2 The Occlutech 
ASD Occluder is made of braided nitinol threads, which is an 
alloy with wide-ranging memory properties. The occluder is 
manufactured without a left-sided hub, in contrary to almost all 
other commercially available devices, which decreases the risk 
of thrombus formation and the risk of damaging the distal wall 
of the left atrium during implantation. Occlutech has based on 
feedback from physicians and Key Opinion Leaders continuously 
developed the ASD Occluder and the device currently sold is the 
third product generation. The ASD Occluder is available in 20 
sizes ranging from 4 to 40 millimeters, and for the US available 
in 15 sizes ranging from 6 to 33 millimeters. 

The Occlutech ASD Occluder was granted CE mark in Europe 
in March 2007. In January 2016, the ASD Occluder became the 
second approved occlusion device in Japan. Devices in Japan 
must also receive reimbursement approval prior to marketing, 
following receipt of reimbursement approval in January 2016, 
Occlutech launched its ASD Occluder in Japan and has today 
an estimated market share of approximately 60 percent within 
the ASD segment.3 Another important milestone was achieved 
in 2017 when the ASD Occluder received approval by Health 
Canada, after which the Company initiated its direct sales 
efforts in Canada. In addition, the ASD Occluder has regulatory 
approvals in more than 65 markets globally. Occlutech has 
completed the Pre-Market Approval (PMA) application to the US 
FDA and is in the process of registration of the device for US 
FDA approval, which is expected in 2022. In addition, Occlutech 
completed in June 2021 the patient recruitment of 180 patients 
in an ongoing clinical ASD study in China, in order to apply for 
market approval from the Chinese pharmaceutical authority, the 
National Medical Products Administration (NMPA).

Occlutech Uniform Occluder (“UNI Occluder”)
Occlutech’s UNI Occluder is specifically designed for closure of 
multi-fenestrated atrial septal defects, multiple holes. The UNI 
Occluder represents an alternative to a surgical approach to close 
complex cases of multi-fenestrated ASDs. The device is available 
in five versions with equally sized discs from 17 to 40 millimeters. 

The UNI Occluder was granted a CE mark in Europe in November 
2011. In addition, the device is approved in 51 markets. The UNI 
Occluder is scientifically involved in two investigator-initiated 
trials, the retrospective RISE study (4 sites in France and Italy) 
and the prospective PROSPECT study (6 sites in Russia) to gain 
safety and efficacy data as well as supporting (re-)approval.

Occlutech PDA Occluder (“PDA Occluder”)
The Occlutech PDA Occluder is a device for closing an opening 
(ductus aerteriosus) between the main body artery (aorta) and 
the main lung artery (pulmonary artery). The ductus allows blood 
to detour away from the lungs before birth. If it doesn’t close 
after birth, the baby has a Patent (open) Ductus Arteriosus (PDA). 
These defects can range from small tunnel-shaped ducts to large 
oval shunts and can in most cases be closed with the Occlutech 
PDA Occluder. The device consists of a disc (the flat top portion 
of the device) that is connected to a conical body (shank) and 
allows the device to be positioned properly and remain in place 
at the entrance to the duct. The “skirt” is the flat top portion of 
the device that is connected to a conical body. The PDA Occluder 
has a proven track-record since its first regulatory approval, 
evidenced through the occlusion of the defect can be achieved 
without any distal clamp. From a clinical perspective there is a 
high procedural success4 – 100 percent closure rate at 30 days5 
and no or very low major cardiac event rate.6 The PDA Occluder 
is available in two different models, either with a standard or 
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long shank. The standard shank model is available in eight sizes 
ranging from 5 to 18 millimeters, and the long shank model is 
available in five sizes ranging from 5 to 10 millimeters.

The PDA Occluder was granted a CE mark in Europe in March 
2013, in addition the PDA Occluder has regulatory approval in 
56 markets globally. The Company is in the process of applying 
for regulatory approval in Canada. 

Occlutech Paravalvular Leak Device (“PLD Occluder”)
The Occlutech PLD Occluder is a specifically designed device 
for closing paravalvular leaks (PVL) and it offers a range of 
unique features. The design of the device allows alignment over 
the leak and therefore the ability to achieve complete closure. 
The device can be delivered from various routes using small 
delivery catheters. The PLD Occluder has shown high success 
rate in achieving complete closure, no interference with the 
prosthetic valve leaflet and no interference with flow dynamic.1,2    
The device is available in two different design options for 
different PVL morphologies: rectangular and square. In addition, 
the two options are available in two different sub-types based 
on the connection between the discs, waist and twist. The PLD 
Occluder is in total available in 19 different configurations.

The Occlutech PLD Occluder was granted CE mark in September 
2014 and is the first CE-marked device specifically designed for 
the closure of Paravalvular Leak. In addition, the PLD Occluder 
has regulatory approval in 52 markets globally. 

Occlutech PmVSD Occluder (“PmVSD Occluder”) and Occlutech 
mVSD Occluder (“mVSD Occluder”)
Occlutech markets and sells its VSD Occluders to address 
Perimembranous Ventricular Septal Defect (PmVSD) and 
Muscular Ventricular Septal Defect (mVSD). Perimembranous 
VSDs are defects in the upper portion of the ventricular  
septum near the valve connecting the heart with the aorta and 
characterized by more flexible membranous tissue. Muscular 
VSDs are defects in the middle portion of the ventricular septum, 
which is characterized by thicker more muscular tissue. The 
PmVSD is available in three categories: small, standard and 

1) Yildirim et al, 2016, A New Specific Device in Transcatheter Prosthetic Paravalvular Leak Closure: A Prospective Two-Center Tria.
2) Göktekin et al, 2016, Early experience of percutaneous paravalvular leak closure using a novel Occlutech occluder.
3) Patent Foramen Ovale Closure or Anticoagulation vs. Antiplatelets after Stroke Mas et al. (N Engl J Med 2017; 377:1011-1021).
4) EuroIntervention – Amplatzer versus Figulla occlude for transcatheter patent foramen ovale closure.
5) In a Modular PMA the complete contents of a PMA are broken down into well-delineated components (or module) and each component is submitted to FDA as soon as 

the applicant has completed the module, compiling a complete PMA over time.

long. The small category is available in three sizes, the standard 
in five sizes and the long in four sizes. The mVSD Occluder is 
available in nine different sizes.

The PmVSD Occluder was granted a CE mark in April 2017 and 
has additional regulatory approval in 37 markets. The mVSD 
Occluder was granted a CE mark in July 2015 and has additional 
regulatory approval in 47 markets. 

Stroke Prevention

Occlutech PFO Occluder (“PFO Occluder”)
Occlutech’s PFO Occluder is designed to achieve safe and 
effective closure of PFOs, a cause of cryptogenic stroke. The 
Occlutech PFO Occluder is proven and effective for Stroke 
Prevention, with a relative risk reduction of a recurrent stroke of 
up to 97 percent.3 Furthermore, it has shown excellent peripro-
cedural outcome and 3-month TEE-follow-up results for PFO 
residual shunting.4 Unlike other Structural Heart Defects that 
could be described as holes, PFOs are more like tunnels formed 
by two overlapping membranes that fail to seal closed at birth. 
Occlutech’s PFO Occluder is characterized by a thin waist that 
provides flexibility for the two discs to adjust dynamically to 
the unique anatomy of the patient’s PFO. The PFO Occluder is 
available in two series: Single Disc and Double Disc design. The 
Single Disc occluder is available in one size 25 millimeters, as 
measured by the diameter of the disc that is positioned on the 
right side of the atrium. The Double Disc occluder is available in 
four sizes: 18, 25, 30 and 35 millimeters. 

The PFO Occluder received a CE mark in March 2007, for use 
in patients with PFO. In April 2019 Occlutech’s PFO Occluder 
received approval from Health Canada enabling marketing in 
Canada. In addition, the PFO Occluder has regulatory approval 
in 60 markets globally. In August 2021 the Company received 
the FDA conditional approval (Investigational Device Exemption, 
“IDE”) to initiate the Occluflex trial for the PFO Occluder and 
start patient enrollment at US and EU centers. An IDE allows 
the investigational device to be used in a clinical study in order 
to collect safety and effectiveness data, which are most often 
conducted to support a Premarket Approval (PMA). According 
to the management’s best estimate, the Company is expected 
to enroll patients in the US and EU.5  The patient enrollment 
is expected to be completed in 2025 while finalizing the PMA, 
followed by expected US FDA approval in 2026.
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Heart Failure
Atrial Flow Regulator (“AFR”)
The Atrial Flow Regulator (AFR) is a cardiac implant designed 
to address the unmet medical needs of patients suffering 
from Heart Failure (HF) and despite optimal medical therapy 
experience, worsening symptoms. The Company has more than 
15 years of experience in the making and use of nitinol-based 
cardiac implants and has developed the AFR to provide an 
innovative, minimally invasive treatment alternative to address 
the currently significant unmet medical needs in Heart Failure 
patients with HFpEF. The AFR device is implanted into the 
interatrial septum of the heart using routine, minimally invasive 
procedures. Once implanted, the AFR is intended to maintain 
a permanent interatrial communication (shunt) with a prede-
termined diameter. Depending on the indication, Heart Failure 
or Pulmonary Arterial Hypertension, this shunt allows for the 
controlled flow of blood from the left atrium to the right atrium 
or vice versa. The resulting decompression of the left atrium 
is expected to lead to reduced symptoms and to improved 
exercise tolerance and quality of life. The AFR is available in 
four sizes with 8 and 10 millimeters and 5 and 10 millimeters. 

The Atrial Flow Regulator received a CE mark in September 
2019 which marked the start of sales activities in the European 
CE-regulated market. The AFR device has also regulatory 
approval in certain markets outside Europe which allow CE 
marked products or offer fast registration based on a CE mark, 
e.g. New Zealand. In December 2020, Occlutech received a US 
FDA Breakthrough Device Designation for the AFR for Pulmo-
nary Arterial Hypertension. Breakthrough Device Designations 
are aimed to accelerate the development, assessment, and 
approval of new treatments in severe diseases, including a 
prioritized review all the way through market approval. The 
Company is preparing for applying for Humanitarian Use Device  
(HUD)1 designation and subsequently Humanitarian Device 
Exemption (HDE)2 status for the AFR for PAH. The Company 
expects the approval for marketing and sales in the US to be 
granted in early 2022 for the PAH indication, depending on the 
FDA review times. 

In January 2021, the AFR device received a US FDA Break- 
through Device Designation for Heart Failure patients with 
preserved (HFpEF) or reduced (HFrEF) ejection fraction. The 
Company plans to submit an Investigational Device Exemption 
(IDE)3 for the AFR for Heart Failure during the second half of 
2021 and subsequently start enrollment at US and EU centers, 

1) Humanitarian Use Device (HUD): a medical device intended to benefit patients in the treatment or diagnosis of a disease or condition that affects or is manifested in not 
more than 8,000 individuals in the US per year.

2) Humanitarian Device Exemption (HDE): a marketing application for an HUD (Section 520(m) of the Federal Food, Drug, and Cosmetic Act (FD&C Act)). An HDE is exempt 
from the effectiveness requirements of Sections 514 and 515 of the FD&C Act and is subject to certain profit and use restrictions.

3) An investigational device exemption (IDE) allows the investigational device to be used in a clinical study in order to collect safety and effectiveness data, which are most 
often conducted to support a Pre-Market Approval (PMA).

4) In a Modular Pre-Market Approval (PMA) the complete contents of a PMA are broken down into well-delineated components (or module) and each component is 
submitted to FDA as soon as the applicant has completed the module, compiling a complete PMA over time.

followed by amodular Pre-Market Approval (PMA).4 According 
to the management’s best estimate, Occlutech is expected 
to complete the enrollment of patients and receive market 
approval for the US in 2026.

SOURCING AND MANUFACTURING
Occlutech manufactures its devices in the Company’s two 
manufacturing sites in Jena and Istanbul. The manufacturing 
site in Jena primarily manufactures Congenital Heart Defect 
Occluders and the PFO Occluder, while the site in Istanbul 
primarily manufactures the AFR Device for Heart Failure, the 
remaining portfolio of Congenital Heart Defect occluders and 
the company’s delivery system. Occlutech has recently invested 
in additional production facilities at the Production site at Jena, 
to ensure that the capacity meets the increasing demand. At 
the production site in Jena the Company operates two shifts 
and has currently a production capacity of approximately 
40,000 devices per year. The company has made necessary 
investments in the past years to increase the capacity in 
the Jena facility to over 100,000 devices to meet increasing 
demand of the Company’s products. At the production site in 
Istanbul the Company operates one shift with the potential to 
increase to two or three shifts and has currently a production 
capacity of approximately 16,500 devices and approximately 
18,000 Pistol  Pushers (Accessory) per year.  

The manufacturing process combines the use of advanced 
technology and manual specialist labor. In the first step, a tech-
nician uses a mechanical light bulb-shaped stand to braid fine 
nitinol wires into a tube, which forms the basis of the implants. 
The braided tube is then attached to a metal mold and heat 
treated at a high and very precise temperature to create the 
shape of the implants. The wire ends are then welded together 
to form a metal ball. The metal ball, which has hundreds of a 
millimeter precision, is used as a bracket when the implant is 
pushed through a catheter to be placed in the heart. Finally, the 
implants are inspected, packaged and sent to a subcontractor 
for sterilization. The products are ready for delivery when they 
are returned and packaged.

Occlutech’s devices undergo strict quality control measures 
and manufacturing protocols. The Company is certified under 
ISO 13485, and the Company’s quality system is compliant 
with European and undergo a final stage of compliance with 
US regulations. Occlutech holds ISO 13485:2016, MDSAP, 
European Directive 93/42/EEC for Medical Devices and Annex II 
certificates and EC Design Examination certificates for all Class 
III devices. In order to ensure the highest quality, Occlutech 
engages in several steps of the manufacturing process 
maintaining production, quality control, packaging and labelling 
in-house. The last stages of manufacturing of the Company’s 
products are completed using Class 8 and Class 7 clean rooms 
with sterilization for all products assured by a subcontractor.
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Most of the component parts and raw materials used in the 
manufacturing and assembly operations are purchased from 
outside suppliers and are, in some instances, manufactured on 
a custom basis. The primary component in the Company’s devices, 
nitinol, is provided by a single third-party supplier. Occlutech 
holds a safety inventory of nitinol at both of the Company’s 
manufacturing sites in Jena and Istanbul. The inventory levels 
are kept meeting one year of production volume, and are based 
on annually forecasts and updated on a monthly basis.  
Occlutech has never experienced any major supply interrup-
tions during the Company’s relationship with the existing 
supplier. However, if the Company encounters a cessation, 
interruption or delay in the supply of nitinol, the Company may 
be unable to obtain nitinol through other sources, on acceptable 
terms, within reasonable amount of time. In addition, any 
change to supplier of nitinol would require re-certification 
from regulatory bodies. The Company is currently evaluating 
the option of engaging a second source supplier for nitinol 
to mitigate risk in the supply chain. The Company’s suppliers 
are divided into three categories based on the significant and 
potential impact on the product, performance, quality and 
safety of a medical device. Level A suppliers are suppliers  
that provide components, raw materials and services that have 
a significant and direct impact on the product, performance, 
quality and safety of a medical device, while the Level B 
suppliers may have an indirect influence. Both the Level A and B 
suppliers are required to have ISO/GMP Certification, Quality 
 Assurance Agreement and comply with audit requirements. 
Level C suppliers are suppliers that do not influence the 
performance, quality and safety of the medical device, and are 
not subject to any quality management certifications, quality 
assurance agreements or audits. 

SALES AND MARKETING
Occlutech sells and markets its devices to hospitals and 
physicians that perform interventional cardiac procedures. 
Important elements of the Company’s sales strategy are 
pediatric and adult interventional cardiologists, and referring 
physicians. Physicians are, in most cases, the decision makers 
on whether to use Occlutech’s products. In certain countries 
where the government administers the healthcare system, a 
tender or bidding process is often used in product selection. 
Even in these cases, and given the history and evidenced 
performance of the Company’s devices, the management 
believes that physicians have a significant influence on product 
selection. The Company’s global supply and customer support 

1) Denmark, Finland, Iceland, Norway and Sweden.
2) Belgium, the Netherlands and Luxembourg.

hub is located in Helsingborg, Sweden, from which Occlutech’s 
customer service team handles the incoming orders and the 
shipment of products to direct and distributor markets.

The Company is not dependent on any single customer, and 
no single customer (including distributors) accounted for more 
than 10 percent of the Company’s revenue in any of the three 
years in the period ended 31 December 2018, 2019 and 2020 or 
in the six months ended 30 June 2021.

Direct sales
Occlutech markets and sells its products in 15 countries 
through a direct sales force of 42 representatives. Occlutech’s 
direct markets comprise Germany, Italy, France, the UK, the 
Nordic region,1 Benelux,2 Canada, Australia and New Zealand. 
The Company has established its fully-owned subsidiary and 
office in the US to prepare for commercial launch of the ASD 
and AFR for PAH devices in 2022. Selling and marketing of 
the Company’s products is largely accomplished by frequent 
visits and sales calls to hospitals, as well as targeted marketing 
efforts through medical conferences, journals, and various 
marketing materials. All direct sales employees receive training 
from the training manager, and Occlutech has a professional 
learning management system in place for all products and 
addressed market segments.

Distributor sales
The Company has a standardized approach when evaluating 
potential distributors. Important selection criteria include the 
distributor’s familiarity with interventional structural heart 
occluders, as well as the strength of the portfolio, network and 
regulatory competence. Occlutech aims at partnership relations 
with all distributors, and supports them with training sessions 
and marketing materials. As per 30 June 2021 Occlutech had 
over 55 distributors.

Occlutech has a successful track-record of turning attractive 
distributor markets into direct markets e.g. Benelux, Australia 
and New Zealand. The Company continuously reviews and 
evaluates the attractiveness of its markets in terms of distribution 
system, pricing model, market maturity and reimbursement 
system. As a result of data-driven and carefully evaluated 
opportunities the Company may continue to expand its direct 
sales force in current distributor markets to increase product 
sales in those countries.
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Occlutech’s revenue development 2015 – Q2 2021, (EUR million)1

15.7
18.7

22.1

26.4

30.9

26.7

12.8
14.6

2015 2016 2017 2018 2019 2020 2020 2021

+18% CAGR

2015-2019

+14%

January – December January – June

1) 2015 – 2017 revenue financials according to Swiss GAAP, 2018 – 2020 audited financials according to IFRS standards. H1 2020 and 2021 unaudited financials 
according to IFRS standards.

2) The Medical Device Single Audit Program allows an MDSAP recognized Auditing Organization to conduct a single regulatory audit of a medical device manufacturer that 
satisfies the relevant requirements of the regulatory authorities participating in the program. Members of this program today are Australia, Brazil, Canada, Japan and the US.

RESEARCH AND DEVELOPMENT
Occlutech has an extensive history of research and develop-
ment focusing on innovative devices for treating Structural 
Heart Defects and Heart Failure. The Company has R&D 
teams located at both production sites in Jena and Istanbul. 
The teams work according to the same processes for design 
and development. The Company’s research and development 
department manages the design and development activities 
and is responsible for three main processes: i) research and 
innovation, ii) new product development, and iii) post-market 
engineering. 

Typically, the R&D process begins by collecting clinical data, 
market feedback and design input from Occlutech’s customers, 
physicians and Key Opinion Leaders as well as sales and 
marketing personnel. Subsequently the process continues 
with the development of technical requirement specifications, 
feasibility studies and first design verifications, after which 
R&D engineers perform internal laboratory tests. The Company 
then verifies and validates these designs and specifications 
using internal and external laboratories as well as performing 
usability tests with physicians. After the validation by external 
laboratories, the pilot design is transferred to the prototype 
phase. The design transfer to production and the sample 
manufacturing for verification and validation tests is conducted 
in close collaboration with the production and quality control 
departments. Once the verification and validation activities have 
been completed, to support the non-clinical evidence and the 
risks associated in terms of safety and efficacy for the patients, 
Occlutech performs clinical studies to provide further evidence 
to device safety, efficacy as well as claims and intended use 
of the device. The clinical trials are usually fully sponsored by 
Occlutech and are conducted by lead physicians across the 
world upon ethical body review and approval by local regulatory 
authority such as FDA, BfArM, Health Canada, TGA, ANVISA 
and NMPA. The non-clinical and clinical supportive evidence is 
submitted to the notified body for certification or FDA clea-
rance. There is a close collaboration between the post-market 

engineering teams and new product development teams to 
ensure that the collected market intelligence and post-market 
information is utilized in the development of new products.

In order to maintain its competitive edge in the market, 
Occlutech focuses on and invests in the operation of its research 
and development function and seeks to continuously improve 
existing products and expand its current portfolio with new 
products. Occlutech introduces new, innovative products to the 
market to meet customer demand. As of 30 June 2021, Occlutech’s 
research and development organization consisted of approx-
imately 24 full-time scientists, engineers and technical staff 
many of whom have experience in medical device development. 
Located at the Company’s manufacturing sites in Jena and 
Istanbul. Occlutech’s teams have a demonstrated record of 
developing new products which receive the appropriate product 
approval and regulatory clearances, with the Company’s 
products having been approved in approximately 85 countries 
based on the Company’s internal product development. 

During the years ended 31 December, 2018, 2019 and 2020 and 
the six month period ended 30 June 2021, Occlutech incurred 
research and development expenses of EUR 5.5 million, 
whereof capitalized EUR 1.1 million, EUR 6.7 million, whereof 
capitalized 0.2 million, EUR 10.2 million, whereof capitalized 0.8 
million and EUR 4.6 million, whereof capitalized EUR 0.6 million. 
In 2020, these expenses mainly reflected higher headcount and 
consulting costs to prepare for elevated regulatory demands 
(MDSAP2/MDR), increased product testing, implementation of 
an eQMS system, initiation costs for upcoming clinical studies 
in the US, as well as costs for international registrations and 
patent costs. In 2021, internal costs for clinical trials activities 
relating to existing products on new markets, in the US and 
China, are capitalized, whereas the costs were expensed in 
2020. In 2020 and 2021 external costs for the US and China 
trials are capitalized.
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CLINICAL DEVELOPMENT PROGRAMS
Occlutech supports many of its new product initiatives with 
scientific clinical studies in order to obtain regulatory approval, 
provide marketing data and pave the way for market access 
and acceptance as well as reimbursement. The goal of a 
clinical trial is to meet the primary endpoint, which measures 
the clinical effectiveness and/or safety of a device and is the 
basis for regulatory approval. Primary endpoints for clinical 
trials are selected based on the intended benefit of the medical 
device. Although clinical trial endpoints are measurements at 
an individual patient level, the results are extrapolated to entire 
populations of patients based on clinical similarities to patients 
in the clinical trials. The company has a number of ongoing and 
planned studies which are described below.

AFR

FROST-HF - Randomized Control Trial - US
Flow Regulation by Opening the Septum in Heart Failure patients
FROST-HF is Occlutech’s prospective, multicenter, randomized, 
sham-controlled, double-blinded, pivotal study that evaluates 
results of AFR implantation versus sham procedure, in patients 
with either Heart Failure with preserved ejection fraction 
(HFpEF) or Heart Failure with reduced ejection fraction (HFrEF). 
This global FDA Investigational Device Exemption (IDE) 
study will enroll patients with HFrEF or HFpEF who are still 
symptomatic despite standard of care Heart Failure treatment, 
to evaluate the safety and efficacy of the AFR device. The 
study hypothesizes that AFR will provide a safe and effective 
minimally invasive option for patients who are not responding 
to medical treatment. 

A successful study will demonstrate the safety and effective- 
ness of the AFR in these patients and will support an FDA 
marketing application.

Enrollment is expected to commence in 2022.

PRELIEVE - Prospective Pilot Study – International
Assess Safety and Efficacy of a Novel Atrial Flow Regulator (AFR) in 
Heart Failure Patients
PRELIEVE is Occlutech’s prospective, multicenter, open-label, 
non-randomized pilot study that evaluates results of AFR 
implantation in patients with either Heart Failure with preserved 
ejection fraction (HFpEF) or Heart Failure with reduced ejection 
fraction (HFrEF). 

Occlutech completed the enrollment of patients in February 2021. 
As of 30 June 2021, 106 patients were enrolled in the study.  

PROLONGER - IIT (Investigator Initiated Trial) - Poland 
Atrial Flow Regulator in Heart Failure
PROLONGER is an investigator initiated interventional study with 
the aim to assess invasive and non-invasive parameters that 
may predict clinical improvement in patients with Congestive 
Heart Failure after implantation of the Occlutech AFR device. The 
study design is a single group assignment intervention model, 
where all eligible patients will undergo detailed screening using 
echocardiography, impedance cardiography and right heart 
catheterization prior to AFR implantation. The primary efficacy 
endpoint for PROLONGER will be an increase in the six minute 
walk test distance. 

Occlutech is currently recruiting patients, with the target of 30 
enrolled patients. As of 30 June 2021, 13 patients were enrolled 
in the study.

AFteR - Prospective Registry - International
Follow-up Study to Monitor the Efficacy and Safety of the Occlutech 
AFR in Heart Failure Patients
AFteR is Occlutech’s observational prospective study to 
monitor the safety and effectiveness of the Occlutech AFR 
device in patient with Heart Failure for three years following 
the AFR device implantation. The AFteR study will enroll 100 
patients with Heart Failure over 18 years of age, for whom AFR 
implantation is indicated and planned, based on a non-probability 
sampling method. 

As of 30 June 2021, 7 patients were enrolled in the study at two 
centers.

PROPHET - Non-Randomized Pilot Trial - International
Pilot Study to Assess Safety and Efficacy of a Novel Atrial Flow 
Regulator (AFR) in Patients with Pulmonary Hypertension
PROPHET is Occlutech’s prospective, non-randomized pilot study 
to assess safety and efficacy of the Occlutech AFR device in 
patients with severe pulmonary hypertension (PAH). The study 
will enroll patients with severe pulmonary hypertension (PAH) 
up to a maximum of 30 patients. Enrollment will be divided in 
two phases. Phase 1: at least 15 adult patients ≥18 years are 
enrolled. Phase 2: patients ≥6 years-old will be enrolled until a 
maximum of 30 patients is reached. The primary end-point for 
the PROPHET study is to evaluate the safety and tolerability 
of the Occlutech AFR device by assessing the absence of 
Serious Adverse Device Effects (SADEs) within 3 months after 
implantation, including deaths, systemic embolism or device 
embolization. 

As of 30 June 2021, 13 patients were enrolled in the study.
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AFRESH - Investigator Initiated Trial - Germany
Atrial Flow Regulator in Chronic Heart Failure patients
AFRESH is an investigator initiated study that clinically 
observes the echocardio-graphic and hemodynamic changes 
after implantation of an AFR in patients with chronic heart 
failure. This prospective clinical trial will be conducted in 
patients with chronic heart failure who have planned or recently 
undergone catheter-based implantation of an AFR. The aim of 
the study is to determine whether follow-up at 3 months shows 
improvement in Heart Failure-related symptoms after AFR 
implantation.

Investigator will start recruiting patients in October 2021, with 
the target of 25 enrolled patients.

ASD

ASD China - Randomized Control Trial - China
Study to Compare the Efficacy and Safety of the Occlutech Septal 
Occluder (Figulla Flex II) to the Ceraflex atrial septal defect occluder 
(Lifetech ASD) Secundum Atrial Septal Defects in Patients
The ASD China trial is Occlutech’s randomized, controlled, multi- 
center trial measuring the efficacy and safety of the Occlutech 
Septal Occluder (Figulla Flex II) in the treatment of secondum 
atrial septal defect with transcatheter closure, by comparing it 
with a Ceraflex atrial septal defect occluder (Lifetech ASD).

This study enrolled a maximum 180 subjects with Secundum 
Atrial Septal Defects, who have undergone implantation with 
the Septal Occluders.

Occlutech completed the enrollment of 180 patient in June 2021. 

PFO

OCCLUFLEX - Randomized Control Trial - US
PFO Closure in patients with Cryptogenic Stroke
Occluflex is a prospective, randomized, multi-center, controlled, 
clinical investigation, comparing PFO outcomes of the Occlutech 
Figulla Flex II PFO Occluder to standard-of-care. This global FDA 
Investigational Device Exemption (IDE) study will enroll patients 
with cryptogenic stroke in the presence of a patent foramen ovale 
(PFO) to either be closed by the Figulla Flex II PFO Occluder, or the 
standard of care AMPLATZER or Gore PFO Occluder. The study 
primary endpoint will be PFO Closure at the 12-month follow-up, 
and secondary endpoint will be recurrent stroke for the same time 
period.

In August 2021, Occlutech received a conditional approval from 
the FDA, and enrollment of patients is expected to commence in 
Q4 2021.

RISE IIT - Investigator Initiated Trial - EU 
Safety and efficacy study of Patent Foramen Ovale (PFO) closure 
with Figulla Flex II PFO or Figulla Flex II UNI Occluders
RISE is an investigator initiated interventional, retrospective, 
multi-center trial to evaluate the short- (up to 6 months) and 
mid-term (6 months - 5 years) safety and efficacy results of 
PFO closure with Occlutech PFO and UNI Occluders. The 
primary objective is to demonstrate the mid-term safety and 
tolerability of Figulla Flex II PFO and UNI Occluders in patients 
who underwent PFO closure with one of the devices, by 
assessing Severe Adverse Device Effects (SADEs) within 1 year 
following implantation. 

The investigator plans to start enrolling patients in Q4 2021, 
with the target of 850 enrolled patients. 

PFO PROOF – Non-Randomized Prospective Trial - International
Study to Assess Safety and Efficacy PFO Occluder to prevent recurrence 
of stroke in patients with cryptogenic stroke and high risk PFO
The PFO Proof Study is Occlutech’s prospective, open-label, 
multicenter, non-randomized investigation on percutaneous 
patent foramen ovale (PFO) closure using the Occlutech PFO 
Occluder to prevent recurrence of stroke in patients with 
cryptogenic stroke and high risk PFO. Primary endpoints of the 
study are safety (rate of serious adverse device effects (SADEs) 
in the 1 year following implantation of an Occlutech PFO 
Occluder device) and effectiveness (the rate of embolic stroke 
in the 5 years following implantation). 

Occlutech is currently recruiting patients, and as of 30 June 
2021, 185 patients were enrolled in the study.

The PROSPECT PFO - IIT (Investigator Initiated Trial) - International
Safety and efficacy study of Patent Foramen Ovale (PFO) closure
The Prospect PFO study is an investigator initiated, multicenter 
registry of preventive PFO closure against left circulation throm-
boembolism and migraine with the Occlutech PFO Occluder. This 
study aims to investigate stroke recurrence rates after interven-
tional PFO closure with an Occlutech PFO and UNI Occluder, in 
patients who have experienced at least one ischemic event (stroke, 
myocardial infarction, transient ischemic event) or ticagrelor- 
treatable migraine with aura attributed to patent foramen ovale 
(PFO) who have high risk PFO, i.e. large PFO (≥2 mm or more than 
6 bubbles within 3 cardiac cycles in the left atrium in the “bubble” 
study), or PFO of any size and atrial septal aneurysm (ASA) or atrial 
septal hypermobility. 

The investigator is currently recruiting patients, and as of 30 June 
2021, 25 patients were enrolled in the study with the target of 800 
enrolled patients. 
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PLD

PLD - Registry - International
Safety and efficacy in Patients with Mitral or with Aortic Paravalvu-
lar Leaks
The PLD Registry is Occlutech’s multicenter, international, 
follow-up registry to monitor the efficacy and safety of the 
Occlutech Paravalvular Leak Device (PLD) in patients with Mitral 
or with Aortic Paravalvular Leaks. 

The registry was finished in May 2021, and as of 30 June 2021, 
144 patients were enrolled in the study. 

PREFER PLD - Registry - International
Safety and efficacy in Patients with Mitral or with Aortic  
Paravalvular Leaks
The PREFER Registry is Occlutech’s multicenter, international, 
three years follow-up registry study to monitor the efficacy 
and safety of the Occlutech Paravalvular Leak Device (PLD) in 
patients with Mitral or with Aortic Paravalvular Leaks. 

Occlutech plans to start enrollment during the latter part of 
2021, with the target of 300 patients.

VSDs
PmVSD - Registry - International
Study to Assess Safety and Efficacy of patients with perimembranous 
ventricular septal defects
The PmVSD Registry is Occlutech’s multicenter, international, 
follow-up study to monitor the efficacy and safety of the Occlutech 
Perimembranous Ventricular Septal Defect (PmVSD) Occluder in 
patients with perimembranous ventricular septal defects. The  
primary efficacy endpoints will include data obtained one year 
after PmVSD closure to evaluate successful implantation of 
the device with a proper closure of the PmVSD (defined as the 
reduction in perimembranous ventricular septal shunt to trivial 
or no shunt at all, as assessed by echocardiography pre vs post 
implantation).

Occlutech is currently recruiting patients with the target of 100 
patients, and as of 30 June 2021, 29 patients were enrolled in the 
study.

mVSD - Registry - International
Study to Assess Safety and Efficacy of patients with muscular 
ventricular septal defects
The mVSD Registry is Occlutech’s multicenter, international, 
follow-up registry to monitor the efficacy and safety of the 
Occlutech Muscular Ventricular Septal Defect (mVSD) Occluder 
in Patients with muscular ventricular septal defects. 

Enrollment of patients is expected to commence in Q4 2021, 
with the target of 50 patients with 5 years follow up.

PDA

PDA - Registry - International

Study to Assess Safety and Efficacy of patients with Patent Ductus 
Arteriosus defects
This PDA registry is Occlutech’s multicenter, international, 
follow-up registry to evaluate the efficacy and safety of the 
Occlutech Patent Ductus Arteriosus Occluder (PDA Occluder)  
in participants with Patent Ductus Arteriosus defects. 

Enrollment of patients is expected to commence in Q4 2021, 
with the target of 100 patients.

Accessory Medical devices

ACCESS – Observational Registry - International

Study to Assess Safety Performance and Usability of Occlutech 
Accessory medical devices
The ACCESS Registry is Occlutech’s multicenter, international, 
post market follow-up study to monitor the safety, performance 
and usability of Occlutech accessory medical devices Occlutech 
Delivery Set (ODS), Occlutech Pistol Pusher (OPP), Occlutech 
Occlusions-Pusher (OOP), Occlutech Sizing Balloon (OSB) used for 
implantation procedures of cardiac implant devices. 

Enrollment is expected to commence in H2 2021, with the target of 
800 patients.



Occlutech Holding AG 65

INTELLECTUAL PROPERTY RIGHTS
Occlutech has a broad range of know-how and intellectual  
property protected by various intellectual property rights including 
both filed patent applications and granted patents as well as 
trademarks. It has established a comprehensive IP coverage 
in major relevant markets, and aims to do so going forward in 
anticipation of future commercialization opportunities. Major 
markets include for example Europe, USA, China and Japan.

The first patents were filed in 2004 and since then the patent 
portfolio has been strengthened substantially. Trademarks have 
been filed with the development of different products and the 
development of the Company. 

1) Based on 42 customer interviews conducted by Roland Berger for the purpose of the Market Study, Occlutech achieves product design scores that are high and higher 
than the averages for competitors. Source: The Market study.

The Company has over 200 patents covering various important 
device designs of present and future products, methods of 
use thereof and manufacturing methods thereof. The device 
designs lay the foundation of the key advantages of Occlutech’s 
products within the Proprietary Braiding, the Screwless Ball 
Connector and the flexible and easy to use connection to the 
Pistol Pusher. These features give the Company the key unique 
selling propositions that have been validated in the Market 
Study with having a clear advantage on the product design 
versus competition.1

Proprietary and patented technology platform

PROPRIETARY
BRAIDING

SCREWLESS
BALL CONNECTOR

PISTOL
PUSHER FLEXIBILITY

SAFETY

EASE OF USE

QUICK DELIVERY

BIOCOMPATIBILITY

FAST IN-GROWTH

More than 200 patents

Patents
Occlutech’s main target in the patent strategy is to gain both 
strategic and financial values from patenting inventions. To 
develop unique technologies, and by protecting the technology 
concepts with patents Occlutech not only strengthens its own 
position and creates additional value but is also able to increase 
market entrance barriers for competitors. By protecting the 
developed technologies in broad regions of the world, Occlutech 
gains presence and ability to increase in market shares for the 
unique technologies on a broader market.  

In addition, the Company has a strong focus on innovation 
and protecting these developments allows the first mover 
advantage of gaining a broad patent scope for protection of the 
developed technologies with the aim to achieve the broadest 
possible freedom to operate.

Patent filing
In general, Occlutech first files its patent applications with the 
European Patent Office (EPO), thus receiving a thorough search 
and examination early in the patenting process. International 
patent applications (PCT) are filed with the World Intellectual 
Property Organization (WIPO) within one year from filing the 
EPO application. Using the priority year to file a second patent 
application gives the advantage of one extra year of protection. 
US and other international patent applications are filed out of 
the PCT application within 30 months from the EPO filing with 
the US Patent and Trademark Office (USPTO) and other national 
patent offices. 
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Divisional applications 
When a patent is granted, an analysis is made regarding the  
patent application, to determine if there is scope to file a 
divisional or a continuation application. Occlutech develops 
high-tech products and many aspects of patentable inventions 
are often part of a product or a patent application. It is therefore 
a strategic value to protect more than one aspect of each 
application filed. There is a cost benefit of being able to use the 
same patent text for multiple patents. By filing divisional appli-
cations and continuations Occlutech benefits from creating an 
uncertainty on the market where it is difficult for competitors to 
use matter disclosed in the patent text, as Occlutech continually 
files new patent claims. Occlutech benefits strategically by 
creating a broad cover scope protecting several aspects of an 
invention by filing divisional applications. 

Protected scope
The different patent families protect Occlutech’s technologies, 
processes and products. European, US, Chinese, Japanese and 
several other more patents have been issued, and for several 
pending applications, positive feedback from the examining 
bodies has been received. Therefore, the Company expects to 
have to continue building a strong international patent protection 
of its inventions and know-how. Patents and Designs that relate 
to Occlutech’s marketed products include claims covering 
basic braiding technology, occluder designs, manufacturing 
processes and delivery systems.  

Trademarks
Occlutech has protected its name and product brands through 
European and international trademarks, including: 

• ’’Occlutech’’ (granted in the European Community,  
Switzerland, US, Japan, China and more)

• ’’Procora’’ and a Figurative mark for Procora (granted in the 
European Community, Switzerland, US, Japan and more)

• ’’AFR’’ (granted in the European Community, Switzerland, 
Japan and more)

Occlutech owns strategic domain names with the purpose to 
hinder competitors and to strengthen the Company’s name.

Freedom to Operate 
With respect to its Flex occluder products, the Company’s 
freedom to operate has been successfully defended against 
claims of alleged patent infringement made by AGA Medical 
Inc., now owned by Abbott and resulted in a Global Settlement 
Agreement signed in 2015. 

IP Portfolio Overview
Occlutech continuously reviews the IP portfolio on a monthly 
basis to make strategic decisions regarding each specific patent 
and trademark. A full overview is done on an annual basis 
to review all patent families to determine strategic actions, 
development of products, and direction for the IP portfolio. 

Organization
Occlutech Holding AG is the parent company of the Group. The Group consists of twelve subsidiaries, all subsidiaries are wholly- 
owned within the Group. Procora Holding AG and Procora Tibi are dormant companies which are planned to be liquidated.

As of 30 June 2021, 253 individuals worked for the Group. The Company’s employees are mainly located in Germany (118 individuals). 
The Group operates the Swiss entity, Occlutech Holding AG, through a management team of eight individuals. 
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REGULATORY OVERVIEW AND 
HEALTHCARE REIMBURSEMENT
REGULATORY OVERVIEW

Introduction
As a medical device manufacturer, Occlutech is a highly 
regulated entity. The Company’s international operations  
are accompanied by regulatory processes that could be barriers 
to markets, as well as various reporting and compliance 
requirements that could inhibit the Company’s ability to conduct 
business if there are problems. In the US, manufacturers of 
devices must register their establishments with the FDA and 
provide a list of the devices that they manufacture. The registration 
and listing requirements include associated fees. Further, 
Class III device manufacturers must submit a Pre-Market 
Approval (PMA) before they can legally market their medical 
devices in the US. Class III devices are those that support or 
sustain human life, are of substantial importance in preventing 
impairment of human health, or which present a potential, 
unreasonable risk of illness or injury. Due to the level of risk 
associated with Class III devices, the FDA has determined that 
additional controls are needed to ensure the safety and effective- 
ness of Class III devices. Therefore, these devices require a 
Pre-Market Approval (PMA) application under section 515 of the 
FD&C Act (21 USC. 360e) in order to obtain marketing approval. 
They must also comply with the Quality System (QS) regulation, 
which includes requirements related to the methods used in 
and the facilities and controls used for: designing, purchasing, 
manufacturing, packaging, labeling, storing, installing and 
servicing of medical devices. Manufacturing facilities undergo 
FDA inspections to assure compliance with the QS require-
ments. Moreover, medical device manufacturers must abide by 
a number of labeling and reporting requirements.

Market access in EEA
The European Union (EU) and by expansion the European 
Economic Area (EEA) has a competitive and innovative medical 
devices sector, which is supported by a regulatory framework 
that aims to ensure the smooth functioning of the internal 
market, taking as a base a high level of protection of health for 
patients and users.

The regulatory framework in the EEA is changing: On 5 April 
2017, the EU adopted Regulation (EU) 2017/745 on medical 
devices (MDR) which became applicable on 26 May 2021. 
The MDR has replaced two EU directives (Council Directive 
93/42/EEC on Medical Devices (MDD) and Council Directive 
90/385/EEC on Active Implantable Medical Devices (AIMDD)) 
after a four years transition period. The MDR introduces more 
stringent requirements, which medical devices companies need 
to comply with in order to place medical devices on the EEA 
market.

For medical devices to be lawfully placed on the EEA market 
the existence of a valid CE mark affixed to the devices is a 
compulsory requirement. The procedure and requirements to 
be followed by the manufacturer to apply CE marking depend 
on the type of device and risk classification. Except for low risk 
devices (Class I), a notified body, accredited by the competent 

authority in the relevant Member State, will need to conduct 
a conformity assessment and certify the conformity of the 
devices in accordance with the standards and regulations of 
the applicable Directives and/or Regulation.

Key steps towards obtaining CE marking typically include:

• submission of a clinical evaluation review;

• submission of a technical dossier with extensive details;

• certification of the quality system against a recognized 
quality standard (e.g. ISO13485); and

• as applicable, agreement to a program of a post-market 
clinical follow-up (i.e., proactively collecting and evaluating 
clinical data related to the use of a CE-marked device already 
on the market), with the purpose of monitoring long term 
performance of an approved device in a larger population, 
and to gather data on residual risks.

Implementation of a post market surveillance system
As part of the transitional period, medical devices, which have 
obtained CE marking under the MDD before 26 May 2021, can 
continue to be placed on the EEA market until the expiry of the 
CE certificate, provided that there are no significant changes 
in design and intended purpose. Following expiry of the MDD 
certificates, the medical devices will need to be (re-)certified in 
compliance with the MDR to continue to place them on the EEA 
market. Medical devices certified under the MDD can no longer 
be placed on the market after 26 May 2024 or distributed after 
26 May 2025.

Under the MDR, companies are subject to increased regulatory 
requirements to obtain CE certification and apply the CE mark. 
The MDR expands the scope of what is considered a medical 
device and changes key definitions. Certain medical devices are 
subject to increased classification or heightened notified body 
oversight. Clinical evidence requirements have been tightened 
and may impact reliance on the concept of equivalence with a 
comparator device for the purposes of demonstrating safety 
and performance. Therefore, under the MDR additional clinical 
studies may be required to obtain CE marking. The MDR also 
applies stricter rules for the conformity assessment of certain 
high-risk devices, such as implantable medical devices, which 
will be subject to additional scrutiny by independent experts 
before they are placed on the market. In addition to the stricter 
re-certification requirements for medical devices, the MDR 
imposes enhanced requirements in the post-market area, in-
cluding post market surveillance planning and implementation, 
vigilance reporting and handling field safety corrective actions. 
Going forward, manufacturers of medical devices will need to 
conduct active post-market clinical follow-up (PMCF) when 
necessary, prepare periodic safety update reports (PSUR) for 
Class II and Class III devices and submit or have these available 
for notified bodies to review at defined times depending on the 
device classification. For Class I devices, companies will need 
to maintain post-market surveillance reports (PMSRs) and 
keep them available. Adverse events occurring in connection 



68 Occlutech Holding AG

with medical devices on the market in the EEA need to be 
captured and certain need reporting. Reporting rules previously 
contained in guidance under the MDD have been included in the 
MDR and tightened. The timelines for reporting events that are 
considered serious public health threats, or a death, or unantici-
pated serious deterioration in health have remained unchanged 
at two and ten days respectively, but the timeline for reporting 
all other events has been reduced from 30 days to 15 days. 
When conducting a field safety corrective action to mitigate a 
risk posed by a medical device, the manufacturer has to inform 
the competent authority before implementing the action, unless 
this would cause a delay with a consequent risk to health.

The MDR also regulates the supply chain of medical devices 
and imposes extensive requirements on the economic opera-
tors in the supply chain. These requirements include, inter alia, 
the following:

• Registration of economic operators (manufacturers, 
authorized representatives, importers) and medical devices 
in Eudamed (central database for medical devices in the EEA 
operated by the European Commission); 

• Explicit provisions on the responsibilities of manufacturers, 
authorized representatives, importers and distributors for the 
follow-up of the quality, performance and safety of devices 
placed on the market; 

• Better traceability of medical devices throughout the supply 
chain to the end-user or patient through the application of 
a unique identification number (”UDI”) to the products and 
tracking of the products through the UDI database. 

Implementation of implant card obligation and information  
to be provided to a patient implanted with a device. The UK left 
the European Union and European Economic Area on  
31 January 2020 and EU law no longer applies within the UK 
since 31 December 2020. The UK has adopted a UK MDR along 
the lines of the EU MDR. Under the rules applicable in the UK 
since 1 January 2021 the UK will grant and recognize EU CE 
certificates during a transitional period until 30 June 2023. In 
the event the EU CE mark has not been obtained by 30 June 
2023, a company will need to go through a separate procedure 
and obtain a UK CE mark under the new UK post-Brexit rules, 
as the UK will only accept medical devices with an EU CE mark 
if these have been placed on the market prior to 30 June 2023. 
To market a medical device in the UK on the basis of an EU 
CE mark certain steps must be taken under the new UK rules 
including registering with the UK regulator, etc.

Market access in the US
The FDA has classified most medical devices in its regulations 
at Title 21 of the Code of Federal Regulations (CFR), Parts 
862-892. Further, depending upon the classification that FDA 
has given a device, FDA has assigned the device a classification 
I-III. The classifications are based on the associated risk of the 
medical device and the regulatory controls required to establish 
a reasonable assurance of safety and effectiveness. Class I 
devices pose the lowest risk to the patient or user, and class III 
devices pose the highest risk.  

As a developer of Structural Heart and Interatrial Shunt 
products, the devices that Occlutech develops are Class III 
devices. Class III devices require PMAs, which is the FDA 
process for the scientific and regulatory review to evaluate the 
safety and effectiveness of Class III medical devices prior to 
legal marketing in the US. The regulations governing the PMA 
process are in 21 CFR § 814. 

A PMA is the most stringent review required by the FDA for 
device marketing authorization, and submitting a PMA is a 
complicated and tedious process. The most important parts 
of a PMA application are the scientific and technical points, 
although there are also administrative requirements. Further, a 
PMA must contain all information that is in the administrative 
checklist. If any information is missing, the FDA will refuse to 
proceed with the in-depth review of the scientific and clinical 
data. Further, if a PMA application lacks valid clinical information 
and scientific analysis on sound scientific reasoning, it will 
negatively impact the FDA’s review and approval. If there are 
deficiencies in PMA applications, including if they are incomplete, 
inaccurate, omit critical information, or are poorly organized, 
approval may be delayed or denied. 

The PMA’s technical section usually contains non-clinical 
laboratory studies and clinical investigations. The section  
with the non-clinical laboratory studies includes information  
on microbiology, toxicology, immunology, biocompatibility, 
stress, wear, shelf life, and other laboratory or animal tests. 
Non-clinical studies for safety evaluation must be conducted in 
compliance with the Good Laboratory Practice for Nonclinical 
Laboratories regulations at 21 CFR § 58. In addition, the clinical 
investigations section includes study protocols, safety and 
effectiveness data, adverse reactions and complications, device 
failures and replacements, patient information, patient complaints, 
tabulations of data from all individual subjects, results of 
statistical analyses, and any other information from the clinical 
investigations. This section must also identify any studies 
conducted under an Investigational Device Exemption (IDE). 

The FDA review of a PMA is a four-step review process 
consisting of an administrative and limited scientific review by 
FDA staff to determine completeness (acceptance and filing 
reviews); if the application is accepted, then there is an in-depth 
scientific, regulatory, and Quality System review by appropriate 
FDA personnel (substantive review); next there is a review 
and recommendation by the appropriate advisory committee 
(panel review); and then final deliberations, documentation, and 
notification of the FDA decision. 

As mentioned before, the in-depth scientific review will only 
begin once the PMA is accepted for filing. Moreover, if the 
applicant (on their own initiative or at the FDA’s request) 
submits a PMA amendment (see 21 CFR § 814.37) which 
contains significant new data, detailed new analyses of 
previously submitted data, or any other form of new significant 
information, the review period may be extended up to 180 days.

Typically, the FDA will refer first in kind device PMAs to an 
external advisory committee for review (see 21 CFR § 814.44). 
If a PMA is referred to an advisory committee, the committee 
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must hold a public meeting to evaluate the PMA (see 21 CFR 
§ 14). However, advisory committees are no longer used once 
the safety and effectiveness issues for the novel device are 
understood and FDA has developed a framework to evaluate 
those issues. Once the advisory committee has completed its 
recommendation, it must submit a report to the FDA, including 
its conclusion and the basis for its conclusion. FDA considers 
the advisory committee’s conclusion when making its own 
determination. 

There are standard post-approval conditions imposed by the 
FDA on all original PMAs and PMA supplements. This means 
that, as a condition of approval of the PMA, the sponsor agrees 
to abide by advertising and final printed labeling requirements 
and to submit adverse event reports, annual reports, and PMA 
supplements for certain changes. Additional specific conditions 
may be required for implanted devices.

Finally, as required under 21 CFR § 814.40, within 180 days 
of the date of filing of the PMA, the FDA will complete its 
review of the PMA (and of the advisory committee’s report, if 
applicable) and recommend and issue either an approval order 
under §814.44(d), an approval letter under §814.44(e), a not 
approvable letter under §814.44(f), or an order denying approval 
under §814.45. The approval letter and the not approved letter 
provide an opportunity for the applicant to amend or withdraw 
the application, or to consider the letter to be a denial of 
approval of the PMA under 21 CFR § 814.45, and to request 
an administrative review. An approvable letter means that the 
application substantially meets the requirements of the FD&C 
Act, and the FDA believes that it can approve the application if 
the applicant submits specific additional information, or agrees 
to specific conditions. Conversely, a not approved letter means 
that the FDA believes the application may not be approved for 
one or more of the reasons given in 21 CFR § 814.45(a), or that 
the FDA is unable to reach an approved decision due to a lack 
of significant information in the application.

HEALTHCARE REIMBURSEMENT

Introduction
The healthcare systems of the target countries build on hetero-
geneous market entry, pricing and reimbursement approaches.

While occluders are recommended in treatment guidelines for 
Structural Heart Defects, interatrial shunts still lack the required 
amount of clinical evidence, although showing promising 
results in the first clinical studies and being mentioned for the 
first time in the Guidelines for Heart Failure of the European 
Society of Cardiology (”ESC”).1 Therefore, the reimbursement of 
Occluders is in place and just recently the AFR reimbursement 
has been introduced in selected countries. The overall reimbur-
sement of Occlutech’s products varies across countries and 
product segments in scope.

EEA
Pricing and reimbursement of medical devices (including 
implantable medical devices) is a matter of national law and 

1) ESC Scientific Document Group, 2021 ESC Guidelines for the diagnosis and treatment of acute and chronic heart failure: Developed by the Task Force for the diagnosis 
and treatment of acute and chronic heart failure of the European Society of Cardiology (ESC) With the special contribution of the Heart Failure Association (HFA) of the 
ESC, European Heart Journal, 2021;, ehab368, https://doi.org/10.1093/eurheartj/ehab368.

competence in the EEA. Pricing and reimbursement regulations 
vary not only across jurisdictions, but even within the same  
jurisdiction, different coverage and pricing systems and 
schemes may apply to different categories of medical devices, 
depending on their intended use, their sales and supply 
channels and customer base and/or their mode of application. 

Across the Company’s key markets there are several implemented 
payment models and pricing policies. The most common payment 
models within the key markets are flat rate per implantation case 
and fee per service / product. In the flat rate per implantation 
case payment model the provider receives a fixed payment for a 
certain disease pattern of the patient, which is irrespective of the 
supplied services and/or products. This payment model is applied 
in Germany and France but also in the UK. The fee per service/ 
product is utilized in the same countries. In contrast to the flat 
rate per case model, the provider receives a separate fee for each 
individual service and/or product provided. In Spain and Italy, a 
third payment model is also utilized; managed care, in which the 
provider receives a fixed fee for the coverage of all medical needs 
of a patient within a certain time frame. 

Within the focus markets four different payment policies are 
applied: 

i. Free pricing: The medical device supplier/manufacturer can 
freely define the prices, out of the Company’s focus markets 
free pricing is utilized in Germany and the UK, 

ii. Price negotiations: A common pricing policy across the 
focus markets (except for the UK), where prices are subject 
to negotiation between the regulatory institution and the 
medical device supplier/manufacturer, and it is common 
that disclosure of the cost structure is required,

iii. External reference pricing: In the French, Italian and Spanish 
market external reference pricing is a common policy, which 
entails that prices can be defined by the medical device 
supplier/manufacturer within a certain range or upper limit 
that is based on the prices of the product/a comparable 
product in certain reference countries; and 

iv. Internal reference pricing: In contrast to external reference 
pricing, according to the internal reference pricing policy 
prices are based on comparable products within the 
respective country, this policy is common across all focus 
markets except for the UK.

European countries increasingly rely on advisory bodies and 
health technology assessment (HTA) to help evaluate and 
determine which technologies are covered by publicly financed 
health care systems. To harmonize processes and methodologies 
the European Commission issued in a legislative proposal for 
HTA regulation in January 2018. The proposal would implement 
a European-wide cooperation mechanism for clinical 
assessment and consultation for technologies, including 
certain medical devices, while the authority for coverage and 
reimbursement decisions would remain at country level. The 
legislative process is in its final stages with trialogue discussions 
ongoing between the European Commission, Parliament and 
Council to find an agreement on the final text.
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US
The US healthcare system builds on multiple public and private 
funds leading to a high fragmentation of the system and a 
high heterogeneity. The main regulatory institution in the US 
is the FDA, however, the payers can also set regulations and 
guidelines themselves. 

In the US, almost all payers in the market compare themselves 
to the two major publicly run healthcare programs. One is 
Medicare, and regional Medicare agencies pay for hospital and 
physician visits as well as visits to other eligible health care 
providers. Medicare defines and calculates the reasonable 
reimbursement per procedure and patient. The reimbursement 
is provided primarily via Diagnosis-related group (DRG) system 
on a flat rate per case basis. Most other healthcare programs 
then link their reimbursement to the Medicare reimbursement 
scheme. The reimbursed suppliers are to a certain extent 
selected via a competitive bidding process.

The second major healthcare program is Medicaid which is 
primarily intended to fund healthcare coverage for low-income 
households and is closely linked to Medicare.

The coverage comparable to Medicare but, for example, long-
term care is included while prescription drug reimbursement 
is optional. Medicaid reimbursement is in most cases linked to 
Medicare reimbursement.

The reimbursement for healthcare providers varies significantly 
between the different payers in the market. The most relevant 
reimbursement approach is the usage of DRGs for flat rates 
per case. However, some payers also rely on a managed care 
approach with fixed budgets per patient per time unit or others.

Prices for medical devices can generally be freely set in the 
US, however, only within certain limitations based primarily on 
internal reference pricing. Furthermore, the final price is subject 
to negotiation between the regulatory institutions and the 
suppliers based on the perceived value of the product.

In the US, all three differentiated payment models are applied. 
Currently, the focus on flat rates per case is:

i. Free pricing: The medical device supplier/manufacturer can 
freely define the prices, out of the Company’s focus markets 
free pricing is utilized in Germany and the UK;

ii. Price negotiations: A common pricing policy across the 
focus markets (except for the UK), where prices are subject 
to negotiation between the regulatory institution and the 
medical device supplier/manufacturer, and it is common 
that disclosure of the cost structure is required; and

iii. Internal reference pricing: In contrast to external reference 
pricing, according to the internal reference pricing policy, 
prices are based on comparable products within the 
respective country, this policy is common across all focus 
markets except for the UK.

Reimbursement of Occlutech’s products
Occluders are recommended in European and US treatment guidelines for Structural Heart Defects and are also reflected in the 
reimbursement systems of the respective countries. 

Consideration
Guidelines Description

ASD ASD closure is recommended or considered for patients 
with a shunt direction from left to right (ACC; AHA; ESC)

VSD VSD closure is recommended or considered for patients 
with a shunt direction from left to right (ACC; AHA; ESC)

PDA PDA closure is recommended or considered for patients 
with a shunt direction from left to right (ACC; AHA; ESC)

PVL / PLD (1)
PVL closure is recommended or considered 
– Amplatzer device specifically mentioned in 
the treatment guideline (ACC)

PFO
PFO closure is recommended or considered for patients 
with a shunt direction from right to left – patient 
between 16-60/65 years (GSC;ESC)

HFrEF (1) (1) (2)
Interatrial shunt devices not yet specifically recommended 
due to lack of clinical evidence (ACC; AHA; ESC) – AFR 
still in early data gathering

HFpEF (1) (1) (2)
Interatrial shunt devices not yet specifically 
recommended due to lack of clinical evidence 
(ACC; AHA; ESC) – AFR still in early data gathering
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Reimbursement of Occlutech’s products Reimbursement  of competitors’ products No Reimbursement

Note: 1) Only covered via innovation fund/NUBs; 2) Only covered via innovation fund/NUBs; 3) Septostomy reimbursement code can be used for AFR.
Source: Company information; Roland Berger Market Study.

Figure 8: Reimbursement and consideration overview for Occlutech’s product portfolio. 1) Only covered via innovation fund/NUB, 2) Septostomy reimbursement code can 
be used for AFR.
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Reimbursement differs according to the respective national 
health system, but all occluders are reimbursed at cost or profit 
in the European markets and also in Japan. 

In the US, ASD and PFO occluders are also covered by the 
healthcare system. With the approval of Occlutech occluders, 
the corresponding reimbursement coding codes can be 
adopted and thus remuneration can be achieved. 

Interatrial Shunt Devices are not yet recommended in the 
guidelines of the cardiology societies due to the lack of clinical 
evidence but have recently been named first time in the ESC 
guidelines which is regarded as a first step in a process towards 
recommendation.1 All providers continue to collect data in 
clinical studies. Therefore, Interatrial Shunt Devices are not yet 
reflected in the general reimbursement systems of the countries. 
However, there are already funding possibilities in some 
countries through special innovation funds. In Germany, for 
example, hospitals have the option of financing the AFR device 
via a NUB (Ge. Neue Untersuchungs- und Behandlungsmethoden) 
application (innovation fund). After 80 centers applied for it 
in 2020, more than 200 hospitals have already made use of 
it in 2021. For these hospitals, there is now the possibility of 
individual fee negotiations with the health insurance body. In 
Italy and France, financing is possible via a reimbursement 
code for atrial septostomy or an innovations fund. 

In the US, no Interatrial Shunt Device is currently approved and 
therefore no reimbursement has yet been established. In the 
ongoing studies on shunt therapy, health economic data are 
therefore being collected in addition to clinical data in order 
to create a long-term reimbursement. For this purpose, an 
ICD-10 (international classification of disease) code must first 
be applied for and approved in order to be able to code the 
implantation of a shunt device in the payment system. After the 
evaluation of the clinical and health economic data, a corres-
ponding reimbursement amount will be determined. Occlutech 
expects to have established an adequate remuneration for the 
AFR device with the expected approval in 2026.

1) ESC Scientific Document Group, 2021 ESC Guidelines for the diagnosis and treatment of acute and chronic heart failure: Developed by the Task Force for the diagnosis 
and treatment of acute and chronic heart failure of the European Society of Cardiology (ESC) With the special contribution of the Heart Failure Association (HFA) of the 
ESC, European Heart Journal, 2021;, ehab368, https://doi.org/10.1093/eurheartj/ehab368.
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Selected historical financial information for the Group for the 2020, 2019 and 2018 financial years, and interim financial 
information for the period 1 January - 30 June 2021, including comparative figures for the corresponding period in 2020, is 
presented below. The financial information for the 2020, 2019 and 2018 financial years is derived from the Company’s audited 
consolidated financial statements, which have been prepared in accordance with International Financial Reporting Standards 
as adopted by the EU (“IFRS”) and has been audited by the Company’s auditor in accordance with International Standards on 
Auditing (ISA). The interim financial information for the period 1 January - 30 June 2021, with financial comparative figures 
for the corresponding period in 2020, has been prepared in accordance with IAS 34 Interim Financial Reporting and reviewed, 
but not audited, by the Company’s auditor in accordance with International Standards on Review Engagements (ISRE) 2410 
- Review of Interim Financial Information Performed by the Independent Auditor of the Entity performed by the Independent 
Auditor of the Entity.

The information in this section should be read together with the sections ”Operational and financial overview”, ”Capitalization, 
indebtedness and other financial information”, as well as the Company’s complete historical financial information as of and for the 
three years ending 31 December 2020, 2019 and 2018 and the reviewed, interim financial information for the period 1 January 
- 30 June 2021 (with comparative figures as of and for the corresponding period in 2020), which can be found in the section 
“Historical financial information”. 

The amounts stated in the tables below have been rounded, while the calculations have been performed with a larger number 
of decimals. Therefore, some tables may appear to sum incorrectly due to rounding. In addition to the above stated, no other 
information in the Prospectus has been audited or reviewed by the Company auditor unless otherwise expressly stated.

SELECTED HISTORICAL FINANCIAL  
INFORMATION

THE GROUP’S CONSOLIDATED STATEMENT OF PROFIT AND LOSS

Occlutech Holding AG

1 January - 30 June  
Unaudited

1 January – 31 December  
Audited

TEUR
2021 
IFRS

2020 2020 
IFRS

2019 2018 

Revenue 14,643 12,830 26,702 30,875 26,423

Cost of sales -4,135 -3,135 -6,620 -7,852 -5,885

Gross profit 10,508 9,695 20,082 23,023 20,538

Selling and distribution expenses -5,356 -4,878 -9,851 -11,277 -8,941

Research and development expenses -4,563 -4,811 -9,440 -6,513 -4,417

General and administrative expenses -5,557 -2,723 -6,766 -5,601 -4,392

Other operating income 193 292 573 636 368

Operating (loss)/profit -4,775 -2,425 -5,402 268 3,156

Finance income 1,304 1,344 2,136 421 96

Finance expenses -1,998 -1,275 -1,671 -4,358 -3,021

(Loss)/profit before income taxes -5,469 -2,357 -4,937 -3,669 231

Income tax expenses -706 -543 -1,109 -523 -1,073

Profit/loss for the year -6,176 -2,899 -6,046 -4,192 -842

Profit/loss attributable to:

Equity holders of the parent -6,176 -2,899 -6,046 -4,192 -842

Earnings per share (EUR)1:

Before dilution -0.12 -0.07 -0.14 -0.10 -0.02

After dilution -0.12 -0.07 -0.14 -0.10 -0.02

Number of shares, thousands2 

Before dilution 53,464 42,131 42,630 40,310 39,856 

After dilution 53,464 42,131 42,630 40,310 39,856 

1) The number of shares for all periods presented were adjusted for the 1/10 share split that occurred on 30 June, 2021. 
2) The number of shares for all periods presented were adjusted for the 1/10 share split that occurred on 30 June, 2021.
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THE GROUP’S CONSOLIDATED STATEMENT OF FINANCIAL POSITION

Occlutech Holding AG

30 June  
Unaudited

31 December  
Audited

TEUR
2021 
IFRS

2020 
IFRS

2019 2018 

Non-current assets

Property, plant and equipment 3,174 2,603 1,676 1,504 

Right-of-use assets 3,326 2,434 3,051 1,808 

Intangible assets 2,855 2,241 1,367 1,077

Deferred tax assets 2,856 2,566 2,524 2,040

Other financial assets 37 16 16 0

Total non-current assets 12,248 9,860 8,634 6,429

Current assets

Inventories 6,816 6,736 5,116 4,213

Other receivables, accruals and prepaid expenses 1,295 710 1,475 1,552

Trade receivables 5,207 4,157 6,395 7,000

Cash and cash equivalents 9,814 9,321 6,624 4,773

Total current assets 23,132 20,924 19,610 17,538

Total assets 35,381 30,784 28,244 23,967

EQUITY AND LIABILITIES

Equity

Share capital 4,471 3,822 3,419 3,224

Share premium 53,000 41,179 33,846 29,361

Accumulated deficit and other reserves -48,490 -42,550 -36,472 -33,089

Total equity attributable to the equity holders of the parent 8,981 2,451 793 -504

Non-current liabilities

Interest bearing loans and borrowings 2,561 2,945 1,375 7,370

Derivatives 0 0 0 5,310

Other liabilities 2,519 1,720 2,154 1,326

Deferred tax liabilities 1,065 906 624 479

Provisions 407 401 375 333

Total non-current liabilities 6,551 5,972 4,528 14,818

Current liabilities

Interest bearing loans and borrowings 6,175 11,342 10,646 4,522

Derivatives 5,912 5,413 6,960 -

Trade and other payables 1,756 1,370 1,910 1,952

Other liabilities 6,006 4,236 3,407 3,179

Total current liabilities 19,850 22,361 22,923 9,653 

TOTAL LIABILTIES 26,401 28,333 27,451 24,471

TOTAL EQUITY AND LIABILITIES 35,381 30,784 28,244 23,967
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THE GROUP’S CONSOLIDATED STATEMENT OF CASH FLOWS

Occlutech Holding AG

1 January - 30 June  
Unaudited

1 January – 31 December  
Audited

TEUR
2021 
IFRS

2020 
IFRS

2020 
IFRS

2019 2018 

Loss for the period -6,176 -2,899 -6,046 -4,192 -842

Adjustments to reconcile profit before tax to net cash flows

Depreciation and amortization 736 660 1,408 1,006 774

Financial income -989 -1,328 -1,834 -374 -26

Financial expenses 1,677 694 904 3,504 2,157

Income taxes -131 350 241 -434 139

Expenses for share-based compensation 6 79 91 667 157

Net foreign exchange differences 55 0 181 -408 -382

Other non-cash items -352 -270 -130  -1,141 32

Operating cash flow

Changes in net working capital

Change in trade receivables -771 1,062 1,474 -361 -1,672

Change in other current receivables -590 -33 746 16 -259

Change in inventories -468 -698 -2,563 -537 -1,384

Change in trade and other payables 2,542 -315 482 -170 556

Total changes in working capital 713 16 139 -1,052 -2,759

Net cash outflow used in operating activities -4,460 -2,697 -5,046 -2,422 -750

Cash flows from investing activities

Acquisition of subsidiaries - - - - -725

Purchase of property, plant and equipment -878 -617 -1,428 -541 -677

Proceeds from sale of property, plant and equipment - - 1 1 2

Capitalized costs -614 -437 -835 -240 -1,077

Software expenditure -21 - -39 -50 -

Net cash flow used in investing activities -1,513 -1,054 -2,301 -830 -2,477 

Cash flows from financing activities

Proceeds from borrowings 0 646 2,857 - -

Repayments of borrowings -5,730 -374 - -67 -70

Proceeds from issuance of shares, net of transaction 
costs

12,356 220 7,440 4,455 0

Net cash inflow/(outflow) from financing activities 6,626 492 10,297 4,388 -70

Effect of exchange rate changes -161 356 -253 715 338

Total net cash inflow/(outflow) 493 -2,903 2,697 1,851 -2,959

Net change in cash and cash equivalents 

Cash and cash equivalents, beginning of the year 9,321 6,624 6,624 4,773 7,732

Cash and cash equivalents, end of the year 9,814 3,721 9,321 6,624 4,773

Supplementary information:

Interest paid -185 -566 -813 -787 -779

Income tax paid -514 -192 -594 -1 138 -659
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The Group’s key performance indicators
The Company applies the European Securities and Market Authority’s (ESMA) guidelines on alternative key performance measures 
for the purpose of the Prospectus. The guidelines aim to make alternative key performance measures in financial reports more 
comprehensible, reliable and comparable and thereby promoting their usability. In these guidelines, an alternative key performance 
measure means a financial measurement of a historical or future earnings trend, financial position, financial result or cash flows 
that are not defined or stated in applicable rules for financial reporting: IFRS. 

The following tables presents selected alternative key performance measures that have not been defined or specified in accordance 
with IFRS, unless otherwise stated. Certain descriptions of key performance indicators present the development of operational and 
financial key performance indicators that are not defined in accordance with IFRS. The Company makes the assessment that these 
alternative key performance measures provide a better understanding of the Company’s financial trends and that they are widely 
used by the Company’s senior management and key employees, investors, equity analysts and other stakeholders as supplementary 
measures of the Company’s earnings development. Since not all companies calculate financial measurements in the same way, 
these are not always comparable with measurements used by other companies. Therefore, these measurements should not be 
regarded as a substitute for measurements defined in accordance with IFRS. The abbreviation ”N/A” means that the entry is ”Not 
Applicable”.

Occlutech Holding AG

1 January - 30 June  
Unaudited

1 January – 31 December  
Audited

TEUR (unless otherwise stated) 2021 2020 2020 2019 2018

Revenue1 14,643 12,830 26,702 30,875 26,423

Revenue growth, % 14.1 - -13.5 16.8 -

Gross profit 10,508 9,695 20,082 23,023 20,538

Gross margin, % 71.8 75.5 75.2 74.6 77.7

EBITDA -4,040 -1,765 -3,994 1,274 3,930

EBITDA margin, % -27.6 -13.8 -15.0 4.1 14.9

Adjusted EBITDA -1,188 -1,765 -3,994 1,274 3,930

Adjusted EBITDA margin, % -8.1 -13.8 -15.0 4.1 14.9

EBIT (Operating profit/loss) -4,775 -2,425 -5,402 268 3,156

EBIT-margin, % -32.6 -18.9 -20.2 0.9 11.9

Adjusted operating result (EBIT) -1,924 -2,425 -5,402 268 3,156

Adjusted operating margin (EBIT), % -13.1 -18.9 -20.2 0.9 11.9

Net debt -1,078 9,256 4,966 5,397 7,119

Equity ratio, % 25.4 -7.5 8.0 2.8 -2.1

Items affecting comparability 2,852 - - - -

Net working capital 7,694 8,181 7,430 8,875 8,891

Net working capital as % of revenue2 27.0 - 27.8 28.7 33.6

Capital expenditure 1,513 1,054 2,302 831 2,479

Capital expenditure as % of revenue2 5.3 - 8.6 2.7 9.4

1) The key performance indicator is defined in accordance with IFRS.
2) Last twelve months.
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DEFINITION OF KEY PERFORMANCE INDICATORS

Key performance indicator Definition Purpose

Revenue growth, % Difference in revenue between periods in relation  
to the same period previous year.

The performance measure to monitor the sales performance of 
the business.

Gross profit Net sales minus cost of goods sold. The measure in particular to measure the Company's efficiency 
in using resources to produce goods and services.

Gross margin, % Gross profit in relation to revenue. The measure is used to measure profitability after deduction of 
cost of goods sold.

EBITDA Operating result (EBIT) before depreciation, 
amortization and impairment.

The measure is used to measure the profit generated by 
ongoing operations before depreciation, amortization and 
impairment.

EBITDA margin, % EBITDA in relation to revenue. The performance measure is used to assess the profitability 
generated by the ongoing operations before depreciation, 
amortization and impairment.

Adjusted EBITDA EBITDA, excluding items affecting comparability. The measure is used to measure the profit from the ongoing 
operations, excluding items affecting comparability, deprecia-
tion, amortization and impairment.

Adjusted EBITDA margin, % Adjusted EBITDA in releation to revenue. The performance measure is used to assess the profitability 
generated by the ongoing operations, excluding items affecting 
comparability, depreciation, amortization and impairment.

Operating margin (EBIT), % Operating result in relation to revenue. The performance measure is used to monitor the Company’s 
profitability generated by the operating activities, including 
depreciation, amortization and impairment.

Adjusted operating result (EBIT) Operating result excluding items affecting 
comparability.

The measure is used to measure the profit generated by the 
ongoing operations, including depreciation, amortization and 
impairment, but excluding items affecting comparability.

Adjusted operating margin (EBIT), % Adjusted operating result in relation to revenue. The performance measure is used to monitor the Company’s 
profitability generated by the operating activities, including 
depreciation, amortization and impairment, but excluding items 
affecting comparability.

Net debt Interest bearing loans and borrowings less cash 
and cash equivalents

The measure is used to monitor the indebtedness, financial 
flexibility and capital structure

Equity ratio Total equity attributable to the equity holders of the 
parent in relation to total assets

The measure is used to monitor the financial risk expressed as 
the share of total assets financed by the shareholders.

Items affecting comparability Items affecting comparability refers to material 
transactions lacking clear connections with the 
ordinary operations and are not expected to occur 
regularly.

The measure is excluded when calculating the adjusted 
measures used to monitor the Company’s underlying earnings 
trend over time.

Net working capital Inventories plus other receivables, accruals and 
prepaid expenses plus trade receivables less trade 
and other payables less other liabilities excluding 
non-operating items.

The measure is used to analyze the Company’s short-term tied 
up capital.

Net working capital as % of revenue Net working capital in relation to revenue The measure is a measure of how efficiently working capital is 
managed.

Capital expenditure Acquisition of subsidiaries plus purchase of 
property, plant and equipment plus capitalized 
costs plus software expenditure.

The measure is used to monitor the Company’s investment 
activities.

Capital expenditure as % of revenue Capital expenditure in relation to revenue (rolling 12 
months).

The measure is a measure of the investment level in relation to 
revenue.
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RECONCILIATION TABLE FOR ALTERNATIVE KEY PERFORMANCE MEASURES

Occlutech Holding AG

1 January - 30 June 1 January – 31 December

TEUR 2021 2020 2020 2019 2018

Revenue growth, %

Revenue for the year (A) 14,643 12,830 26,702 30,875 26,423

Revenue previous year (B) 12,830 - 30,875 26,423 -

Revenue growth, % (A)/(B)-1 14.1 - -13.5 16.8 -

Gross margin, %

Gross profit (A) 10,508 9,695 20,082 23,023 20,538

Revenue (B) 14,643 12,830 26,702 30,875 26,423

Gross margin, % (A)/(B) 71.8 75.5 75.2 74.6 77.7

Items affecting comparability

IPO costs 2,852 - - - -

Items affecting comparability 2,852 - - - -

EBITDA

Loss for the period -6,176 -2,899 -6,046 -4,192 -842

Income taxes 706 543 1,109 523 1,073

Net financial items 694 -69 -465 3,937 2,925

Operating result (EBIT) -4,775 -2,425 -5,402 268 3,156

Depreciation and amortization 736 660 1,408 1,006 774

EBITDA -4,040 -1,765 -3,994 1,274 3,930

Add back of items affecting comparability 2,852 - - - -

Adjusted EBITDA -1,188 -1,765 -3,994 1,274 3,930

EBITDA margin, %

EBITDA (A) -4,040 -1,765 -3,994 1,274 3,930

Revenue (B) 14,643 12,830 26,702 30,875 26,423

EBITDA margin, % (A)/(B) -27.6 -13.8 -15.0 4.1 14.9

Adjusted EBITDA margin, %

Adjusted EBITDA (A) -1,188 -1,765 -3,994 1,274 3,930

Revenue (B) 14,643 12,830 26,702 30,875 26,423

EBITDA margin, % (A)/(B) -8.1 -13.8 -15.0 4.1 14.9

Operating margin (EBIT), %

Operating result (EBIT) (A) -4,775 -2,425 -5,402 268 3,156

Revenue (B) 14,643 12,830 26,702 30,875 26,423

Operating margin (EBIT), % (A)/(B) -32.6 -18.9 -20.2 0.9 11.9

Adjusted operating result (EBIT)

Operating result (EBIT) -4,775 -2,425 -5,402 268 3,156

Add back items affecting comparability 2,852 - - - -

Adjusted operating result (EBIT) -1,924 -2,425 -5,402 268 3,156
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RECONCILIATION TABLE FOR ALTERNATIVE KEY PERFORMANCE MEASURES (cont.)

Occlutech Holding AG

1 January - 30 June 1 January – 31 December

TEUR 2021 2020 2020 2019 2018

Adjusted operating margin (EBIT), %

Adjusted operating result (EBIT) (A) -1,924 -2,425 -5,402 268 3,156

Revenue (B) 14,643 12,830 26,702 30,875 26,423

Adjusted operating margin (EBIT), % (A)/(B) -13.1 -18.9 -20.2 0.9 11.9

Equity ratio, %

Total equity attributable to the parent company equity 
holders(A)

8,981 -1,918 2,451 793 -504

Total assets (B) 35,381 25,306 30,784 28,244 23,967

Equity ratio, % (A)/(B) 25.4 -7.5 8.0 2.8 -2.1

Net Debt

Interest bearing loans and borrowings (non-current) 2,561 1,149 2,945 1,375 7,370

Interest bearing loans and borrowings (current) 6,175 11,828 11,342 10,646 4,522

Interest bearing debt 8,736 12,977 14,287 12,021 11,892

Less Cash and cash equivalents 9,814 3,721 9,321 6,624 4,773

Net debt -1,078 9,256 4,966 5,397 7,119

Net working capital

Inventories 6,816 6,162 6,736 5,116 4,213

Other receivables, accruals and prepaid expenses 1,295 889 710 1,475 1,552

Trade receivables 5,207 5,371 4,157 6,395 7,000

Less Trade and other payables 1,756 1,547 1,370 1,910 1,952

Less Other liabilities excl. Non-operating items 3,868 2,694 2,803 2,201 1,922

Net working capital 7,694 8,181 7,430 8,875 8,891

Other liabilities excl. Non-operating items

Other liabilities (current) 6,006 4,043 4,236 3,407 3,179

Less Current lease liability (IFRS 16) 885 861 872 849 465

Less Current government grants 76 41 80 3 4

Less Corporate tax liability 1,109 447 481 354 788

Less Accrued interest expense 68 - - - -

Other liabilities excl. Non-operating items 3,868 2,694 2,803 2,201 1,922
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RECONCILIATION TABLE FOR ALTERNATIVE KEY PERFORMANCE MEASURES (cont.)

Occlutech Holding AG

1 January - 30 June 1 January – 31 December

TEUR 2021 2020 2020 2019 2018

Net working capital % of revenue

Net working capital (A) 7,694 8,181 7,430 8,875 8,891

Revenue (B)1 28,515 - 26,702 30,875 26,423

Net working capital % of revenue (A)/(B) 27.0 - 27.8 28.7 33.6

Capital expenditure

Investments in subsidiaries - - - - 725

Purchase of property, plant and equipment 878 617 1,428 541 677

Development expenditures 614 437 835 240 1,077

Software expenditure 21 0 39 50 0

Capital expenditure 1,513 1,054 2,302 831 2,479

Capital expenditure % of revenue

Capital expenditure (A) 1,513 1,054 2,302 831 2,479

Revenue (B)1 28,515 - 26,702 30,875 26,423

Capital expenditure % of revenue (A)/(B) 5.3 - 8.6 2.7 9.4

1) Last twelve months.
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OVERVIEW
Occlutech is a leading specialist provider in minimally invasive 
cardiac devices, addressing Congenital Heart Defects, Stroke 
Prevention and Heart Failure.1 Since 2003, Occlutech has been 
developing, manufacturing, and commercializing occluders 
and interatrial shunt products. Occlutech has a broad and 
proven product portfolio, based on proprietary technology, 
and over 200 patents. The Company markets and sells its 
products in approximately 85 countries. Occlutech, registered 
in Switzerland, maintains manufacturing and R&D facilities in 
Germany and Turkey, and a global services and distribution hub 
in Sweden.  

Minimally invasive treatment is the preferred method for 
treating cardiac conditions, as avoiding open heart surgery 
significantly reduces mean procedure time, hospitalization days 
and the need for medication – while medical outcomes are 
improved. Occlutech focuses on developing high-quality and 
easy-to-use products, and based on the Company’s and the 
Market Study’s analysis of information from 42 customer inter-
views, the Company’s products, compared to the competitors, 
outperform the clinical evidence, product design and support, 
which represent key purchasing criteria for hospitals when 
selecting Structural Heart Defect devices. Fundamentally, births 
and increased treatment adoption drive Structural Heart Defect 
volumes while ageing populations as well as lifestyle diseases, 
such as diabetes and overweight, affect Heart Failure volumes. 
The global addressable market within structural heart disease 
devices is estimated at approximately EUR 380 million in 2021 
and is expected to grow around 15 percent annually over the 
next five years.2 The developing market for interatrial shunt 
devices, a novel treatment to address unmet medical needs of 
heart failure patients, has an estimated value of approximately 
EUR 3.9 billion in 2021.3

Congenital Heart Defects, Strokes and Heart Failure are life 
threatening conditions, affecting the individual’s way of life and 
creating a constant worry for the individual, as well as family 
and friends. Occlutech’s mission is to improve the quality of 
life for people with heart conditions, driven by a passion for 
innovation. Through Occlutech’s minimally invasive cardiac 
devices the Company improves medical outcomes, reduce 
hospitalization, procedure and radiation time, that improves the 
quality of life of patients and contribute to ease the economic 
burden for society.

1) Occlutech is the third largest player globally, by market share (5-10%), in the structural heart devices market. Source: the Market Study.
2) The Market Study.
3) The Market Study.

Occlutech offers high-quality, proprietary minimally invasive 
cardiac devices for Congenital Heart Defects, Stroke Prevention 
and Heart Failure, including 10 CE-marked devices covering 
the full range of Congenital Heart Defect conditions normally 
treated. The Company’s most important products in terms of 
revenue are its ASD and PFO occluders to close the atrium septum 
defect (ASD) and patent foramen ovale (PFO), respectively. The 
ASD Occluder ensures the correct development of the heart and 
lungs, while the PFO Occluder prevents strokes. Occlutech’s 
AFR device is designed as a novel treatment to address unmet 
medical need of heart failure patients. The Company’s proprie-
tary and patented technology platform, developed by extensive 
in-house expertise, enables innovation of new products that 
improve treatment and address unmet medical need.

Occlutech has a proven track record of commercialization, with 
an annual growth rate (CAGR) in revenue of approximately 18 
percent between 2015 and 2019, strong market positions and a 
proven and efficient go-to-market strategy with direct sales and 
distributors. Occlutech’s vision is to become the global leading 
specialist provider in cardiac devices, addressing Congenital 
Heart Defects, Stroke Prevention and Heart Failure. Occlutech’s 
key growth opportunities include:  

• increasing market shares in current markets; 

• expansion into new markets; and 

• increase the sales of AFR.

In particular, capturing the significant US opportunity, expanding 
into China and launching the AFR product globally represent 
exciting and tangible growth opportunities for Occlutech.

Occlutech’s devices utilize the Company’s expertise in braiding 
and heat processing nitinol, a metal alloy with shape-memory 
characteristics and designing transcatheter delivery systems. 
Nitinol is since decades a well-established material used in 
the medical device industry. Occlutech’s devices are based 
on a proprietary and patented technology platform backed by 
an intellectual property portfolio of more than 200 patents. 
Occlutech has 14-year track record developing and commer-
cializing its devices that have been proven safe and effective. 
Given Occlutech’s Congenital Heart Defect (CHD) occluders and 
occluders for Stroke Prevention are already used by interventional 
cardiologists in approximately 85 countries, the Company’s 
management believes that there is a significant opportunity to 

OPERATIONAL AND FINANCIAL OVERVIEW
The information below should be read together with the sections “Selected historical financial information” and “Capitalization, 
indebtedness and other financial information” as well as the Company’s audited consolidated financial statements as per and for 
the three years ending 31 December 2020, 2019 and 2018 with accompanying notes, as well as the reviewed but unaudited interim 
financial information as of and for the period 1 January - 30 June 2021, with comparative information for the corresponding period 
in 2020, which can be found in the section ”Historical financial information”. This section contains forward-looking statements that 
involve certain risks and uncertainties. The Company’s actual results may differ materially from those discussed in such forward 
looking statements as a result of various factors, including but not limited to those described in the Prospectus, in particular in the 
section “Risk Factors”.
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expand into addressing patients suffering from Heart Failure 
and using its existing relationships with interventional cardio-
logists globally. Occlutech has used its expertise to develop 
and commercialize its novel AFR device for the treatment of 
Heart Failure (HF) and Pulmonary Arterial Hypertension (PAH). 
Occlutech’s devices for Heart Failure (HF) are targeted at a large 
market with a high unmet medical need.

Occlutech is a multinational company with manufacturing 
and R&D facilities in Jena and Istanbul. The Company’s global 
finance function and global service- and distribution hub is 
located in Helsingborg, Sweden. The Company is incorporated 
in Switzerland, and had 235 employees on a full-time equivalent 
basis as of 30 June 2021.

SIGNIFICANT FACTORS AFFECTING RESULTS OF  
OPERATIONS
The Company believes that the following factors significantly 
affected its operating profits during the periods under review, 
and may continue to affect its results of operations in the 
future.

Volumes sold
Occlutech’s results of operations have been affected, and 
will continue to be affected by the volume of devices it sells. 
Occlutech has three key devices contributing to its revenue, 
its ASD Occluder used for the treatment of Congenital Heart 
Defects, its PFO Occluder for Stroke Prevention and its AFR 
devices for the treatment of Heart Failure. It also sells various 
other products for the Congenital Heart Defect market. See 
”Business overview — Product portfolio” for details of the full 
product portfolio. Volumes in 2020 and Q1 2021 were adversely 
affected by the impact of Covid-19, which led to a decrease in 
the number of procedures being performed using Occlutech’s 
devices, as a result of the cancellation of selective procedures 
and restrictions on such procedures introduced by hospitals. 
Development in coming months will partly depend on further 
development of Covid-19 pandemic. There has, however, been 
good momentum in Q2 of 2021 as restrictions have eased 
and markets have reopened, resulting in an increase in elective 
procedures using Occlutech’s devices.   

Occlutech received its CE mark for its ASD Occluder and PFO 
Occluder in 2007 and for its AFR devices in 2019. Hence, 
historically, revenues have been weighted towards its ASD 
Occluder and PFO Occluder devices rather than its AFR devices. 

In addition, sales volumes have been weighted towards sales 
in Europe, since FDA approval has not yet been received in 
the US. Following FDA approval, an increasing proportion of 
volumes are expected to come from North America (currently, 
volumes for North America are attributable to Canada, a market 
Occlutech entered with its ASD Occluder in 2017 and PFO 
Occluder in 2019 following the receipt of regulatory approval). 
See ”Regulatory approvals” below.

In addition to driving volumes, the shift towards North America 
is expected to have a pricing impact, since the average selling 
price for Occlutech’s devices is higher in the US. Similarly, 

1) The Market Study and the Company’s assessment.
2) The Market Study and the Company’s assessment.

pricing for AFR devices is higher than for the ASD Occluder 
and the PFO Occluder. See ”Operational and financial overview 
— Pricing” below for further detail. Furthermore, as volumes 
increase, a benefit in terms of economies of scale is expected, 
which will generally lead to margins increasing.

Pricing
The average selling price for Occlutech’s products differ across 
its key markets, with prices for the US market being approx-
imately 40 percent higher than prices in Europe. The prices for 
ASD and PFO occluders are in general similar, with only slight 
differences between the indications in key markets. There has 
been some price erosion in recent years as competition has 
generally increased and price-oriented players have entered the 
European market.1 According to the Company’s and the Market 
Study’s estimates, the price range for occluders in the Europe-5 
market is EUR 2,500 – 5,000. In the US market, the price range 
is approximately EUR 4,000 – 6,000.

In addition, the Company’s management estimates based on 
the first commercial sales of its AFR device, that the average 
selling price for these devices are significantly higher. The 
novelty of the device and the limited alternatives can contribute 
to keep prices stable, and it is thus considered unlikely that 
there will be price erosion in the first years after the AFR 
devices are approved. It is estimated that prices for the AFR 
device are approximately EUR 10,500 in the Europe-5 market 
and approximately EUR 15,000 in the US.2

As a result of the differences in pricing across products and 
across geographies, and as Occlutech shifts its sales towards 
AFR devices and towards North America, a positive effect on 
margins is likely, certainly pending price development in the rest 
of the world.

Regulatory Approvals
Occlutech’s revenues are correlated with the timing for the 
receipt of regulatory approvals in the various countries in which 
the Company sells its products. Historically, its revenues have 
been weighted towards the European market, since the Company 
received its CE Mark for its ASD Occluder and PFO Occluder in 
2007. The Company received its CE Mark for its AFR device in 
2019. For the six months ended 30 June 2021 and 2020 and 
the years ended 31 December 2020, 2019 and 2018, 69.2%, 
64.7%, 70.0%, 67.6% and 63.6% of its revenues were attributable 
to the European market (including Eastern Europe). 

Occlutech has also received regulatory approval for its devices 
in various other markets. For example, the Company received 
approval for its ASD Occluder in Japan in 2016 and for its ASD 
Occluder and PFO Occluder in Canada in 2017 and in 2019, 
respectively. These developments have driven revenues in the 
APAC and North American markets. 

Revenues in the US have been limited to compassionate 
use cases, since FDA approval has not yet been received for 
Occlutech’s devices. An FDA approval for the ASD Occluder is 
expected in 2022 and for the PFO Occluder in 2026. The AFR 
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device received a Breakthrough Device Designation for PAH 
in December 2020 and for Heart Failure in January 2021. An 
HDE FDA approval for the AFR device for the PAH indication 
is expected in the beginning of 2022, with first sales for PAH 
expected in 2022 and for Heart Failure in 2026. Going forward, 
an increasing proportion of revenues is expected to be attribu-
table to the US market as a result to these developments.

In addition, Occlutech is conducting a clinical trial for approval 
of the ASD Occluder in China. Enrollment for the clinical trial 
was completed in June 2021 with 180 patients and 138 
patients have already completed the 12-month follow up. The 
Company expects to complete the 12-month follow-up during 
2022 and will submit clinical trial data for approval thereafter 
with the aim of obtaining approval from the NMAP in 2023. 

Reimbursement
Reimbursement arrangements in the countries where 
Occlutech commercializes its devices are a key requirement. 
There are reimbursement codes in place for most products 
in Occlutech’s commercial portfolio, while the AFR device is 
currently not included in the standard reimbursement system in 
the European Union or the US. Nevertheless, in some countries, 
reimbursement for the AFR device is moving forward (e.g. 
Germany, which has the NUB mechanism, which provides 
hospitals with financial incentives to use a new medical device 
before it is reimbursed under the G-DRG system), while in other 
countries procedure codes can be used for reimbursement. The 
Company aims to actively work together with KOLs and utilize 
the generated clinical data from the conducted and planned 
clinical trials to drive implementation and the development 
of successful reimbursement in European Union, the US and 
worldwide. For further details regarding the status of reimbur-
sement in the various countries in which Occlutech sells its 
devices, see ”Regulatory overview and healthcare reimbursement 
— Healthcare reimbursement”.

General Market Drivers
Demand for Occlutech’s devices is expected to be driven by 
demographic and macroeconomic trends in the countries 
where the Company sells its products. Fundamentally, trends 
in the birth rate and increased treatment adoption drive the 
volume of structural heart disease devices (Congenital Heart 
Defects and Stroke Prevention), while ageing populations as 
well as lifestyle diseases, such as diabetes and overweight, 
causes heart failure (AFR devices) volumes to increase.1 These 
factors are discussed in detail in ”Market Overview”.

Distribution Model
Occlutech’s margins will be impacted by the model of dist-
ribution the Company applies across its markets. There are 
essentially two key sales models for reaching the end customer: 
the direct sales model and the distributor model. The direct 
sales model is common in markets with local footprint and 
sales force to maintain relationships with end customers. The 
distributor model is usually adopted by providers with no direct 
market presence. The providers utilize distributors that typically 
are specialized in interventional structural heart procedures 
and devices. Distributors have strong relationships with key 

1) The Market Study and the Company’s assessment.

hospitals and hospital groups. In Italy, a hospital agents 
and GPOs sales model is utilized whereby the hospitals use 
associated agents or GPOs to manage the purchase of devices. 
See ”Business overview — Sourcing and manufacturing” for further 
detail.

In the past, Occlutech has successfully converted distributor 
markets to direct sales markets, for example in Australia and 
New Zealand in 2019. In the US, Occlutech has established a 
wholly-owned subsidiary with sales offices in Chicago to prepare 
for the commercial launch of the ASD Occluder and AFR for 
PAH device in 2022, and to use these offices as a logistics hub 
to ensure the smooth handling of the clinical trials conducted 
for the PFO Occluder and the AFR Heart Failure devices.

In general, gross margins for direct markets are higher 
compared to distributor markets. The margin in direct sales 
markets are 10-15 percent higher than in distributor markets. 
Hence, as Occlutech converts markets from distributor markets 
into direct sales markets, as the Company did in Australia and 
New Zealand, this will generally have a favorable impact on 
margins. A similar effect is expected going forward in relation to 
Occlutech’s entry into the US market.

Clinical studies and regulatory compliance
Occlutech is making significant investments in various regu-
latory and clinical projects in order to position itself for future 
growth. These investments have affected, and will continue to 
affect, the Company’s profitability.

Clinical evidence demonstrating the efficacy and safety of 
Occlutech’s devices are crucial for obtaining and maintaining 
regulatory approval. Occlutech is conducting a number of 
clinical studies, as described in ”Business overview — Clinical 
development programs”. Occlutech intends to use the proceeds 
of the Offering to conduct clinical studies for the regulatory 
approval of the PFO Occluder and the AFR device for the 
Heart Failure indication in the US. In addition to the US market, 
Occlutech is conducting a clinical trial for ASD market approval 
in China.

In addition, as a result of the EU MDR applicable as of 26 May 
2021, the Company must comply and adhere to more stringent 
requirements, including, in relation to clinical trials and quality, 
stricter rules on clinical evidence and conformity assessment of 
certain high-risk devices, such as implantable medical devices, 
which will be subject to additional scrutiny by independent 
experts before they are placed on the market. Occlutech has 
recertified its key devices under the MDD in order to take  
advantage of the transition period for compliance with the EU 
MDR. The Company has prepared a five-year MDR transition 
plan, which encompasses three phases: QMS remediation, 
which has been successfully implemented; technical file 
remediation; and management of stock under Article 120 of  
the MDR. 
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Occlutech capitalizes the costs associated with its clinical 
studies for existing products - introduces on new markets, but 
has expensed a significant portion of the costs associated with 

MDR compliance. This contributed to the increase in research 
and development expenses during the periods under review.

Foreign exchange
Occlutech’s revenues are primarily denominated in EUR, USD and GBP, while its cost base is primarily denominated in EUR, TRY, 
SEK and CHF due to the location of its headquarter and production sites in Germany and Turkey. As a result, Occlutech has positive 
net currency exposure in USD, EUR and GBP and a negative net currency exposure in CHF, TRY and SEK. The positive currency 
exposure in USD is primarily related to distributor markets. The following chart sets forth Occlutech’s foreign currency exposure for 
the year ended 31 December 2020:
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As a result of this exposure, fluctuations in currency exchange 
rates can have an impact on Occlutech’s results of operations. 
As Occlutech grows its sales volumes in the US, the Company’s 
exposure to the USD will increase.

Taxes
Occlutech has generated tax loss carryforwards, which amounted 
to EUR 40.4 million as at 30 June 2020. These tax loss 
carryforwards represent losses generated in the Swiss-based 
parent company of Occlutech. In Switzerland, tax losses may be 
utilized up to seven years following their realization for corporate 
income tax purposes. However, the utilization of these losses 
will not be reviewed and approved by the tax authorities until 
they are utilized. Hence, the utilization of Occlutech’s tax loss 
carryforwards in future periods remains unclear.
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Six months ended 30 June

(TEUR) 2021 2020

Revenue 14,643 12,830

Cost of sales -4,135 -3,135

Gross profit 10,508 9,695

Selling and distribution expenses -5,356 -4,878

Research and development expenses -4,563 -4,811

General and administrative expenses -5,557 -2,723

Other operating income 193 292

Operating loss/profit (EBIT) -4,775 -2,425

Finance income 1,304 1,344

Finance expenses -1,998 -1,275

Loss/profit before income taxes -5,469 -2,357

Income tax expenses -706 -543

Loss for the period -6,176 -2,899

Results of operations for the six months ended 30 June 2021 and 2020
The following table sets forth Occlutech’s consolidated results of operations for the six months ended 30 June 2021 and 2020.
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Revenue
Occlutech’s revenue was EUR 14,643 thousand for the six months 
ended 30 June 2021 compared to EUR 12,830 thousand for the six 
months ended 30 June 2020, an increase of EUR 1,813 thousand, 
or 14.1 %. The increase was due to momentum in Q2 of 2021 as 
Covid-19 restrictions were eased and markets reopened, resulting  
in an increase in elective procedures using Occlutech’s devices.  
The increase was mainly driven by increased sales in direct 
markets, as well as strong growth in Spain and a tender won in 
Egypt which has driven growth in the MEA region. Distributor 
markets are also beginning to normalize and, returning to a model 
of keeping stock on hand rather than selling from existing stock, 
as had been the case during the height of the Covid-19 pandemic. 
Overall, the Europe, MEA and APAC regions demonstrated a strong 
performance during April and May of 2021, with a strong perfor-
mance in Americas in June 2021.

The following table sets forth a breakdown of revenue by region for 
the six months ended 30 June 2021 and 2020:

Growth was primarily driven by direct sales markets, including 
underlying market growth in Structural Heart defect, Occlutech’s 
favorable rating on Key Purchase Criteria (KPC) versus competition, 
ADS and PFO products, ASD and PFO Study results and conversion 
of distributor to direct channel.

The following table sets forth a breakdown of revenue by sales 
model for the six months ended 30 June 2021 and 2020:

In terms of products, growth was mainly driven by sales of ASD 
Occluder and PFO Occluder. 

Cost of sales
Occlutech’s cost of sales was EUR 4,135 thousand for the six 
months ended 30 June 2021 compared to EUR 3,135 thousand 
for the six months ended 30 June 2020, a decrease of EUR 1,000 
thousand, or 31.9%. This reflected a gross margin of 71.8 % and 
75.5 % for the six months ended 30 June 2021 and 2020, respec-
tively. The decrease was mainly due to non-recurring items of EUR 
442 thousand, inventory write-downs and a lower-margin contract.

Research and development expenses 
Occlutech’s research and development expenses were EUR 4,563 
thousand for the six months ended 30 June 2021 compared to EUR 
4,811 thousand for the six months ended 30 June 2020, a decrease 
of EUR 248 thousand, or -5.2 %. The decrease was due to that in 
2021 internal costs were also capitalized, which was not done in 
2020. As well as that in 2020 there were various projects driven by 
regulatory requirements which increased the staff and development 
costs.

Selling and distribution expenses
Occlutech’s selling and distribution expenses were EUR 5,356 
thousand for the six months ended 30 June 2021 compared to EUR 
4,878 thousand for the six months ended 30 June 2020, an increase 
of EUR 478 thousand, or 9.8 %. The increase was due to that in 
2020 the costs were at a lower level due to Covid-19. In 2021, the 
Company has to some extent returned to planned activities.

General and administrative expenses
Occlutech’s general and administrative expenses were EUR 5,557 
thousand for the six months ended 30 June 2021 compared to 
EUR 2,723 thousand for the six months ended 30 June 2020, an 
increase of EUR 2,834 thousand, or 104.1%. The increase was due 
to IPO expenses of EUR 2,852 thousand.

Finance income
Occlutech’s finance income was EUR 1,304 thousand for the six 
months ended 30 June 2021 compared to EUR 1,344 thousand 
for the six months ended 30 June 2020, an decrease of EUR 40 
thousand, or 2.9%. The decrease was basically due to the same as 
last year.

Income tax expense
Occlutech’s income tax expense for the six months ended 30 June 
2021 was EUR 706 thousand compared to EUR 543 thousand 
for the six months ended 30 June 2020, an increase of EUR 163 
thousand, or 30.0%. 

Six months ended 30 June

(TEUR) 2021 2020

Europe 10,138 8,306

MEA 1,828 1,884

APAC 1,593 1,998

Americas 1,084 642

Total 14,643 12,830

Six months ended 30 June

(TEUR) 2021 2020

Direct markets 8,254 6,905

Distributor markets 6,389 5,925

Total 14,643 12,830
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Year ended 31 December

(TEUR) 2020 2019 2018

Revenue 26,702 30,875 26,423

Cost of sales -6,620 -7,852 -5,885

Gross profit 20,082 23,023 20,538

Research and development expenses -9,440 -6,513 -4,417

Selling and distribution expenses -9,851 -11,277 -8,941

General and administrative expenses -6,766 -5,601 -4,392

Other operating income 573 636 368

Operating loss/profit (EBIT) -5,402 268 3,156

Finance income 2,136 421 96

Finance expenses -1,671 -4,358 -3,021

Loss/profit before income taxes -4,937 -3,669 231

Income tax expenses -1,109 -523 -1,073

Profit/loss for the period -6,046 -4,192 -842

Results of operations for the years ended 31 December 2020, 2019 and 2018
The following table sets forth Occlutech’s consolidated results of operations for the years ended 31 December 2020, 2019 and 2018.

Year ended 31 December

(TEUR) 2020 2019 2018

Europe 18,704 20,876 16,815

MEA 2,023 2,386 3,254

APAC 3,909 4,733 4,122

Americas 2,066 2,880 2,232

Total 26,702 30,875 26,423

Revenue
Occlutech’s revenue was EUR 26,702 thousand for the year ended 
31 December 2020 compared to EUR 30,875 thousand for the 
year ended 31 December 2019, a decrease of EUR 4,173 thousand, 
or 13.5%. Occlutech’s revenue for the year ended 31 December 
2019 increased by EUR 4,452 thousand, or 16.8%, compared to 
revenue of EUR 26,423 thousand for the year ended 31 December 
2018. The decrease in 2020 was due to the adverse impact of the 
Covid-19 pandemic on the number of procedures performed using 
Occlutech’s devices, as a result of the cancellation of selective 
procedures and restrictions on such procedures introduced by 
hospitals. The increase in 2019 was driven by sales in high volume 
countries. 

In Europe, growth was mainly driven by sales in Germany, France, 
the Nordic region, Spain and Russia, while the Benelux region 
continued to show strong and stable volumes. In the APAC region, 
growth was driven by sales in Japan following the approval of the 
ASD Occluder in 2016, as well as by South Korea, Australia and 
New Zealand. Growth in the Americas region was mainly driven by 
sales in Brazil, Mexico and Canada. The impact of Covid-19 in the 
US was particularly pronounced due to the severity of the pandemic 
in Latin America. The transition from a distributor model to a direct 
sales market in Australia and New Zealand in 2019 as well as the 
build-up of direct sales in Canada also contributed to the positive 
development of sales. 

The following table sets forth a breakdown of revenue by region for the years ended 31 December 2020, 2019 and 2018:
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Year ended 31 December

(TEUR) 2020 2019 2018

Direct markets 15,446 16,382 13,071

Distributor markets 11,256 14,493 13,352

Total 26,702 30,875 26,423

Growth in 2019 was largely driven by direct sales markets, including 
the positive effect of the conversion of Australia and New Zealand 
to direct sales markets in 2019. Growth in distributor markets in 
2019 was driven by strong growth in Eastern Europe due to the 

successful re-registration of products in Russia, as well as Brazil. 
In general, distributor markets were more severely affected by 
Covid-19, since distributors did not buy any products for inventory 
but rather relied on selling existing inventory.

The following table sets forth a breakdown of revenue by sales model for the years ended 31 December 2020, 2019 and 2018:

In terms of products, growth was mainly driven by sales of ASD 
Occluder and PFO Occluder. PFO sales were driven by positive 
clinical trial results published during 2017.

Cost of sales
Occlutech’s cost of sales was EUR 6,620 thousand for the year 
ended 31 December 2020 compared to EUR 7,852 thousand for the 
year ended 31 December 2019, a decrease of EUR 1,232 thousand, 
or 15.7%. Occlutech’s cost of sales for the year ended 31 December 
2019 increased by EUR 1,967 thousand, or 33.4%, compared to cost 
of sales of EUR 5,885 thousand for the year ended 31 December 
2018. This reflected a gross margin of 75.2%, 74.5% and 77.7% for 
the years ended 31 December 2020, 2019 and 2018, respectively. 
The increase in the gross margin in 2020 was driven by the higher 
margin in direct sales markets, for which the margin tends to be 
10% to 15% higher than for distributor markets. There was an adverse 
impact on the gross margin due to the expansion of capacity and 
increase in full-time equivalent employees in production functions, 
as Occlutech ramps up production to meet expected demand.

Research and development expenses
Occlutech’s research and development expenses were EUR 9,440 
thousand for the year ended 31 December 2020 compared to 
EUR 6,513 thousand for the year ended 31 December 2019, an 
increase of EUR 2,927 thousand, or 44.9%. Occlutech’s research 
and development expenses for the year ended 31 December 2019 
increased by EUR 2,096 thousand, or 47.4%, compared to research 
and development expenses of EUR 4,417 thousand for the year 
ended 31 December 2018. These increases were due to an increase 
in headcount as well as higher development costs. The increase 
in headcount related to quality control in Germany, Turkey and 
Sweden in order to achieve compliance with the EU MDR, as well as 
MDD recertification. Development costs increased due to increased 
sample sizes for testing, clinical studies and registration and patent 
costs. These were partly related to the CE mark study for the AFR 
device, PRELIEVE, as well as additional costs associated with the 
clinical studies in the US. The costs associated with clinical trials in 
the US and China have been capitalized and hence are not included 
in the consolidated statement of profit or loss.

Selling and distribution expenses
Occlutech’s selling and distribution expenses were EUR 9,851 
thousand for the year ended 31 December 2020 compared to EUR 
11,277 thousand for the year ended 31 December 2019, a decrease 
of EUR 1,426 thousand, or 12.6%. Occlutech’s selling and distribution 
expenses for the year ended 31 December 2019 increased by EUR 
2,336 thousand, or 26.1%, compared to selling and distribution 
expenses of EUR 8,941 thousand for the year ended 31 December 
2018. The decrease in 2020 was due to the impact of Covid-19, 

which resulted in cancellations of congresses and exhibitions and 
the associated lower travel costs. The increase in 2019 was due to 
an increase in full-time equivalent employees in connection with the 
transition to direct markets in Australia and New Zealand as well as 
the build-up of direct sales in Canada. 

General and administrative expenses
Occlutech’s general and administrative expenses were EUR 6,766 
thousand for the year ended 31 December 2020 compared to EUR 
5,601 thousand for the year ended 31 December 2019, an increase 
of EUR 1,165 thousand, or 20.7%. Occlutech’s administrative 
expenses for the year ended 31 December 2019 increased by EUR 
1,209 thousand, or 27.5%, compared to administrative expenses 
of EUR 4,392 thousand for the year ended 31 December 2018. The 
increases were due to an increase in full-time equivalent employees 
in Sweden, Germany and Turkey. Preparations for the Offering also 
contributed to the increase, as Occlutech incurred additional audit, 
IT, legal and consultancy costs. 

Finance expenses
Occlutech’s net finance income was EUR 465 thousand for the 
year ended 31 December 2020 compared to net finance expenses 
of EUR 3,937 thousand for the year ended 31 December 2019 and 
EUR 2,925 thousand for the year ended 31 December 2018. The net 
finance income in 2020 was due to a financial gain from revaluation 
of derivatives and debt modifications in connection with the amend-
ment of Occlutech’s loan agreements during the year. The increase 
in finance expense in 2019 was due to an increase in financial 
expense from revaluation of derivatives and debt modifications.

Income tax expense
Occlutech’s tax expense for the year ended 31 December 2020 
was TEUR 1,109 compared to TEUR 523 for the year ended 31 
December 2019, an increase of TEUR 586, or 112.0%. The increase 
was due to mainly deferred tax due to IFRS adjustments. Income 
tax expense decreased by TEUR 550, or 51.2%, compared to TEUR 
1,073 for the year ended 31 December 2018. The decrease was 
mainly due to lower capitalization of R&D expenses during 2019.

Liquidity and Capital Resources
Historically, Occlutech’s sources of funding have principally been 
shareholder and other bank loans and share issuances. 

In 2014 and 2016, the Company entered into three loan agreements 
with third parties to finance its ongoing operations. Two tranches 
were entered into in 2014, Tranche A, with a nominal value of CHF 
5 million bearing interest at a rate of 7%, and Tranche B, with a 
nominal value of CHF 5.5 million bearing interest at a rate of 9%. 
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Tranche C, entered into in 2016, has a nominal value of CHF 1.5 
million and bears interest at a rate of 7%. In addition to the interest 
payable on the loan agreements, there are embedded derivatives in 
the form of warrants over the Company’s shares and cash-settled 
instruments based on the equity value of Occlutech, known as an 
”equity kicker”. 

Tranches A and B were amended in 2018 to extend the maturity 
date by one year, revoke the equity kicker derivative and issue 
further warrants. The amendment resulted in a debt modification 
gain and a gain on derecognition of the equity kicker derivative, both 
accounted for in finance income.

In 2020, Tranches A, B and C were amended to extend the maturity 
date to 30 September 2020 with extension options until 31 January 
2021 at the latest. At the same time, the remaining equity kicker 
derivatives for Tranche C were revoked and further warrants were 
issued. The amendment resulted in debt modification gain and a 
loss on derecognition on the equity kicker derivative, both accounted 
for in finance income and expenses.

On 1 June 2022, or immediately prior to a liquidity event (sale or 

IPO) of more than 80% of the Company’s shares, the warrants will 
be converted into the corresponding number of shares against the 
prepayment of the strike price of CHF 0.10 per share.

A secured bank loan in the amount of EUR 2.5 million was provided 
to the Company’s German subsidiary, Occlutech GmbH, in 2020, 
in connection with the Covid-19 pandemic. The loan is repayable 
on a quarterly basis starting 30 September 2021, with the last 
repayment on 30 June 2026. The facility is secured by a first charge 
over certain of the German subsidiary balance sheet accounts, with 
a carrying value of EUR 2.5 million. In addition, a Covid-19 loan was 
provided to the Company in Switzerland in the amount of CHF 400 
thousand with an interest rate of zero. The Swiss loan is due to be 
repaid on 31 December 2021.

In February 2021, the Company issued 702,247 new shares with net 
proceeds of EUR 12.4 million to finance its ongoing regulatory and 
clinical efforts and to replace the aforementioned credit facilities. 
At same time, Tranches A, B and C were terminated and replaced 
with a new loan amounting to CHF 6 million with an interest rate of 
7 %. The Company received net proceeds in the amount of EUR 6.8 
million in cash from the capital increase and the debt restructuring. 

Net Working Capital
Occlutech’s net working capital is mainly driven by inventories and trade receivables. There was an increase in inventories during the 
periods under review due to MDR compliance as well as Covid-19-related build-up of stocks. The build-up in Pushers is due to current 
production licences of Pushers ending in 2021. The new licenses is estimated to take 20 months to secure why a inventory for the coming 
months is needed to secure sales during the period the company is not allowed to produce new units. There was a decrease in trade 
receivables during the periods under review due to gradual improvements in cash collections as well as lower sales due to the impact of 
Covid-19 in 2020. 

The following table sets forth a breakdown of net working capital as at 30 June 2021 and 31 December 2020, 2019 and 2018.

Six months ended 30 June As of 31 December

(TEUR) 2021 2020 2020 2019 2018

Inventories 6,816 6,162 6,736 5,116 4,213

Other receivables, accruals and prepaid expenses 1,295 889 710 1,475 1,552

Trade receivables 5,207 5,371 4,157 6,395 7,000

Less Trade and other payables 1,756 1,547 1,370 1,910 1,952

Less Other liabilities excl. Non-operating items 3,868 2,694 2,803 2,201 1,922

Net working capital 7,694 8,181 7,430 8,875 8,891
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Six months ended 30 June As of 31 December

(TEUR) 2021 2020 2020 2019 2018

Net cash flow from operating activities -4,460 -2,697 -5,046 -2,422 -750

Net cash flow from investing activities -1,513 -1,054 -2,301 -830 -2,477

Net cash flow from financing activities 6,626 492 10,297 4,388 -70

Cash and cash equivalents, beginning of the period 9,321 6,624 6,624 4,773 7,732

Cash and cash equivalents, end of the period 9,814 3,721 9,321 6,624 4,773

Cash Flows
The following table sets forth Occlutech’s consolidated cash flows for the six months ended 30 June 2021 and 2020 and the years ended 
31 December 2020, 2019 and 2018:

Six months ended 30 June As of 31 December

(TEUR) 2021 2020 2020 2019 2018

Acquisition of subsidiaries 0 0 0 0 725

Acquisition of tangible assets 878 617 1,428 541 677

Proceeds from sale of tangible assets 0 0 1 1 2

Capitalized costs 614 437 835 240 1,077

Software expenditures 21 0 39 50 0

Total cash flow used in investing activities -1,513 -1,054 -2,301 -830 -2,477

Capital expenditure
Below is a summary of investments made in intangible and tangible assets for the periods covered by the historical financial information. 
Occlutech’s capital expenditure during the periods under review has mainly been associated with investments in its subsidiaries in Australia 
and New Zealand towards the end of 2018, plant expansion in Germany in 2020 and development expenditures, including the ASD Occluder 
trial in China and the registration of the ASD Occluder and the AFR device in the US in 2020. Occlutech has not capitalized any research & 
development expenditures during the periods under review.

The following table sets forth Occlutech’s capital expenditure for the six months ended 30 June 2021 and 2020 and the years ended  
31 December 2020, 2019 and 2018: 

Current and future capital expenditure
Occlutech, through Occlutech GmbH, estimates that for the third 
quarter of 2021 to have capital expenditures of approximately EUR 
197 thousand, of which EUR 97 thousand relates to measuring 
machines and EUR 80 thousand relates to refurbishment costs and 
some minor assets. The investments are financed by the company.

In Sweden, Occlutech will invest EUR 10 thousand for the Company’s 
new warehouse space and another EUR 10 thousand for office 
space to prepare Occlutech for the return of employees to the office 
in Q3 2021.

Investments have been made for FY 2021 totaling EUR 899 
thousand of which EUR 569 thousand relates to facilities in 
progress and EUR 330 thousand relates to investments. Mainly, the 
Company is investing in Germany regarding production facilities 
and premises (production area, offices, laboratories, warehouse, etc.). 

Investments in capitalized expenditures have been made for FY 
2021 totaling EUR 614 thousand. Estimated capitalized expenditures 
for the third quarter of 2021 is EUR 1,980 thousand. The Company’s 
existing working capital is sufficient to cover the capital expenditures 
in the third quarter of 2021.
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Net cash flow used in operating activities
Net cash flow used in operating activities were EUR -4,460 
thousand for the six months ended 30 June 2021 compared to 
EUR -2,697 thousand for the six months ended 30 June 2020, 
an decrease of EUR  1,763 thousand. The decrease was due to 
increased costs, mainly due to IPO costs, during the year compared 
to the previous year. 

Net cash flow used in operating activities was EUR 5,046 thousand 
for the year ended 31 December 2020 compared to EUR 2,422 
thousand for the year ended 31 December 2019, an increase of 
EUR 2,624 thousand. Net cash flow used in operating activities 
decreased by EUR 1,672 thousand in 2019 compared to EUR 750 
thousand for the year ended 31 December 2018. The decrease in 
2020 was due to lower profit as well as an increase in inventory due 
to the impact of the Covid-19 pandemic. The decrease in 2019 was 
due to an increase in the loss for the year.

Net cash flow from investing activities
Net cash flow used in investing activities was EUR -1,513 thousand 
for the six months ended 30 June 2021 compared to EUR -1,054 
thousand for the six months ended 30 June 2020, a increase of 
EUR 459 thousand. The change was due to increased investments 
in Germany and an increase in capitalized costs (internal costs are 
also capitalized in 2021 which was not done in 2020). 

Net cash outflow used in investing activities was EUR -2,301 
thousand for the year ended 31 December 2020 compared to EUR 
-830 thousand for the year ended 31 December 2019, an increase of 
EUR 1,471 thousand. Net cash outflow used in investing activities 
decreased by EUR 1,647 thousand in 2019 compared to EUR -2,477 
thousand for the year ended 31 December 2018. The increase in 
2020 was due to higher capital expenditure, which was related to 
variations between years depending on the different phases of the 
projects. The decrease in 2019 was due to a decrease in capitalized 
costs, which was due to variations between years depending on the 
different phases of the projects.

Net cash flow from financing activities
Net cash flow from financing activities was EUR 6,626 thousand 
for the six months ended 30 June 2021 compared to EUR 492 
thousand for the six months ended 30 June 2020, an increase of 
EUR 6,134 thousand. The increase was due to an increase in equity 
in 2021 of EUR 12.4 million and repayment of loans of CHF -6 
million. 

Net cash inflow from financing activities was EUR 10,297 thousand 
for the year ended 31 December 2020 compared to EUR 4,388 
thousand for the year ended 31 December 2019, an increase of EUR 
5,909 thousand. Occlutech recorded a net cash outflow from financing 
activities in the amount of EUR 70 thousand for the year ended 31 
December 2018. The increase in net cash inflow from financing 
activities was due to proceeds from the issuance of shares.

Off-balance Sheet Arrangements
Occlutech does not have any off-balance sheet arrangements. 

Critical Accounting Policies, estimates and assessments
Information regarding significant accounting estimates and 
assessments can be found in the notes to the financial statements 
in the section ”Historical financial information”. 
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The tables in this section show the Company’s capital structure 
at Group level as of 30 June 2021. Refer to the section “Share 
capital and ownership structure” for further information about the 
Company’s share capital and shares. The information presented 
in this section should be read together with the section 
”Operational and financial overview” and the Company’s financial 
information, with accompanying notes, stated in the section 
”Historical financial information”. 

CAPITAL STRUCTURE
As of 30 June 2021, the Company’s capitalization (excl. total 
comprehensive income for the period) amounted to EUR 23,847 
thousand of which the Company’s share capital amounted to 
EUR 4,471 thousand. As of 30 June 2021, the Company’s total 
financial indebtedness amounted to EUR 3,831 thousand. The 
Company had no pledged assets or contingent liabilities up until 
the 30 June 2021. The following tables include both current and 
non-current interest-bearing liabilities.

The tables below present the Company’s capital structure and 
net indebtedness according to the following:

• On a factual basis and as of 30 June 2021 with data taken 
from the Group’s balance sheet, 

1) The calculation of the amount in EUR is based on a SEK/EUR exchange rate of 10.15.
2) Refers to COVID-19-pandemic loan classified as a development loan (Ger. Förderdarlehen) made available by KfW Kreditanstalt für Wiederaufbau (”KfW”) and disbursed 

by Volksbank.
3) The adjustment is attributable to the new shares issue in the Offering of 19,276,070 shares subscribed for at a premium (4.83 EUR per share) and share premiums from 

options net-worth used to set-off purchase price of shares (refer to section ”Convertibles, Warrants, etc.”). Deductions have been made for estimated costs related to 
the Offering that are attributable to the Company and that are charged to its equity. Approximately EUR 5.6 million is expected to be charged to equity of the total costs 
related to the Offering of approximately EUR 8.6 million.

• On an adjusted basis as shown in the column ”Following 
the Offering” to demonstrate capitalization and financial 
indebtedness after the completion of the new share issue 
in the Offering which is expected to raise gross proceeds of 
approixmately SEK 964 million (EUR 95 million)1 before costs 
related to the Offering amounting to EUR 8.6 million, and

• Repayment of approximately EUR 9 million (at time of 
repayment) outstanding shareholder and Covid-19 loans 
(amounting to EUR 9 million as of 30 June 2021).

Changes following the Offering are presented with the  
assumption that the Offering, including the Overallotment 
Option, is fully subscribed and including the Conversion. If the 
Offering is subscribed in full and the Overallotment Option is 
exercised in full, the share capital will increase by EUR 2,206 
thousand, from EUR 4,471 thousand, to EUR 6,677 thousand, 
and legal reserve will increase by EUR 90,269 thousand from 
EUR 53,000 thousand to EUR 143,269 thousand. The change 
is attributable to the Conversion and the proceeds assumed to 
flow into the Company. 

EQUITY AND LIABILITIES

TEUR
30 June 2021 

unaudited Adjustments Following the Offering

Total current debt (including current portion of non-current debt) 6,175 -6,175 -

Guaranteed - - -

Secured2 500 -500 -

Unguaranteed/unsecured 5,675 -5,675 -

Total non-current debt (excluding current portion of non-current debt) 2,561 -2,561 -

Guaranteed - - -

Secured 2,000 -2,000 -

Unguaranteed/unsecured 561 -561 -

Shareholders' equity 15,111 - 107,587

Share capital 4,471 2,206 6,677

Legal reserve3 53,000 90,269 143,269

Other reserves (excluding comprehensive loss of the period) -42,360 - -42,360

Capitalization 23,847 92,476 107,587

CAPITALIZATION, INDEBTEDNESS AND 
OTHER  FINANCIAL INFORMATION
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STATEMENT OF INDEBTEDNESS

TEUR
30 June 2021 

unaudited Adjustments Following the Offering

A – Cash and bank 9,814 77,684 87,498

B – Cash equivalents - - -

C – Other current financial assets1 5,207 - 5,207

D – Liquidity (A + B + C) 15,021 77,684 92,705

E – Current financial debt (including debt instruments, but  
excluding current portion of non-current financial debt)2 

13,437
-5,675 7,762

F – Current portion of non-current financial debt 500 -500 -

G – Current financial indebtedness (E + F) 13,937 -6,175 7,762

H – Net current financial indebtedness (G - D) -1,084 -83,859 -84,943

I –  Non-current financial debt (excluding current portion  
and debt instruments)3 

2,561 -2,561 -

J – Debt instruments 2,354 - 2,354

K – Non-current trade and other payables - - -

L – Non-current financial indebtedness (I + J + K) 4,915 -2,561 2,354

M – Total financial indebtedness (H + L) 3,831 -86,420 -82,589

1) “Other current financial assets” refers to “Trade receivables” in the Company’s financial statements.
2) Current financial debt (including debt instruments, but excluding current portion of non-current financial debt) refers to current “Interest bearing loans and borrowings” 

(excluding EUR 500 thousand current portion of non-current loan), “Trade and other payables” and current ”Other liabilities” in the Company’s financial statements.
3) Non-current financial debt (excluding current portion and debt instruments) refers to long term loans.

The information on the Company’s capital structure and 
indebtedness on an adjusted basis constitutes forward-looking 
statements, which are intended to describe a hypothetical 
situation and are provided solely for illustrative purposes. 
Forward-looking statements are no guarantee of future results 
or trends, and actual results could differ materially from 
those expressed directly or indirectly in the forward-looking 
statements as a result of a number of factors, including those 
described in the section “Risk factors”. 

Besides a reduction of cash and cash equivalents of EUR 
2 million, which refers to costs related to the listing of the 
Company as well as costs for the establishment of the 
Company’s personnel to conduct clinical studies in the US, the 
Company has no reason to believe that any material changes to 
the Company’s actual capitalization, over and above those set 
out above, have taken place since 30 June 2021.
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INDIRECT AND CONTINGENT INDEBTEDNESS
The Company had, as of 30 June 2021, no indirect or  
contingent indebtedness.

STATEMENT REGARDING WORKING CAPITAL
The assessment by the Board of Directors is that the existing 
working capital (i.e. the working capital prior to the completion of 
the Offering), as of the date of the Prospectus, is not sufficient for 
the Company’s current needs for the next 12-month period. 

The Company estimates that the deficit in working capital for the 
next 12-month period, given the current business plan as of the 
date of the Prospectus, amounts to approximately EUR 18 million 
and that existing working capital will be used up in December 
2021, mainly due to prioritization and execution of existing and 
new projects.

The Company intends to finance the working capital deficit 
with the funds raised by the Company through the new share 
issue carried out in connection with the listing on Nasdaq First 
North Premier Growth Market. If the Offering is completed, the 
proceeds of the Offering will amount to approximately SEK 964 
million (EUR 95 million)1 before costs related to the Offering.

The proposed issue proceeds, together with cash on hand, are 
considered sufficient to secure the Company’s working capital 
for the next twelve months. In view of the Company’s working 
capital requirements, the Board of Directors of the Company 
has decided to condition the Offer on the raising of at least 
EUR 50 million after costs related to the Offering. This level is 
considered sufficient to secure the Company’s working capital 
for the next twelve months.

1) The calculation of the amount in EUR is based on a SEK/EUR exchange rate of 10.15.

In the event that this connection level (EUR 50 million) is not 
achieved, the Offering will be withdrawn and the subsequent 
listing on Nasdaq First North Premier Growth Market will not 
take place. The Company will then seek alternative sources of 
funding and, if necessary to secure the Company’s financial 
position, review and update the current business plan, which 
would limit the scope of operations compared to what was 
originally envisaged.

TRENDS
The Company’s assessment is that, as of the date of the  
Prospectus, there are no other known trends, related to 
production, sales, stock, costs and sales prices during the 
period from the end of the last financial year to the date of 
the Prospectus. The Company is not aware of any changes 
of the Group’s financial results during the period for which 
financial information has been made public to the date of the 
Prospectus. Furthermore, the Company is not aware of any 
measures regarding public, financial, fiscal or monetary policy, 
or other political actions that, directly or indirectly, have had 
or could have a significant impact on the Group’s operations 
and prospects for the current financial year. The Company’s 
financial performance is dependent on the development of the 
Pandemic.

Significant change in the Group’s financial position after 30 
June 2021 up to and including the date of the Prospectus
No significant changes in the Group’s financial position have 
occurred since 30 June 2021 up to and including the date of the 
Prospectus, except decrease of Cash and Cash equivalents by 
EUR 2.0 million.
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BOARD OF DIRECTORS
As of the date of the Prospectus, Occlutech’s Board of Directors consists of six members, including the chair of the board, elected 
up until the annual general meeting 2022. The Board of Directors shall consist of at least three members of which the majority 
is independent. The members of the Board of Directors shall be elected by the General Meeting of Shareholders, with the term of 
office lasting until the end of the next Annual General Meeting. All board members and senior executives can be contacted via the 
Company’s address in the section ”Addresses”.

MARIANNE DICANDER ALEXANDERSSON (BORN 1959)
Chair of the board

Education: Marianne Dicander Alexandersson holds a Masters 
in Chemical engineering from Chalmers University of Technology 
complemented with business studies.

Background: Marianne Dicander Alexandersson is a Swedish 
national with a broad business and leadership experience. She 
has many years of experience in the life science industry and 
from board work, including as CEO of Kronans Droghandel, 
Global Health Partner and the Sixth AP Fund, deputy CEO of 
Apoteket AB, and positions within quality and market develop-
ment at Pharmacia, Imperial Chemical Industries and Volvo. 

Current positions: Chair of the Board of Saminvest AB,  
Sahlgrenska Science Park AB and The Royal Swedish Academy 
of Engineering Sciences (IVA Väst). Board member of Linc 
AB and Promore Pharma AB and Oblique AB. Member of the 
Advisory Council of the Dental and Pharmaceutical Agency, TLV.

Prior positions (past five years): Board member of Xperentia 
AB, AdderaCare AB, Enzymatica AB (publ), Camurus AB, 
Praktikertjänst Aktiebolag and Recipharm AB (publ).

Holdings in the Company (including related parties): Marianne 
Dicander Alexandersson holds 42,780 shares and no share 
options in the Company.

URS CHRISTEN (BORN 1953)
Member of the board

Education: Urs Christen is a Laboratory chemist.

Background: Urs Christen is a Swiss national and is the founder, 
owner and CEO of the medical trading company Fumedica, 
which focuses on Interventional Cardiology, Structural Heart, 
Heart Surgery & General Surgery and has activities in Germany 
and Switzerland. He has extensive experience as chairman of 
the board of directors and as shareholder of various inter- 
national companies in the above-mentioned fields such as 
Jotec GmbH (sold to Cryolife in 2018) and New Valve Technology 
(acquired by Biosensors/Bluesail in 2020).

Current positions: Urs Christen is CEO & Chairman of the Board 
of Fumedica Switzerland & Germany. CEO & Chairman of the 
Board of Medira AG, Muri. Chairman of the Board of Valvetronic 
Technologies SA, Charbonnières. Member of the Board of & 
Vice President of Hotel Muri AG, Muri. Member of the Board of 
Muri Kultur. 

Prior positions (past five years): Chairman of the Board of 
Jotec AB, CEO and Chairman of the Board of NVT AG.

Holdings in the Company (including related parties): Urs 
Christen holds, via Fumedica AG, 2,903,760 shares and no 
share options in the Company.

BOARD OF DIRECTORS, SENIOR  EXECUTIVES 
AND  AUDITOR

Independent in relation to

Name Position Board member since 
The Company and its 

management Major shareholders

Marianne Dicander Alexandersson Chair of the Board 2021 Yes Yes

Urs Christen Board member 2020 No Yes

Mette-Marie Sonne Harild Board member 2021 Yes Yes

Helena Levander Board member 2021 Yes Yes

Michel E. Lussier Board member 2021 Yes Yes

Tor Peters Board member 2009 No No
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METTE-MARIE SONNE HARILD (BORN 1958)
Member of the board

Education: Mette-Marie Sonne Harild has a governance 
education from Copenhagen Business School and an Executive 
Master of Business and Economics in Change Management 
from Århus School of Business and Aarhus University. Executive 
education (advanced leader) from Wharton University School 
of the University of Pennsylvania. Medif – Mefa examination 
and is an educated Dentist from Copenhagen Dentist School. 
Furthermore, she has taken several courses in Marketing and 
Sales Management.

Background: Mette-Marie Sonne Harild is a Danish citizen and 
has worked in the pharma/medical industry for more than thirty 
years and was previously Regional Vice President ABGI & Nordic of 
Medtronic A/S. She was previously chair of AmCham Healthcare 
Committee and a board member if the Danish Chamber of Commer-
ce, including chair of the Life Science Board. Furthermore, she has 
experience as board member of KEA Advisory board and the Danish 
Business Development Board under the Ministry of Commerce.

Current positions: Mette-Marie Sonne Harild is a board member 
of Neurescue Aps and Qlife Holding AB

Prior positions (past five years): Mette-Marie Sonne Harild 
was previously chair of AmCham Healthcare Committee and 
a board member of the Danish Chamber of Commerce as well 
as chair of the Life Science Board for the Danish Chamber of 
Commerce. Furthermore, she was on the Danish Business 
Development Board under the Ministry of Commerce (Dansk 
Erhvervsfremmebestyrelse). Regional Vice President ABGI & 
Nordic i Medtronic A/S.

Holdings in the Company (including related parties): Met-
te-Marie Sonne Harild holds 6,420 shares and no share options 
in the Company.

HELENA LEVANDER (BORN 1957)
Member of the board

Education: Helena Levander holds a Masters in Finance and 
Economics from the Stockholm School of Economics.

Background: elena Levander is a Swedish national and a board 
professional with 20 years of experience from the banking and 
finance sectors as well as from corporate governance and 
board work in Sweden and Norway. She has served as Senior 
fund manager at SEB, Nordea Bank, and Odin Funds, and 
as CEO of NeoNet Securities AB and COO at NeoNet AB, an 
electronic equity trading platform. 

Current positions: Helena Levander is board member of 
Stendörren Fastigheter AB (publ), Rejlers AB (publ), Concordia 
Maritime AB (publ) and Pensare Grande AB. Chair of the Board 
of Lannebo Fonder AB, Factoringgruppen AB, CAROLINE 
SVEDBOM AB and Ativo Finans AB. Deputy board member of 
Spalten Vin & Gastronomi AB.

Prior positions (past five years): Chair of Medivir Aktiebolag 
and board member of Recipharm AB (publ), NeuroVive 
Pharmaceutical AB, Nordic Investor Services AB and Stampen AB.

Holdings in the Company (including related parties): Helena 
Levander holds 42,780 shares and no share options in the 
Company.

MICHEL E. LUSSIER (BORN 1956)
Member of the board

Education: Michel E. Lussier holds a Master of Science, Biomedical  
Engineering from the University of Montreal and a Master of 
Business Administration from INSEAD Business School.

Background: Michel E. Lussier is a Canadian national and a 
seasoned Med-tech and Cell Therapy serial entrepreneur with 
solid expertise in the field of Interventional Cardiology, Congestive 
Heart Failure Management and Digital Health both in North 
America and in Europe. He serves as the chairman/cofounder 
of Celyad SA, a public clinical stage company initially in the 
field of cell therapy for Congestive Heart Failure and currently 
Cancer (CAR-T). He has previously worked at Medtronic Inc and 
Volcano Corp, where he served as Group President. He has also 
worked at several start-up companies.  

Current positions: Chairman of Celyad Oncology SA (Euronext 
& Nasdaq: CYAD), iSTAR Medical SA and Gabi Smartcare SA. 
CEO of Medpole Ltd. Gerant on MEL Management.

Prior positions (past five years): CEO of Metronom Health.

Holdings in the Company (including related parties): Michel 
E. Lussier holds 42,780 shares and no share options in the 
Company.

TOR PETERS (BORN 1960)
Member of the board

Education: Tor Peters hold a Bachelor of Science from the 
University of Lund and a Master of Business Administration 
from IMD in Switzerland

Background: Tor Peters is a Swedish national with over 30 
years of experience in senior positions at various med-tech 
companies, including BOC Ohmeda, Novo Nordisk, Scimed  
and Boston Scientific. He is the founder of several med-tech 
ventures and in 1996 co-founded JOMED, an innovative 
European interventional cardiology company, achieving the 
largest global med-tech IPO in 2000. He joined Occlutech in 
2005 and held the position of Group CEO from 2009 to 2017 
and Co-CEO from 2018 to 2020.

Current positions: Board member of SIC Invent Switzerland, 
CEO for Syntach AG, Switzerland and chairman of the Board, 
NOLabs AB.

Prior positions (past five years): -

Holdings in the Company (including related parties): Tor 
Peters holds 26,209,433 shares and 57,480 shares options in 
the Company. 
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SENIOR EXECUTIVES

Name Position Employed since

Sabine Bois CEO 2014

Lars Wadell CFO 2021

Oshri Budana Global Head of Operations 2019

Stefan Kleidon VP Sales & Marketing 2014

Jannie Hestehave VP People & Culture 2021

Anders Clemensson VP Supply Chain 2021

Frank Dallmann VP R&D 2021

Peter Alfvegren Interim CIO 20211 

1) Consultant to the Company.

SABINE BOIS (BORN 1980)
CEO 

Education: Sabine Bois holds a Master’s in 
Business Administration in Entrepreneurship 
and Finance from University of Wuppertal.

Background: Sabine Bois has over 15 years’ experience in the 
Biotech/Med-tech industry. She supported the foundation of  
several successful start-ups and co-founded a biotech company 
in 2007. After selling the company in 2013 she joined Occlutech 
in 2014 as CFO and was appointed as Co-CEO in 2018.  

Current positions: -

Prior positions (past five years): -

Holdings in the Company (including related parties): Sabine Bois 
holds 399,040 shares and 143,680 share options in the Company.

LARS WADELL (BORN 1959)
CFO 

Education: Lars Wadell has a degree in 
Finance and International Business from 
the Stockholm School of Economics. 

Background: Lars Wadell has extensive 
experience in financial leadership within rapidly expanding 
international and multi- 
cultural organizations within the Life Science, Healthcare & 
Care, and IT industries. Before joining Occlutech, he served as 
CFO at TFS Trial Form Support International AB. Prior experience 
includes being Deputy CEO and CFO at Svar Life Science, CFO 
at Ambea AB, and Group Controller at Intentia AB (publ).

Current positions: Holder of Sole Proprietorship, LW Financial 
Management.

Prior positions (past five years): CFO in TFS International 
AB and CFO and Deputy CEO in Svar Life Science AB. Board 
Member of Wiselab AB and TFS International AB.

Holdings in the Company (including related parties): Lars  
Wadell holds no shares and 57,480 share options in the Company.

OSHRI BUDANA (BORN 1975)
Global Head of Operations

Education: Oshri Budana studied Bachelor’s 
in Business/Managerial Economics at 
the Open University in Israel.

Background: Oshri Budana has extensive international business 
development expertise and more than 20 years’ experience in 
building and managing cross-functional teams and companies 
in different industries.

Current positions: -

Prior positions (past five years): -

Holdings in the Company (including related parties): Oshri 
Budana does not hold any shares or share options in the 
Company.

STEFAN KLEIDON (BORN 1972)
VP Sales & Marketing

Education: Stefan Kleidon graduated 
from Kassel University as Economist for 
Marketing and Business incorporation.

Background: Stefan Kleidon has worked for 20 years in Sales & 
Marketing in the Med-tech Industry and held various management 
positions at global players as well as start-up companies. He 
has a track record of successful business development and 
market access projects, in which he successfully launched new 
therapy options.

Current positions: -

Prior positions (past five years): -

Holdings in the Company (including related parties): Stefan 
Kleidon holds no shares and 114,950 share options in the 
Company. 
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JANNIE HESTEHAVE (BORN 1961)
VP People & Culture

Education: Jannie Hestehave has an Ex-
ecutive MBA in Business Administration 
from AVT Business School, Copenhagen.

Background: Jannie Hestehave has experience from previous 
positions as strategic, commercial Global HR Director and 
business partner.

Current positions: -

Prior positions (past five years): Jannie Hestehave was 
previously Global HR Director for the Clinical Diagnostics 
Division of Thermo Fisher Scientific.

Holdings in the Company (including related parties): Jannie 
Hestehave holds no shares or share options in the Company.

ANDERS CLEMENSSON (BORN 1963)
VP Supply Chain

Education: Anders Clemensson holds 
a MSc. in Mechanical Engineering from 
Chalmers University of Technology in 
Gothenburg, Sweden.

Background: Anders Clemensson has more than 25 years of 
international experience in the major areas of Supply Chain 
and Operations Management and an extensive knowledge in 
operations, projects, processes.

Current positions: Board member and CEO of Springaren 
Management AB.

Prior positions (past five years): Anders Clemensson was 
previously COO for Stacke Hyddraulik AB and Operations 
Manager for AssaAbloy OEM AB. 

Holdings in the Company (including related parties): Anders 
Clemensson holds no shares or share options in the Company. 

 

FRANK DALLMANN (BORN 1969)
VP R&D

Education: Frank Dallman holds a 
Dipl.-Ing. in mechanical engineering, 
design and product development from 
the Technical University in Dresden.

Background: Frank Dallmann has more than 20 years of 
international experience in Research and Development of 
medical devices.

Current positions: -

Prior positions (past five years): Frank Dallmann was  
previously Head of Shoulder Development at Mathys Ltd. 
Bettlach in Switzerland and Germany.

Holdings in the Company (including related parties): Frank 
Dallman holds no shares or share options in the Company.

PETER ALFVEGREN (BORN 1967)
Interim CIO

Education: Peter Alfvegren has  
conducted studies in economics and 
logistics, Linnaeus University, Växjö, 
Sweden.  
 

Background: More than 25 years’ experience in consulting, 
business development and management in Scandinavia, 
Europe and in the US.

Current positions: Board member of Anchor Management BPM 
Aktiebolag and ANCHOR MANAGEMENT ITG AB.

Prior positions (past five years): Board member of Jepeca 
AB and deputy board member for Anchor Management BPM 
Aktiebolag.

Holdings in the Company (including related parties): Peter 
Alfvegren holds no shares or share options in the Company. 

OTHER INFORMATION ON THE BOARD OF DIRECTORS 
AND SENIOR EXECUTIVES
There are no family ties between any of the board members or 
senior executives. None of the Company’s board members or 
senior executives have any private interests that could conflict 
with those of the Company. However, as described above, 
several board members and senior executives have financial 
interests in the Company through their shareholdings. None 
of the board members or senior executives have been chosen 
or elected as a result of a specific arrangement with major 
shareholders, customers, suppliers or other parties.

JOMED was an international medical device company that was 
co-founded by Occlutech’s majority shareholder Tor Peters. The 
company focused on developing and marketing products for 
interventional cardiology, such as stent systems and related 
equipment. In 2003 the company acknowledged that it had 
reported too high earnings for 2001 and 2002. This resulted in 
resignations from the finance chief and later the CEO and chair 
of the board, Tor Peters, as well as bankruptcy proceedings by 
company creditors. The Swedish Economic Crime Authority 
initiated an investigation regarding Tor Peters for accounting 
violations in 2005, however the case was dismissed in 2007.
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None of the board members or senior executives in the 
Company have during the past five years, (i) been a represen-
tative of a company which has been declared bankrupt, put 
into liquidation or undergone corporate structuring, (ii) been 
subject to accusations or convicted in fraud-related offences, 
(iii) been subject to accusations or sanctions by statutory or 
regulatory authorities (including recognized bodies) or (iv) been 
disqualified by a court from acting as a member of a company’s 
administrative, managing or supervisory body or from acting in 
the management or conduct affairs of any issuer.

AUDITOR
Deloitte AG, Zurich, Switzerland, an audit firm recognized and 
supervised by the Swiss Federal Audit Oversight Authority 
(FAOA) is the Group’s auditor since the Annual General Meeting 
2021. Matthias Gschwend is the lead auditor and is a certified 
public accountant. Matthias Gschwend is a member of 
EXPERTsuisse: the Swiss Expert Association for Audit, Tax and 
Fiduciary. Baker Tilly OBT AG was the Company’s auditor for 
the period 2018 to 2020, with Daniel Schweizer as lead auditor. 
Daniel Schweizer is a certified auditor and a member of Expert 
Suisse AG. The historical financial information presented in the 
Prospectus has been audited by Deloitte AG.  Together, Deloitte 
and Baker Tilly OBT AG have been auditors during the periods 
covered by the historical financial information in the Prospectus. 
Baker Tilly OBT AG’s address is Hardturmstrasse 120, 8005 
Zurich, Switzerland. 
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INTRODUCTION
Occlutech Holding AG is a Swiss limited liability incorporated 
in Canton Schaffhausen and formed and registered with the 
official Companies Register of the Canton of Schaffhausen  
(Ge. Handelsregisteramt des Kantons Schaffhausen), 
Switzerland on 12 December 2000 under the registration 
number CHE-101.329.851. The Company’s LEI code is 
506700J4B7X08Z441476 and the legal seat is in Schaffhausen. 
The Company’s registered commercial name is Occlutech 
Holding AG. The Company has applied for listing of its SDRs 
on Nasdaq First North Premier Growth Market. In Switzerland, 
all companies limited by shares (Ger. Aktiengesellschaft (AG) or 
Gesellschaft mit beschränkter Haftung (GmbH)) are subject to 
the corporate governance rules derived from the Swiss Code of 
Obligations, and, if applicable, the rules of the relevant Swiss or 
foreign stock exchange. Following the listing of the Company’s 
SDRs on Nasdaq First North Premier Growth Market the 
corporate governance in respect of the Company will therefore 
governed by both Swiss and Swedish laws and regulations as 
well as the Company’s articles of association, organizational 
regulations and internal policies. 

SWEDISH CORPORATE GOVERNANCE CODE 
Following the listing on Nasdaq First North Premier Growth 
Market, the Company will apply Nasdaq First North Growth 
Market’s Rule Book and the Swedish Corporate Governance 
Code (the “Code”). Companies do not have to comply with all 
of the rules in the Code, instead these Companies have the 
possibility of choosing alternative solutions that they consider 
better suited to their particular circumstances, provided that 
any deviations are presented, that the alternative solution is 
described and that the reasons are explained in the corporate 
governance report the, “comply or explain principle”. Any 
deviations from the Code will be reported in the Company’s 
corporate governance report, which the Company will prepare 
for the first time in connection with the annual report for the 
financial year 2021. At the present time, the Company has 
identified the following deviations from the Code.

The shareholders’ meeting
The company deviates from this point in the following respects.

The directors of the board are entitled to attend the general 
meeting even if this is not a requirement under Swiss law or the 
Company’s articles of association. However, the auditors must 
be present at the general meeting if the financial statements 
are to be discussed at the general meeting.1 The nomination 
committee has no authority to propose the chairman of 
the general meeting, nor does such a proposal need to be 
mentioned in the notice of meeting.2 Neither Swiss law nor the 
Company’s articles of association impose any restrictions on 
who may be appointed to verify and sign the minutes of the 
shareholders’ meeting.3

1) See point 1.2 of the Code.
2) See point 1.3 of the Code.
3) See point 1.4 of the Code.
4) See point 2.1 of the Code.
5) See point 2.2 of the Code.
6) See point 2.3 and 2.4 of the Code.
7) See point 2.5 of the Code.
8) See point 2.6 and 2.7 of the Code.

The nomination committee
There is no explicit requirement for the nomination committee 
to take count of the breadth and versatility of the board or to 
strive for gender balance. Instead, the nomination committee 
has a general obligation to propose the most suitable persons 
for the position. The nomination committee has no authority 
to propose the election and remuneration of the auditor. The 
nomination committee’s proposals are submitted to the board 
of directors and not to the general meeting of shareholders.4  
Mandatory Swiss law provides that the members of the nomi-
nation committee are appointed by the general meeting, while 
the chairman of the nomination committee is appointed by the 
board of directors. It falls outside of the powers of the general 
meeting of shareholders to provide instructions to the nomina-
tion committee.5 The general meeting appoints the members 
of the nomination committee individually for a one-year term 
ending at the next annual general meeting. Re-election is 
permitted. The nomination committee shall consist of at least 
three members; only members of the board of directors may 
be appointed. There are no independence requirements for the 
members of the nomination committee.6 There is no obligation 
for the Company to submit proposals for the election of the 
nomination committee at least six months before the annual 
general meeting. Instead, the Company must, in accordance 
with Swiss law and the Company’s articles of association, 
submit these proposals no later than 20 days before the annual 
general meeting. Swiss law or the articles of association do not 
impose any obligation on the Company to inform the market if a 
member leaves the nomination committee. Shareholders have 
no right to submit proposals to the nomination committee.7  
Neither Swiss law nor the articles of association require the 
proposals of the nomination committee to be presented in the 
notice of general meeting and on the Company’s website. Nor 
is it required that the nomination committee submit a reasoned 
opinion regarding its proposal for the board of directors with 
regard to the requirements concerning the composition of the 
board contained in Code rule 4.1. Nor is the Company required 
to justify proposals if the outgoing chief executive officer is 
nominated for the post of chair if this takes place in close 
connection with the termination of his or her mandate. The no-
mination committee does not have to explain the performance 
of its work or any other aspect of its activities to any corporate 
body other than the board of directors.8 

The size and composition of the board
According to the articles of association, the board of directors 
shall consist of at least three members, the majority of whom 
shall be independent. The general meeting is free to elect the 
board in accordance with the requirements of the articles of 
association. Neither Swiss law nor the articles of association 
require a gender balance on the board. Neither Swiss law or the 
articles of association provide for any limitation on the number 
of board members elected by the general meeting who may 
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be members of the management of the Company or of the 
management of the Company’s subsidiaries.1

Board procedures
The Company’s internal regulations stipulate that at least one 
member of the risk and audit committee shall be knowledgea-
ble in financial and accounting matters. However, there is no 
requirement for independence.2 Swiss law does not provide for 
any reporting requirement with regard to the internal control 
system.3 Neither Swiss law, the articles of association nor the 
Company’s internal regulations require the board of directors to 
meet with the Company’s auditor at least once a year, without 
the presence of the chief executive officer or any other member 
of senior management.4 There is no requirement for the board 
of directors to ensure that the Company’s six- or nine-month 
report is reviewed by the Company’s auditor.5

Evaluation of the board of directors and the chief executive officer
The board of directors may carry out internal evaluations; 
however, there is no formal evaluation procedure under the 
Company’s internal regulations. Nor is such a procedure 
prescribed by Swiss law or the articles of association.6 There 
is no requirement for the board of directors to evaluate the 
performance of the chief executive officer.7

Remuneration of the board and executive management 
Under Swiss law, the principles of remuneration are laid down 
in the articles of association.8 There is no formal independence 
requirement for the members of the remuneration committee 
in respect of members elected by the general meeting, nor 
are there any formal rules on the use of external contractors 
under Swiss law, the articles of association or the Company’s 
internal regulations. However, the members of the remuneration 
committee and, in general, the members of the board of 
directors are obliged to observe a duty of care and diligence in 
relation to the Company.9

SWISS LAW AND THE COMPANY’S ARTICLES  
OF ASSOCIATION

Business objects and financial year
The purpose of the Company is the holding of shares in other 
domestic and foreign companies, in particular in those companies 
who are active in the area of medical need for assistance; 
and the investment of financial resources in such companies. 
Furthermore, the Company may engage in all activities, which 
are appropriate to serve or to facilitate the development of the 
Company and the achievement of the purpose of the Company. 
The Company may acquire, encumber and sell real estate in 
Switzerland and abroad. The Company may establish domestic 
and foreign branches and subsidiaries and participate in other 

1) See point 4.1 and 4.3 of the Code.
2) See point 7.2 of the Code.
3) See point 7.4 of the Code.
4) See point 7.5 of the Code.
5) See point 7.6 of the Code.
6) See point 8.1 of the Code.
7) See point 8.2 of the Code.
8) See point 9.1 of the Code.
9) See point 9.2 and 9.3 of the Code.

domestic and foreign companies. The financial year of the 
Company shall be the calendar year. 

General meetings of shareholders
Under Swiss law (and also article 3 of the Company’s articles 
of association), the general meeting of shareholders is the 
Company’s supreme body. Under Swiss law, an annual general 
meeting of shareholders must be held within six months after 
the end of a company’s preceding financial year. In the case 
of the Company, this means an annual general meeting of 
shareholders must be held on 30 June the latest of each year 
following the respective financial year.

Shareholders’ meetings may be convened by the Board of 
Directors or, if necessary, by the Company’s independent 
auditors. A general meeting may also be convened by one or 
more shareholders together representing at least 10 per cent of 
the share capital. Article 3.1 of the articles of association also 
states that a general meeting may be called upon a demand 
of one or more shareholders representing at least 10 per cent 
of the share capital or holding nominal values in the amount of 
three per cent of the capital.

Notices to shareholder meetings
According to Article 3.1 of the articles of association, the 
general meeting of shareholders shall be called by the Board of 
Directors or, if necessary, by the auditors or the liquidators. The 
general meeting of shareholders takes place at the seat of the 
Company or at another place to be determined by the convening  
corporate body and shall be called at least twenty days prior to 
the day of the meeting. The invitation has to state the agenda 
items as well as the motions of the Board of Directors and of 
the shareholders who have requested to have a general meeting 
of shareholders or the inclusion of an item in on the agenda. 
The business report and the audit report must be submitted for 
examination by the shareholders at the registered office of the 
Company at least twenty days prior to the date of the ordinary 
general meeting of shareholders. Reference to such submission 
and to the shareholders’ right to request the conveying of 
these documents to them shall be included in the invitation to 
the general meeting of shareholders. No resolutions may be 
passed on agenda items which have not been duly announced, 
with the exception of shareholder motion for the calling of an 
extraordinary general meeting of shareholders or the initiation 
of a special audit and the appointment of auditors. 

Shareholders or their proxies, representing the total issued 
share capital, may, if no objection raised, hold a general meeting 
of shareholders without observing the formalities laid down for 
calling such a meeting, a so-called ”universal general meeting of 
shareholders”. As long as the owners or proxies of all the shares 
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are present, all items falling within the scope of business of the 
general meeting of shareholders may be validly discussed and 
decided upon at such meeting. 

Right to attend general meetings
Each shareholder is entitled to attend and represent hers/his 
shares at the general meeting of shareholders. Further, each 
shareholder may be represented at the general meeting of 
shareholders by any other shareholder or third person who is 
authorized by a written power of attorney. 

Shareholder’s rights
Under Swiss corporate law, the following shareholder rights 
apply: (i) the right to ask relevant questions and to get an 
answer at a general meeting of shareholders; (ii) the right to 
inspect the company’s books or to ask a special investigation 
be conducted if there are reasons to believe that the Board of 
Directors or the management violated its duties (can only be 
forced if requested by shareholders holding at least ten percent 
of the share capital or voting rights (this is also included in the 
Company’s articles of association, under the revised Swiss 
corporate law, the threshold will be lowered to five percent), 
(iii) the right to receive financial statements and to inspect 
the minutes of the shareholders’ meeting, and (iv) the right to 
challenge a resolution taken by the shareholder(s). 

Shareholder initiatives
In accordance with Swiss corporate law and the Company’s 
articles of association, the Board of Directors is required to 
convene an extraordinary general meeting of shareholders if so 
resolved by a shareholders’ meeting or, pursuant to Article 3.1 
of the articles of association, in case one or more shareholders 
that together represent at least ten percent of the share capital, 
request the Board of Directors to do so by written notice stating 
the items and the motions. In such case, the extraordinary 
general meeting shall be called within four weeks as of the 
receipt of the respective request. 

NOMINATION AND REMUNERATION COMMITTEE 
In line with both Swiss corporate law and the Code, the Company 
shall have a nomination and remuneration committee, the 
purpose of which is to submit proposals to the shareholder in 
respect of the election of the chairman at general meetings, board 
members, including who should be chairman, remuneration to 
each board member as well as remuneration for committee 
work, election of and remuneration to the external auditors, and 
a proposal regarding changes to the instructions for the duties 
of the nomination and remuneration committee.

The Board of Directors decided on 6 July 2021 to establish a 
remuneration and nomination committee and to elect Marianne 
Dicander Alexandersson (Chair of the Committee), Mette-Marie 
Harild and Tor Peters as members of the remuneration and 
nomination committee.

BOARD OF DIRECTORS
The Board of Directors is entrusted with the headship of the 
Company as well as the supervision of the management. The 

Board of Directors represents the Company towards third 
parties and attends to all matters which are not allocated to 
another corporate body of the Company by law, the articles of 
association or the regulations. The members of the Board of 
Directors are elected by the general meeting of shareholders. 
Article 4.1 of the articles of association stipulates that the 
Board of Directors shall consist of at least three members of 
which the majority is independent. 

In accordance with Article 4.2 of the articles of association, 
to the extent permitted by law, the Board of Directors can, 
according to organizational regulations, delegate the manage-
ment of the Company or part thereof and the representation of 
the Company to individual members of the Board of Directors or 
to third parties who need not to be shareholders.

The Board of Directors has in particular the following non- 
delegable and inalienable duties: 

• ultimate management of the Company and the issuance of 
necessary directives; 

• establishment of the organization; 

• structuring of the accounting system and of the financial 
controls as well as the financial planning insofar as this is 
necessary to manage the Company; 

• appointment and removal of the persons entrusted with the 
management and representation and granting of signatory 
power; 

• ultimate supervision of the persons entrusted with the 
management, in particular in view of compliance with the 
law, the articles of association, regulations and directives;

• preparation of the business report as well as preparation of 
the general meeting of shareholders, and the implementing 
of its resolutions; 

• notification to the court in the case of over indebtedness; 

• passing of resolutions regarding the subsequent payment of 
capital with respect to non-fully paid-in shares; 

• passing of resolutions confirming increases in share capital 
and regarding the amendments to the articles of association 
entailed thereby; and

• examination of the professional qualifications of auditors in 
such cases where the appointment thereof is prescribed by law.

Conflicts of interests
When concluding legal transactions on behalf of the Company, 
a conflicted member of the Board of Directors, for example in 
the event of self-dealing, must not participate in the transaction 
except in cases of urgency. If, as a result, a valid decision 
cannot be taken, the transaction must be submitted to the 
shareholders’ meeting, which appoints one or more special 
representatives authorized to complete the transaction. 

Borrowing Powers
Neither Swiss law nor the articles of association restrict the 
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Company’s power to obtain external credit facilities. The decision 
to obtain such funding is made by or under direction of the Board 
of Directors, with no shareholders’ resolution being required. 

Statutory auditor, Risk and Audit committee 
Pursuant to Article 5 of the articles of association, the auditors, 
who shall be elected by the general meeting of shareholders each 
year, shall have the powers and duties vested in them by law. 

No members or persons who belong to the Board of Directors 
or who are employees of the company limited by shares can 
be elected as auditors. The term of office of the auditors shall 
be one year. The term shall expire on the date on which the 
auditors are required to present the final audit report to the 
general meeting. The auditors may be re-elected. It is the duty 
of the auditors to verify (1) that the annual accounts and, where 
applicable consolidated financial statements, comply with the 
legal provisions, the articles of association and the standard 
chosen for financial reporting; (2) the proposal of the board of 
directors to the general meeting on the distribution of balance 
sheet is in accordance with the law and the articles of association; 
(3) confirm that an internal control system is in place. The 
auditors must prepare a written report for the general meeting 
of shareholders concerning the annual accounts and annual 
report. If the auditors discover violations of the law or the 
articles of association during their audit, they must report this 
in writing to the Board of Directors and, in important cases, to 
the general meeting of shareholders. The auditors are subject 
to the duty of confidentiality except in respect of the members 
of the Board of Directors and the other auditors. 

The Board of Directors decided on 6 July 2021 to establish 
Risk and Audit Committee and to elect Helena Levander (Chair 
of the Committee) and Marianne Dicander Alexandersson as 
members of the committee.

SUMMARY OF DIFFERENCES OF SHAREHOLDER RIGHTS 
IN SWITZERLAND AND SWEDEN

Introduction
The purpose of the following information is to summarize the 
material differences of shareholder rights in Switzerland and 
Sweden.

The articles of association
The Company’s articles of association sets out the basic 
provisions in respect of the Company, such as the name of 
the Company, the share capital along with the objectives and 
powers of the Company. The Swedish Companies Act requires 
that the articles of association include, inter alia, provisions 
regarding matters to be dealt at the annual general meeting, the 
Company’s financial year, the limits regarding the number of 
shares and, if applicable, restrictions on transfer of share.

General meeting of shareholders
The general meeting of the shareholders is the supreme body 
of the Company. The provisions contained in the articles of 
association govern the general meetings of the shareholders and 
largely reflects the provisions in the Swedish Companies Act.

General meetings of the Company shall take place at the 
registered office of the Company. However, the Board of 
Directors have, in accordance with Article 3.3 in the articles of 
association, the right to determine another place for the general 
meeting. This differs from the Swedish Companies Act as a 
general meeting shall take place at the registered office of the 
Board of Directors or another location for general meetings 
which must be stated in the articles of association.

A general meeting shall, in accordance with Article 3.3 of 
the articles of association, be convened by summoning the 
shareholders by writing or in email, at the latest twenty days 
before the date of the meeting unless otherwise required. In  
accordance with the Swedish Companies Act and the applicable 
stock exchange rules, a notice for a Swedish company shall be 
published on the Company’s website and in the Official Swedish 
Gazette (Sw: Post- och Inrikes Tidningar) and an announcement 
regarding the general meeting shall be made in a newspaper. 
When the Company is listed on Nasdaq First North Premier 
Growth Market, notification of general meetings of shareholders 
will occur by publication on the Company’s website and in a 
press release distributed electronically. Registered shareholders 
may also be informed by email or post at the address supplied 
by the shareholder of the Company. Furthermore, when the 
Company is listed on Nasdaq First North Premier Growth 
Market, the Board of Directors is entitled to set a record date in 
the notice to the general meeting, which may not be more than 
one week before the date of the general meeting. If a record 
date is set, only those persons who can prove that they hold 
shares in the Company on the record date are entitled to attend 
the general meeting. In Sweden the record date for participation 
in general meetings is six business days prior to the date of the 
general meeting. The right for holders of Swedish shareholders 
to participate at general meetings will be determined by the 
Board of Directors and the custodian in conjunction with a 
general meeting, where such record date may not be more than 
one week before the date of the general meeting.

Under both Swiss law and the Swedish Companies Act, no 
quorum for the general meetings exists. However, the Swedish 
Companies Act prescribes quorum provisions for certain 
resolutions, which is the same in Switzerland.

Article 3.5 in the articles of association states that the general 
meeting of shareholders shall pass its resolutions and carry 
out its elections by absolute majority of the votes allocated to 
the shares represented, to the extent the law or the articles of 
association do not provide otherwise.

Resolutions regarding the election and removal of the members 
of the Board of Directors, the members of the Nomination 
and Remuneration Committee, the independent proxy and the 
auditors shall, in accordance with the Swedish Companies Act, 
be determined by simple majority. 

Shareholder’s rights and initiatives
In accordance with Swiss corporate law and the Company’s 
articles of association, the Board of Directors is required to 
convene an extraordinary general meeting of shareholders if so 
resolved by a shareholders’ meeting or, pursuant to Article 3.2 
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of the articles of association, in case one or more shareholders 
that together represent at least ten percent of the share capital 
or holding nominal values in the amount of 3 percent of the 
capital, request the Board of Directors to do so by written notice 
stating the items and the motions. In such case, the extraordi-
nary general meeting shall be called within four weeks as of the 
receipt of the respective request.

Right to attend general meetings
Each shareholder is entitled to attend and represent hers/his 
shares at the general meeting of shareholders. Further, each 
shareholder may be represented at the general meeting of 
shareholders by any other shareholder or third person who is 
authorized by a written power of attorney.

The representative has the same right to speak and ask ques-
tions at the general meeting as the shareholder he represents.

Nomination and Remuneration Committee
In line with both Swiss corporate law and the Code, as well as 
Article 4.5 of the articles of association, the Company shall 
have a nomination and remuneration committee, the purpose 
of which is to submit proposals to the shareholders in respect 
of the election of the chairman at general meetings, board 
members, including who should be chairman, remuneration of 
each board member as well as remuneration for committee 
work, election and remuneration of the external auditors, and a 
proposals regarding changes to the instructions for the duties 
of the nomination committee and remuneration.

Share register and Central Securities Depository
The Company is responsible for keeping the share register of 
the Company. The underlying shares are registered in a securities 
depository in accordance with Article 6 FISA. This register 
is maintained by SIX SIS AG, Basletstrasse 100, 4600 Olten, 
Switzerland. The ISIN code of the Company’s underlying shares 
is CH1134517494. The Company’s shares will be registered 
in the name of Skandinaviska Enskilda Banken AB (”SEB”) as 
a depository bank and Euroclear Sweden AB, the Swedish 
Central Securities Depositary, will be responsible for keeping 
a central securities depositary register in respect of the SDRs, 
in accordance with the Central Securities Depositories and 
Financial Instruments Accounts Act, (Sw: lag (1998:1479) om 
värdepapperscentraler och kontoföring av finansiella instrument). 

Share issues, change in share capital etc.
Share issuances may either be resolved by a general meeting 
or by the Board of Directors. Neither Swiss legislation nor the 
Company’s articles of association restrict the Company’s power 
to obtain funding. The decision to borrow funds is made by or 
under direction of the Board of Directors, with no shareholders’ 
resolution being required. 

Dividends
Resolutions on dividends are resolved at a general meeting. 
Dividends may be paid in any currency or any way in kind. 
However, the general meeting may not declare a dividend higher 
than that recommended by the Board of Directors. For more 

information regarding the right to dividend, refer to the section 
”Share capital and ownership structure - Right to dividend”.

CEO
According to Swiss corporate law, the articles of association 
may stipulate that the management and representation may 
be delegated by the general meeting of shareholders or the 
Board of Directors to one or more persons, members of the 
Board of Directors or third parties who need not be members of 
the company limited by shares. The Board of Directors has in 
particular the non-delegable and inalienable duty to appoint and 
remove the CEO and the other members of the management. 

INTERNAL CONTROL
The Board of Directors is responsible for the overall supervision 
and control of the Group and its management. The Board of 
Directors in particular monitors compliance with applicable 
law and regulations. The Board of Directors has established 
an internal control and risk management system which 
ascertains compliance of the Company’s business activities 
with applicable law, the organisational regulations and best 
practice. The risk and audit committee supports the Board of 
Directors in its supervisory function, in particular with respect 
to the completeness of the annual closing of accounts and 
financial statements, the compliance with legal requirements, 
the analysis of the qualification of the external auditors as well 
as the performance of the external auditors. The CEO and the 
senior executives are supervised by the Board of Directors 
and its committees in their respective fields. The CEO informs 
the Board periodically, and at each meeting, about the general 
progress of business of the Group and about noteworthy 
transactions and decisions that he or she has made.

REMUNERATION TO THE BOARD OF DIRECTORS, THE CEO 
AND OTHER SENIOR EXECUTIVES
Remuneration to the Board of Directors and the senior 
executives
Following completion of the Offering and listing of the SDRs, 
the Company will be subject to the Swiss Regulation regarding 
Ordinance against Excessive Compensation in Public Companies 
(the ”Compensation Ordinance”).

The Compensation Ordinance contains a ”say on pay” approval 
mechanism for the remuneration of the Board of Directors 
and the senior executives pursuant to which the shareholders’ 
meeting must vote on the maximum compensation of the 
Board of Directors and the senior executives on an annual basis 
and with binding effect. In accordance therewith, the articles 
of association provide that the shareholders’ meeting of the 
Company must, each year, vote separately on the proposals 
by the Board of Directors regarding the maximum aggregate 
amount of:

i. fixed and variable remuneration for the members of the 
Board of Directors for the term of office ending at the next 
ordinary annual shareholders’ meeting; 

ii. fixed and variable remuneration for the members of the 
senior executives for the following financial year; and
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iii. remuneration of any Advisory Board for the term of office 
until the next ordinary annual shareholders’ meeting.

The Board of Directors may submit proposals to the sharehol-
ders’ meeting on the levels of remuneration or elements of the 
compensation for other time periods or proposals regarding 
additional elements of compensation.

Where the shareholders’ meeting refuses approval, the Board 
of Directors may put forward new proposals for approval at 
the same shareholders’ meeting, convene an extraordinary 
shareholders’ meeting. As far as a total amount approved for 
the compensation of the senior executives is insufficient to 
compensate members of the senior executives appointed after 
the resolution of the general meeting of shareholders until 
the beginning of the following approval period, the Company 
may use per person an additional amount of not more than 25 
percent of the previously approved maximum total amount of 
the compensation of the senior executives for the respective 
approval period. The general meeting of shareholders does not 
vote on the used additional amount. 

The Compensation Ordinance further requires the Company 
to set forth in its articles of association the principles for the 
determination of the remuneration of the Board of Directors and 
the senior executives. These principles have been included in 
article 4.4 of the articles of association. 

The Compensation Ordinance also contains remuneration 
disclosure rules. Pursuant to these rules, the Company will 
be required to prepare an annual remuneration report for the 
first time for the financial year ending 31 December 2021. The 
Company intends to include the compensation report in its 
annual report. The remuneration report will include, inter alia, 
the individual and aggregate remuneration for the members of 
the Board of Directors and the aggregate remuneration for the 
members of the senior executives, as well as the amount for 
the highest paid member of the senior executives. 

The Compensation Ordinance generally prohibits certain types 
of remuneration to the members of the Board of Directors 
and the senior executives, such as severance pay and golden 
parachutes. As part of the reform of Swiss corporate law, the 
list of inadmissible remuneration will be expanded with any 
compensation based on non-compete clauses that exceed 
the average compensation of the preceding three financial or 
any compensation based on a non-compete clause that is not 
justified in terms of business. Moreover, any compensation paid 
which is not at arms’ length in connection with a previous board 
activity will become inadmissible. 
Guidelines for remuneration to the Board of Directors and 
senior executives
The members of the Board of Directors, the senior executives 
and any Advisory Board are entitled to remuneration commen-
surate with their activities. The remuneration may be paid by 
the Company or by a subsidiary provided it is covered by the 
maximum total remuneration approved by the shareholders. 
The remuneration of the members of the Board of Directors, the 
senior executives and any Advisory Board shall be reasonable, 
competitive and performance-oriented and shall be consistent 

with the strategic objectives and performance of the Group. 
Furthermore, the members of the Board of Directors and 
any Advisory Board are paid a fixed remuneration and other 
applicable elements of remuneration that are not dependent  
on performance. The Company may pay to the members of  
the Board of Directors and any Advisory Board a performance- 
related compensation. Remuneration of the members of the 
senior executives consists of a fixed compensation and may be 
complemented by a performance component. 

The amount of the performance remuneration paid to the 
members of the Board of Directors, the senior executives and 
any Advisory Board depends on the qualitative and quantitative 
targets and parameters defined by the Board of Directors. The 
Board of Directors defines and assesses the targets and their 
achievement or delegates this task to the Nomination and 
Remuneration Committee. The competence to determine the 
qualitative and quantitative targets and parameters is set out in 
the Company’s Organizational Regulations.

The fixed compensation and any performance remuneration 
may be paid in cash or by allocating equity instruments, 
conversion or option rights or other rights to equity instruments.

The amount of the performance-related compensation of a 
member of the Board of Directors, the senior executives or 
any Advisory Board shall, as a rule, not exceed 200 percent of 
the fixed compensation of such member. The details of the 
performance-related compensation of the members of the 
Board of Directors, the senior executives and any Advisory 
Board shall be set forth by the Board of Directors.
The Board of Directors determines the respective amounts of 
remuneration within the respective remuneration framework 
approved by the General Meeting of Shareholders upon 
proposal of the Nomination and Remuneration Committee.

As part of the compensation of members of the Board of 
Directors, the senior executives and any Advisory Board, the 
Company may also allocate equity securities, conversion rights, 
option rights or other rights with equity securities as underlying. 
In case of an allocation of equity securities, conversion rights, 
option rights or other rights with equity securities as underlying, 
the amount of the compensation is equal to the value of the 
securities or, respectively, the rights allocated, determined as at 
the time of the allocation in accordance with generally accepted 
valuation methods. The Board of Directors may determine 
blocking periods for holding the securities or, respectively, the 
rights and may determine when and to what extent entitled 
persons acquire an entitlement that is neither subject to 
conditions nor requirements and under which terms and 
conditions blocking periods laps and entitled persons acquire 
promptly an entitlement that is neither subject to conditions 
nor requirements (e.g. in case of a change of control, a material 
restructuring or in case of certain forms of termination of an 
employment agreement). Details are to be determined by the 
Board of Directors.

Reimbursement of expenses does not qualify as remuneration. 
The Company may pay members of the Board of Directors and 
the persons whom the Board of Directors has entrusted with 
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the executive management a reimbursement for expenses in 
the form of and amount of lump-sum expenses recognized for 
tax purposes.

The allocation of equity securities, conversion rights, option 
rights or other rights with equity securities as underlying that 
members of the Board of Directors, the senior executives and 
any Advisory Board receive in their function as shareholders of 
the Company (e.g. subscription right within a capital increase or 
option rights within a capital reduction) shall not be regarded as 
compensation and is not subject to this provision.

Compensation to members of the Board of Directors, the 
senior executives and any Advisory Board may also be paid by 
other group companies, namely for services provided to these 
other group companies. The Board of Directors determines the 
remuneration based on market rates for such services.

Agreements related to compensation 
Pursuant to article 4.8 of the articles of association, fixed-term 
employment and mandate agreements stipulating the 
remuneration of members of the Board of Directors, the senior 
executives (or any advisory board if in place) shall not exceed a 
term of one year. The notice period for open-ended employment 
and mandate agreements with members of the Board of 
Directors, the senior executives or any advisory board shall not 
exceed six months. 



106 Occlutech Holding AG

EUR
Salaries and other 

 remuneration/board fees
Variable  

remuneration
Pension  

costs
Other  

remuneration Total

Board of Directors in 2020

Christan Risch 16,904 - - - 16,904

Reto Garzetti - - - - -

Toru Takamiya - - - - -

Tor Peters 328,653 51,623 31,020 0 411,296

Urs Christen - - - - -

Board of Directors in total 345,557 51,623 31,020 0 428,200

Senior executives*

Sabine Bois 207,707 188,370 7,701 - 403,778

Other senior executives (four people in total) 264,555 268 696 - - 533,251

Total senior executives 472,262 457 066 7,701 0 937,029

Total Board of Directors and senior executives 817,819 508,689 38,721 0 1,365,229

*Tor Peters, Sabine Bois, Patrick Schnegelsberg, Oshri Budana and Stefan Kleidon.

Terms of employment for the CEO and other senior executives
The CEO receives a fixed annual salary of EUR 224,000, a bonus 
of EUR 50,000 and variable remuneration. The notice period for 
both the CEO and the Company is two months. The CEO is not 
entitled to a contractual severance pay.

Senior executives employed in Sweden receive a fixed salary 
of between SEK 100,000 and 140,000 per month and senior 
executives who are employed in the rest of Europe receive a 
monthly salary of between EUR 10,400 and EUR 15,000 per 
month. One of the Company’s senior executives is employed 
on a consulting basis and receives a fixed consulting fee every 
month.

The notice period for both some of the senior executives and 
the Company varies between one and seven months due to the 
fact that the usual statutory notice periods are applied. Two of 
the senior executives have a mutual notice period vis-à-vis the 
Company of three months and six months, respectively. The 
senior executives are entitled to variable remuneration depending 
on the level within the Group or levels of performance and / or  
performance measures. 

AUDIT
Pursuant to Article 5 of the articles of association, the auditors, 
who shall be elected by the general meeting of shareholders each 
year, shall have the powers and duties vested in them by law. 

No members or persons who belong to the Board of Directors 
or who are employees of the Company can be elected as 
auditors. The auditors are appointed for one year. It is the 
responsibility of the auditors to examine the Company’s 
financial accounts, inventories, income statement and other 
financial statements fairness, accuracy and reliability, and to 
assess whether they present a true and fair view of the financial 
position and results of operations of the Company. The auditors 
shall draw up a written report to the Annual General Meeting on 
the financial statements and the annual accounts. The auditor 
examines whether: 

1. the annual accounts and, if applicable, the consolidated 
accounts comply with the statutory provisions, the articles 
of association and the chosen set of financial reporting 
standards;

2. the motion made by the board of directors to the general  
meeting on the allocation of the balance sheet profit 
complies with the statutory provisions and the articles of 
association; and

3. there is an internal system of control. 

Remuneration in 2020 
The table below presents the remuneration paid during the 2020 financial year to board members in Occlutech Holding AG.
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GENERAL INFORMATION
One (1) SDR represent one (1) underlying share in Occlutech 
Holding AG and the SDRs are issued in SEK. Occlutech Holding 
AG has one share class with each share carrying equal rights. 
The Company’s share capital, as at 30 June 2021, amounted 
to CHF 5,346,478.00 and is divided into 53,464,780 registered 
shares with a par value of CHF 0.10 each. All shares in the  
Company are denominated in CHF and fully paid. The 
underlying shares in the Company are governed by the laws 
of Switzerland and the SDRs will be issued in accordance 
with Swedish law. All of the shares and the SDRs are freely 
transferable. 

No public takeover bid has been made for the offered shares 
during the current or preceding financial year. The ISIN-code for 
the Company’s SDRs is SE0016828818.

CERTAIN RIGHTS ASSOCIATED WITH THE SDRS AND THE 
UNDERLYING SHARES

Preferential rights to new shares, etc.
Swiss law provides that any share issue, whether for cash or 
non-cash consideration, is subject to the prior approval of the 
shareholders at a shareholders’ meeting. Shareholders have 
certain pre-emptive or advance subscription rights (Ge. Bezugs- bzw. 
Vorwegzeichnungsrechte) to subscribe for new issues of shares, 
warrants, convertible bonds, or similar debt instruments with 
option rights in proportion to the nominal amount of shares 
held. As follows from the Swiss Code of Obligations (”CO”), 
subject to the special quorums that apply with respect to 
capital increases of the Company during a certain period of 
time, a resolution adopted at a shareholders’ meeting by a 
qualified majority of two-thirds of the votes represented and the 
absolute majority of the nominal value of the shares represented 
may repeal, limit or suspend pre-emptive rights or advance 
subscription rights in certain limited circumstances.

Voting Rights
Each share registered in the share register with voting rights 
grants entitlement to one vote in the Company’s shareholders’ 
meeting. SDR holders will be given the opportunity to exercise 
their votes in accordance with their underlying shares via SEB.

Balances in the event of liquidation
The Company may be dissolved at any time by a resolution  
of a shareholders’ meeting which must be passed by a super- 
majority of two-thirds of the votes represented and the absolute 
majority of the nominal value of the shares represented at such 
shareholders’ meeting. Dissolution and liquidation by court 
order is possible if: (i) a company becomes bankrupt; or (ii) 
shareholders holding at least 10 percent of a company’s share 
capital so request for valid reasons. Following satisfaction of all 
debts, the net proceeds of the liquidation will be distributed to 
the shareholders.

Rights to dividends
All shares and SDRs in the Company carry economically 
equivalent rights to dividends and to the Company’s assets and 

any surplus in the event of liquidation, as regulated in the terms 
and conditions of the SDRs. Dividends may be paid only if the 
Company has sufficient distributable profits from prior years or 
sufficient free reserves to allow the distribution of a dividend. 
Swiss law requires that a company retains at least 5 percent 
of its annual net profits as general reserves for so long as 
these reserves amount to no less than 20 percent of its paid-in 
nominal share capital. 

The proposal of the Board of Directors to distribute dividends 
requires the approval of the shareholders’ meeting. Further-
more, the Company’s auditors must confirm that the dividend 
proposal by the Board of Directors conforms to law and the 
articles of association. Dividends that have not been collected 
by the shareholders within five years after the due date 
prescribed under Swiss law are allocated to the Company’s free 
reserves. Unless otherwise stated by the shareholders’ meeting, 
dividends are usually due and payable no sooner than three 
days after the shareholders’ resolution relating to the allocation 
of profit has been passed.

Conversion rights
In accordance with Article 2.7. of the articles of association, 
the General Meeting of Shareholders may convert shares into 
bearer shares and vice versa by means of an amendment of the 
articles of association. 

Shareholder’s Right to bring Derivative Actions
Under the Swiss Code of Obligations (’’CO’’), an individual 
shareholder may bring an action in its own name, for the benefit 
of the Company, against the Company’s directors, officers or 
liquidators, which seek to allow the Company to recover any 
damages it has suffered due to the intentional or negligent 
breach by such directors, officers or liquidators of their duties.

Transfer of shares and transfer restrictions
In accordance with Article 2.8 of the articles of association, 
the registration of acquirers of shares as shareholders with 
voting rights is in any case subject to the approval by the Board 
of Directors. A person who has acquired shares will, upon 
application, be entered in the share register as shareholder with 
voting right, provided that he or she expressly states that he or 
she has acquired the shares concerned in his or her own name 
for his or her own account. 

Any person not providing such statement will be registered as 
nominee into the share register without restriction with voting 
rights up to a maximum of 2 percent of the outstanding share 
capital at the time, beyond this limit, however, only if he or 
she declares in writing that he or she is prepared to disclose 
the name, address and shareholding of any person for whose 
account he or she is holding shares and he or she immediately 
discloses this information in writing upon first demand. 
The Company may, after consulting with the affected shareholder, 
cancel entries in the shareholders’ register if such entry was 
based on untrue information given by the acquirer. The acquirer 
shall be informed of the cancellation immediately.

SHARE CAPITAL AND OWNERSHIP 
STRUCTURE



108 Occlutech Holding AG

Shares
The shares will be issued as uncertificated securities (Ge. 
Wertrechte) within the meaning of article 973c of the CO and 
established as intermediated securities (Ge. Bucheffekten) 
within the meaning of the FISA. Shareholders may request from 
the Company a confirmation relating to their shareholdings in 
the Company.

SDRs
For (i) each existing share in the Company that has been validly 
transferred into custody with SEB, and (ii) the new shares in 
the Company, one SDR shall be issued by the SEB. Accordingly, 
none of the underlying shares of the Company will be admitted 
to trading. Under the terms of the SDRs, the Company and the 
Depositary Bank shall use their reasonable endeavors to enable 
the holders of the SDRs to enjoy the same rights as if they were 
shareholders, subject to any limitations under applicable law.

In accordance with the terms and conditions applicable to the 
SDR’s, the Company shall at the latest four weeks before and 
not earlier that six weeks prior to the shareholders’ meeting 
inform SEB. As soon as practicable thereafter the Company 
shall notify the SDR-holders of the shareholders’ meeting. 
Such notification shall be published through a notice in at least 
one Swedish daily newspaper with nationwide coverage. Only 
SDR holders registered in the securities settlement register 
maintained by Euroclear ten (10) calendar days before the 
shareholders’ meeting and who have, no later than five (5) 
calendar days before the meeting, notified SEB or its represen-
tative that they shall attend and vote at the meeting or have 
instructed SEB to vote by proxy form, are entitled to attend the 
meeting either in person, by an authorised attorney or vote by 
proxy form. SEB, as registered owner of the underlying shares 
on behalf of SDR holders, shall appoint as proxies, all those 
SDR holders who have notified SEB or its representative of their 
intention to be represented at the shareholders’ meeting. Such 
proxies shall be presented to the Company together with a list 
of the SDR holders for whom proxies have been issued. The 
Company shall, upon request from an SDR holder, by mail send 
the material for the shareholders’ meeting provided through the 
Company’s website.

Custodian agreement 
Under the custodian agreement between the Company and 
SEB (the ”Custodian Agreement”), the deposit and withdrawal 
of the shares underlying the SDRs by the Company and/or the 
relevant holder of existing shares in the Company is set forth. 
The Custodian Agreement arranges that following the deposit 
of such shares, SEB shall promptly instruct Euroclear Sweden 
to adjust the VPC Register to reflect the relevant increase in 
the aggregate number of SDRs then outstanding and credit the 
relevant VPC accounts with such increase. The registrations 
are subject to payment to SEB of all taxes and governmental 
charges, costs and fees payable in connection with the deposit 
and the transfer of the shares and (ii) the other terms of the 
Custodian Agreement, the general terms and conditions of 
the SDRs (see above under ”SDRs”) and the provisions of the 
articles of association of the Company or Swedish, Swiss or 
any other applicable law.

Information about public takeover bids and redemption of 
minority shares
Provided that the Company’s SDRs are admitted to trading on 
Nasdaq First North Premier Growth Market, the Company’s 
share will be subject to the rules regarding public takeover bids 
issued by the Swedish Corporate Governance Board (Takeover 
rules for certain trading platforms). These rules stipulate that 
any person who does not hold any shares, or hold shares 
representing less than 30 percent of the voting rights in a 
Swedish limited liability company whose shares are admitted 
to trading on, for example, Nasdaq First North Premier Growth 
Market, and who through the acquisition of shares in such a 
company, alone or together with a related party, holds shares  
representing 30 percent or more of the voting rights, is obliged 
to immediately disclose the size of its holding in the company and, 
within four weeks thereafter, make a public offer to acquire the 
remaining shares in the company (mandatory bid requirement). 

A shareholder who directly, or through a subsidiary, holds more 
than 90 percent of the shares in a Swedish limited liability 
company is entitled to redeem the remaining shares in the 
company. Holders of the remaining shares are, correspondingly, 
entitled to have their shares redeemed by the majority share-
holder. The procedure for such redemption of minority shares is 
regulated in the Swedish Companies Act (2005:551). 

Business combinations and other transactions that are 
governed by the Swiss Merger Act (i.e. mergers, demergers, 
conversion of a corporation and certain asset transfers) are 
binding on all shareholders. A statutory merger or demerger 
requires approval of two-thirds of the votes represented at a 
general meeting of shareholder and the absolute majority of  
the nominal value of the shares represented at such meeting.  
If a transaction under the Swiss Merger Act receives all of  
the necessary consents, all shareholders are compelled to 
participate in such transaction. 

Upon acquisitions, the Swiss Merger Act provides for the 
possibility of a so-called “cash-out” or “squeeze-out” merger if 
90 percent of the shareholders of the transferring company 
who are entitled to vote give their consent. In these limited 
circumstances, minority shareholders of the corporation being 
acquired may be compensated in a form other than through 
shares of the acquiring corporation (for instance, through cash 
or securities of a parent corporation of the acquiring corporation 
or of another corporation).

The shares in the Company are not subject to any offer made 
due to a mandatory bid, redemption rights or buy-out obligation. 
Nor has any public takeover bid been submitted regarding the 
shares during the current or preceding financial year.

DIVIDEND POLICY
The Board of Directors’ intention is to not propose any dividends 
to shareholders until the Company generates long-term 
sustainable profitability. Any future dividend and the size thereof 
will be determined based on the Company’s long-term growth, 
earnings performance and capital needs, taking into account 
current objectives and strategies.
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In 2016, the Company converted all its shares from bearer shares (Ge. inhaberaktien) to registered shares (Ge. namenaktien). In the 
subsequent capital increases shares have been issued.

Number of shares Share Capital (CHF)

Reg. date Event Change Total Change Total
Subscription  

price (CHF)

2021-07-07 Share spilt - 53,464,780 - 5,346,478.00

2021-06-28 Authorized Capital Increase through set-off 9,811 5,346,478 9,811.00 5,346,478.00 1.00

2021-03-02 Authorized Capital Increase 702,247 5,336,667 702,247.00 5,336,667.00 19.20

2020-11-17 Authorized Capital Increase 421,348 4,634,420 421,348.00 4,634,420.00 19.10

2020-03-18 Authorized Capital Increase through set-off 12,407 4,213,072 12,407.00 4,213,072.00 1.00

2019-11-14 Authorized Capital Increase 200,000 4,200,655 200,000.00 4,200,655.00 24.75

2019-04-01 Authorized Capital Increase through set-off 10,604 4,000,665 10,604.00 4,000,665.00 1.00

2018-06-25 Authorized Capital Increase through set-off 8,736 3,990,061 8,736.00 3,990,061.00 1.00

2017-11-24 Authorized Capital Increase 299,842 3,981,325 299,842.00 3,981,325.00 21.91

2017-07-28 Authorized Capital Increase through set-off 7,369 3,681,483 7,369.00 3,681,483.00 1.00 

2016-05-20 Authorized Capital Increase through partial set-off 225,892 3,674,114 225,892.00 3,674,114.00 1.00

2015-05-20 Authorized Capital Increase through set-off 11,273 3,448,222 11,273.00 3,448,222.00 1.00

2014-11-14 Authorized Capital Increase through set-off 3,119 3,436,949 3,119.00 3,436,949.00 1.00

2014-06-16 Authorized Capital Increase through set-off 12,440 3,433,830 12,440.00 3,433,830.00 1.00

2014-06-11 Authorized Capital Increase through set-off 1,016,260 3,421,390 1,016,260.00 3,421,390.00 1.00

2013-04-25 Authorized Capital Increase with in-kind contribution 69,677 2,405,130 69,677.00 2,405,130.00 1.00

2012-12-20 Authorized Capital Increase with in-kind contribution 12,893 2,335,453 12,893.00 2,335,453.00 1.00

2011-08-12 Authorized Capital Increase with in-kind contribution 56,250 2,322,560 56,250.00 2,322,560.00 1.00

2011-05-31 Ordinary Capital Increase 183,541 2,266,310 183,541.00 2,266,310 .00 26.15

2011-05-24 Authorized Capital Increase through off-set 306,642 2,082,769 306,642.00 2,082,769.00 1.00

2010-07-02 Authorized Capital Increase through off-set 161,255 1,776,127 161,255.00 1,776,127.00 1.00

2010-03-08 Authorized Capital Increase through partial off-set 114,872 1,614,872 114,872.00 1,614,872.00 19.60

2010-03-02 Ordinary Capital Increase 1,400,000 1,500,000 1,400,000.00 1,500.000.00 1.00

2009-09-08 Share Split 99,900 100,000 0  100,000.00 -

CENTRAL SECURITIES DEPOSITORY
The Company is responsible for keeping the share register. 
The underlying shares are registered in a securities depository 
in accordance with Article 6 FISA. This register is maintained 
by SIX SIS AG, Basletstrasse 100, 4600 Olten, Switzerland. 
The ISIN code of the Company’s underlying shares is 
CH1134517494. The SDRs are registered in a central securities 
depositary register in accordance with the Swedish Central 
Securities Depositories and Financial Instruments Accounts Act 
(1998:1479). This register is maintained by Euroclear, Box 191, 
101 23 Stockholm, Sweden. The account holder is Euroclear. 
The ISIN code for the Company’s SDRs is SE0016828818.

CHANGES IN SHARE CAPITAL
The share capital of the Company amounts to CHF 
5,346,478.00, divided into 53,464,780 shares (Ge. namenaktien) 
with a quota value of CHF 0.10. The share capital is fully paid 
in CHF. One (1) SDR represent one (1) underlying share in the 
Company.

The Company increased its capital 21 times since 2010. The 
most recent capital increase was a partial execution of the 
authorized capital increase of 24 June 2021 according to the 
resolution dated 24 June 2021, where the capital was increased 
by a total amount of CHF 9,811.00 from CHF 5,336,667.00 to 
CHF 5,346,478.00 by issuing 9,811 shares with a quota value of 
CHF 0.10 each.
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SHARE CAPITAL 
Pursuant to Article 2.2 of the articles of association, the Board 
of Directors is authorized to increase the share capital at any 
time within two years as from 30 June 2021 by a maximum 
amount of CHF 1,867,833.00 by issuance of a maximum of 
18,678,330 shares with a par value of CHF 0.10 each, to be 
fully paid up. Increases through firm underwriting or in partial 
amounts are permitted.

The Board of Directors shall determine the issue price, the 
date from which the shares carry the right to dividends, and 
the types of contributions. The Board of Directors may also 
provide for paying in the necessary capital by converting equity 
capital. The Board of Directors is authorized to exclude the 
pre-emptive rights of the shareholders and to allocate them to 
third parties in the event of the use of the new shares for the 
purpose of: (1) mergers, acquisitions of enterprises or parts 
thereof, or participations, financing and/or refinancing of such 
mergers and acquisitions; (2) the financing and refinancing of 
investment projects; (3) the participation of strategic partners; 
(4) broadening the shareholder constituency to certain types of 
new investors; (5) for the purpose of swiftly or flexibly raising 
equity capital by placing shares which would be substantially 
more difficult by granting pre-emptive rights; or (6) for the  
participation of employees or members of the Board of 
Directors. Shares for which the pre-emptive rights have been 
excluded pursuant to any of the reasons set out above, may 
also first be created as treasury shares held by the Company.

Furthermore, according to Article 2.3 of the articles of 
association, the Board of Directors is authorized to exclude the 
pre-emptive rights of the shareholders and to allocate them to 
third parties for covering an Overallotment Option (Greenshoe) 
of up to 8,005,000 shares with a par value of 0.10 CHF each 
that is granted to one or several financial institutions in 
connection with the placement of shares.

The subscription as well as the acquisition of shares out of 
authorized share capital for general purposes and any further 
transfers of shares shall be subject to the transfer restrictions 
specified in Article 2.8 of the articles of association.

Conditional Share Capital for Employee Participations
Pursuant to Article 2.4 of the Company’s articles of association, 
he share capital can be increased under the exclusion of the 
pre-subscription rights of the shareholders by the issuance of 
up to 13,341,667 fully paid-in shares with a par value of CHF 
0.10 each, up to an amount of CHF 1,334,166.70 by means of 
the exercise of option rights that may be granted to employees 
and members of the Board of Directors of the Company or 
affiliated companies pursuant to one or several incentive plans 
to be approved by the Board of Directors.

In connection with (i) the settlement under the Company’s 
current stock option plan, and (ii) the 2021 Credit Facility, 
the Company will issue shares in accordance with Article 2.4 
(Conditional Share Capital for Employee Participation) and Article 
2.5 (Conditional Share Capital for Financing, Acquisitions and other 
Purposes) of the Company’s articles of association, see sections  
”Credit Facility Agreement 2021” and ”Compensation Plan” of this 
Prospectus. 

SHAREHOLDER AGREEMENTS
Certain shareholders in the Company has entered into a share- 
holders agreement dated 18 May 2011 (”SHA”), related to their 
shareholdings in the Company. The SHA includes standard 
pre-emption rights as well as tag-along and drag-along 
provisions. The duration of the SHA is 20 years, and premature 
termination or a modification requires agreement of all parties. 
The shareholders’ agreement will be terminated before the first 
day of trading of the Company’s SDRs on the Nasdaq First North 
Premier Growth Market.

CONVERTIBLES, WARRANTS, ETC. 
Credit facility agreement 2021
On 15 January 2021, the Company concluded a credit facility 
agreement (”2021 Credit Facility”) with (i) Little Rock Business 
Corporation (”LRBC”, also referred to as ”Lender 1”); (ii) 
Co-Investor OCL GmbH & Co. KG (”Co-Investor”, also referred to 
as ”Lender II”) as lenders; (iii) SE Swiss Equities AG (”SE Swiss” 
or ”Ex-Lender”) as ex-lender; (iv) Mr. Lange (acting individually)  
and lastly (v) Mr. Garzetti , also acting individually. By means 
of the 2021 Credit Facility, the following credit facilities were 
cancelled:

i) Credit Facility Agreement of 12 June 2014, 25 June 2014, 26 
June 2014 and 1 July 2014, between the Company, Lender 
I, Lender II and Ex-Lender (which was updated on several 
occasions subsequently).

ii) Credit Facility Agreement between the Company and 
Ex-Lender dated 20 January 2016 (last amended 7 March 
2016).  

By means of the 2021 Credit Facility, the following amounts 
have been granted as a loan to the Company, repayable per 31 
October 2021 to each lender separately and in their respective 
entirety:

i) Lender I: CHF 4,250,000. 

ii) Lender II: CHF 1,750,000.

An amount of 349,057 warrants is fixed in favour of Lender I  
and Lender II. This number of warrants was fixed prior to the  
financing round and capital increase of January 2021 but 
closed and registered in the Register of Commerce after 15 
February 2021. Part of this amount of warrants was then 
transferred onwards by Lender I to Mr. Lange and Mr. Garzetti.

The interest rate is fixed at 7 percent annually payable on a 
quarterly basis.

Lastly, the 2021 Credit Facility stipulates that further warrants 
at a nominal price shall be created which entitles the Lenders 
to a conversion into shares for an additional 0.05 percent of 
the issued and paid-in share capital of the Company at the date 
of creation for every month the loan is granted. To protect the 
Lenders from a potential dilution due to an increase of the total 
shares outstanding, the warrants shall represent until 31 May 
2022, 7.697 percent of the then issued and paid-in share capital 
of the Company. On 1 June 2022 or immediately prior to a liquidity 
event defined as an IPO or a sale of more than 80 percent of 
the Company’s shares, the warrants shall be converted into 
the corresponding number of shares against pre-payment of a 
strike price of CHF 0.10 per share upon the IPO.
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On 30 June 2021, the shareholders of the Company resolved 
upon a share split in which one share has been split in 10 
shares. The nominal value of each share following the share 
split amounts to CHF 0.10. As a result of the share split, one 
warrant now corresponds to ten warrants and the strike price 
of CHF 1.00 as stipulated in the 2021 Credit Facility Agreement 

is adjusted to CHF 0.10 accordingly. The new shares will be 
issued from the conditional capital of the Company in accor-
dance with Article 2.5 of the Company’s articles of association. 
The contribution in respect to these shares to be issued shall be 
by way of set-off in cash. 

The following table shows the respective amounts of shares that are issued in connection with the listing:

Number of Shares to be issued for warrants 15 Feb. 20211 
Additional  

warrants accrued
As of the date  

of the listing
Agreed  

distribution

Little Rock Business Corporation 1,494,150 +506,770 2,000,920 1,789,590

Co-Investor OCL GmbH & Co. KG 901,410 +208,670 1,110,080 1,081,930

Mr. Lange 240,000 - 240,000 284,970

Mr. Garzetti 855,000 - 855,000 1,049,510

Total 3,490,560 715,440 4,206,000 4,206,000

1) Adjusted for the split implemented on 30 June 2021.

Compensation plan
Since 2016, the Group entered into a number of stock option 
based compensation agreements with employees and 
consultants (”Stock Option Agreements”) to employees and 
consultants providing services similar to those rendered by 
employees who distinguished themselves by a particular strong 
commitment to the Group. 

In accordance with the individual Stock Option Agreements, 
stock options are generally settled in cash net worth upon a 
liquidity event. In other cases, share options can be settled in 
the Company’s own equity instruments (shares).

In 2019, the exercise period of share options granted in 2016 
was extended from 31 March 2021 until 31 December 2023. As 
a result of this modification the Group recognized an additional 
expense in the amount of EUR 255 thousand. The amount 
represents the difference between the fair value of the modified 
share options and that of the original share options, both 
estimated as at the date of the modification, i.e., 30 September 
2019. Since the modification occurred after the vesting dates 
and there is no requirement to complete an additional period 
of service before becoming unconditionally entitled to the 
modified share options, the incremental fair value granted was 
recognized immediately.

The following table illustrates the number of and movements in share options for the relevant years: 

Amount share options / year 2020 2019 2018

Outstanding at 1 January 183,919 132,193 114,950

Granted during the year 5,748 51,726 17,243

Outstanding at 31 December 189,667 183,919 132,193

Exercisable at 31 December 185,356 172,424 132,193
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The weighted average fair value of options granted during the 
year 2020 was EUR 3.40 (2019: EUR 10.30, 2018: EUR 7.00). 
The weighted average remaining contractual life for the share 
options outstanding as at 31 December 2020 was 2.78 years 
(2019: 3.84 years, 2018: 2.41 years) which equals expected life 
of share options.

As there is no publicly traded market price available for the 
Group at the grant date of the share agreements, the share 
price fair value was determined using the Black-Scholes-Merton 
formula by a third-party valuation firm for each year of the 
financial statements.

On 30 June 2021 the Ordinary Shareholders’ Meeting resolved 
upon a share split whereby the nominal value of all shares was 
reduced from CHF 1.00 to CHF 0.10. As a result of this, one option 
now entitles its holder to ten (10) shares as opposed to the 
previously intended one (1) share. In the context of this liquidity 
event, option holders have a choice between cash pay-out at 
net worth of their options or conversion thereof into shares by 
means of set-off. In this respect, the net-cash position, which 
is calculated by taking the IPO price and deducting the strike 
price. The options will be paid out in cash or converted into 
shares as follows:

Based on the price per SDR, being SEK 50, the total cash 
pay-out in respect of the options listed in the table above will 
amount to EUR 3.4 million. The number of shares issued out of 
the Company’s conditional capital according to article 2.5 of the 
Articles of Association based on the exercises of options set 
out above, is expected to amount to 536,552, which is all paid-in 
by way of set-off of the option value.

In connection with the Offering, a total of 4,742,552 shares 
under the  2021 Credit Facility and the Incentive Plan will be 
converted (the ”Conversion”).

AUTHORIZATION 
In accordance with the articles of association, the board of 
directors is authorized to increase the share capital at any 
time within two years as from 30 June 2021 by a maximum 
amount of CHF 1,867,833.00 by issuance of a maximum of 
18,678,330 registered shares with a par value of CHF 0.10 each, 
to be fully paid up. The board of directors is authorized in this 
respect to exclude the pre-emptive rights of the shareholders 
and to allocate them to third parties in the event of the use of 
the new shares for the purpose of: (1) mergers, acquisitions of 

enterprises or parts thereof, or participations, financing and/or 
refinancing of such mergers and acquisitions; (2) the financing 
and refinancing of investment projects; (3) the participation of 
strategic partners; (4) broadening the shareholder constituency 
to certain types of new investors; (5) for the purpose of swiftly 
or flexibly raising equity capital by placing shares which would 
be substantially more difficult by granting pre-emptive rights; or 
(6) for the participation of employees or members of the Board 
of Directors. Shares for which the pre-emptive rights have been 
excluded pursuant to any of the reasons set out above, may 
also first be created as treasury shares held by the Company. 

Furthermore, the board of directors is authorized to increase 
the share capital at any time within two years from 30 June 
2021 by a maximum amount of CHF 800,500.00 by issuance 
of a maximum of 8,005,000 registered shares, with a par value 
of CHF 0.10 each, to be fully paid up. In this regard, the board 
of directors is authorized, in derogation of the shareholders’ 
preferential rights, to exclude the pre-emptive rights of the share- 
holders and to allocate them to third parties for covering an 
over-allotment option (Greenshoe) of up to 8,005,000 registered 
shares that is granted to one or several financial institutions in 
connection with the placement of shares.

Option holder
Number of options  

(after 1/10 share split)
Percentage of options to  

be converted to shares
Strike price per share  

(after 1/10 share split) (EUR)

Ziyad Mousa Hijazi  201,160 50% 1.74

Stevan Lloyd Karlkvist Nielsen 129,320 60% 1.74

Heinz-Bruno Grytzek 129,320 0% 1.74

Susanne Ann-Charlotte Göransson 57,470 50% 1.74

Tor Peters 57,480 100% 1.74

Massimo Chiesa 114,950 50% 1.74

Shakeel Osman 114,950 0% 1.74

Stefan Kleidon 114,950 30% 1.74

Brent Fogelberg 114,950 50% 1.74

Pedro Alejandro Londero 114,950 50% 1.74

Alexandre Pierre Bordarier 114,950 70% 1.74

Cansel Isikli 57,480 0% 1.74

Prof. Dr. Nikolaus Alexander Haas 114,950 79% 1.74

Dr. Iqbal Saeed Malik 57,480 50% 1.74

Chang Yuan Yang 57,480 100% 1.74

Patrick Schnegelsberg 143,680 0% 1.74

Sabine Bois 143,680 50% 1.74

Lars Wadell 57,480 50% 1.74

Total 1,896,680 - -
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OWNERSHIP STRUCTURE IN OCCLUTECH HOLDING AG

After the Offering and the Conversion (provided that the Offering is 
subscribed in full and the Overallotment Option is exercised in full)

Shareholder Number of shares Ownership (%) Number of shares Ownership (%)

Tor Peters 26,209,433 49.02 23,355,2091 30.14

Mert Aygen 3,758,470 7.03 3,758,470 4.85

Fumedica Intertrade AG 2,903,760 5.43 2,903,760 3.75

RoosGruppen AB 2,719,996 5.08 2,719,996 3.51

Japan Lifeline Co.,Ltd. 2,324,900 4.35 2,324,900 3.00

Hans-Reiner Figulla 1,748,110 3.27 1,748,110 2.26

White Mill AG 1,569,224 2.93 1,569,224 2.03

Little Rock Business Corporation 973,590 1.82 2,763,1802 3.57

Intervent k.s. 806,040 1.51 806,040 1.04

Christoph Boosfeld 737,190 1.38 737,190 0.95

Top 10 largest shareholders 43,750,713 81.8 42,686,079 55.09

Others 9,714,067 18.2 34,797,323 44.91

Total 53,464,780 100.00 77,483,402 100.00

1) 37,186 new shares through the Conversion and offers 2,891,410 SDRs through the Overallotment Option.
2) 1,789,590 new shares through the Conversion.

After the Offering and the Conversion, the Principal Owner will 
beneficially own in aggregate approximately 33.9 percent of the 
Company’s shares assuming that the Over-allotment Option is 
not exercised and approximately 30.1 percent assuming that 
the Over-allotment Option is exercised in full.Consequently, the 
Principal Shareholder will continue to have significant influence 
over the Company after the Offering, see also “Risk factors - The 
interests of the Company’s majority shareholders may deviate 
from the minority shareholders’ interests”. As a listed company, 
the Company will be subject to a comprehensive framework of 
laws and regulations aimed at, inter alia, preventing abuse by a 

1) SEK/EUR exchange rate: 10.15. 

controlling shareholder. These laws and regulations include, but 
are not limited to, provisions protecting minority shareholders 
under Swiss law and the Nasdaq First North Growth Market 
Rulebook.

Net asset value per share compared to the price per SDR in 
the Offering
As of 30 June 2021, the Company’s net asset value per share 
amounted to EUR 0.1679 (SEK 1.70).1 The Price per SDR in the 
Offering will amount to SEK 50 (4.93 EUR). 

OWNERSHIP STRUCTURE
The Company has 71 shareholders as of the date of the Prospectus. The table below describes the Company’s ownership structure 
immediately prior to the Offering and immediately following completion of the Offering as assuming that the Offering is fully 
subscribed and the Overallotment Option is not exercised as well as if the Offering is fully subscribed and the Overallotment Option 
is exercised in full.

The articles of association also allow for conditional capital 
increases if executed in view of (i) employee participations and 
(ii) financing, acquisitions and other purposes. This enables 
the Company to (i) increase its share capital by a maximum 
of CHF 1,334,166.70 by issuing up to 13,341,667 fully paid 
up registered shares with a nominal value of CHF 0.10 each, 
subscribed through the exercise of option rights, granted to the 
employees, members of the executive board of the Company 
or the board of directors, and (ii) increase its share capital by 

a maximum of CHF 1,334,166.70, by issuing up to 13,341,667 
fully paid up registered shares with a nominal value of CHF 
0.10 each, subscribed in relation to any mandatory exercise of 
conversion, exchange, option, warrant or similar rights for the 
subscription of shares grated to shareholders or third parties 
alone or in connection with bonds, notes, options, warrants 
or other securities or contractual obligations of the Company 
or any of its subsidiaries. The articles of association exclude 
shareholders’ subscription rights in this respect.
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Shareholder Address LEI code Legal form
Country of registration  

and jurisdiction

Tor Peters Company’s address - - -

INFORMATION ABOUT THE SELLING SHAREHOLDERS
Occlutech Holding AG has 71 shareholders as of the date of the Prospectus. In addition to the SDRs offered by Occlutech Holding 
AG, the following shareholder (the ”Selling Shareholder”) is offering a maximum of 2,891,410 existing SDRs in the Offering, 
provided that the Overallotment Option is exercised. Information on the Selling Shareholders is set out in the table below:

LOCK-UP UNDERTAKINGS
For a description of the lock-up undertakings which have been 
entered into in connection with the Offering, please refer to the 
section ”Legal considerations and supplementary information – 
Undertaking to refrain from selling shares (Lock-up)”. 
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ARTICLES OF ASSOCIATION 
1. Firma, Sitz, Dauer und Zweck der Gesellschaft

1.1 Firma, Sitz und Dauer
Unter der Firma Occlutech Holding AG (Occlutech Holding 
SA, Occlutech Holding Ltd.) besteht auf unbestimmte Dauer 
eine Aktiengesellschaft, welche den vorliegenden Statuten 
und den Vorschriften des 26. Titels des Schweizerischen 
Obligationenrechts untersteht (die ”Gesellschaft”). Der Sitz 
der Gesellschaft ist Schaffhausen.

1.2 Zweck
Die Gesellschaft bezweckt die Beteiligung an in und 
ausländischen Unternehmen, insbesondere an solchen, die 
auf dem Gebiet des medizinischen Hilfsbedarfs tätig sind; 
die Anlage von finanziellen Mitteln in solchen Unternehmen.

Die Gesellschaft kann im Übrigen alle Tätigkeiten ausüben, 
welche geeignet sind, die Entwicklung des Unternehmens 
und die Erreichung des Gesellschaftszweckes zu fördern 
oder zu erleichtern. Die Gesellschaft kann Grundeigentum 
im In- und Ausland erwerben, belasten oder verkaufen.

Die Gesellschaft kann im In- und Ausland Zweigniederlass-
ungen und Tochtergesellschaften errichten und sich an 
Gesellschaften im In- und Ausland beteiligen.

2. Aktienkapital

2.1 Kapital und Aktien
Das Aktienkapital beträgt CHF 5’336’667.00 und ist eingeteilt 
in 53’366’670 Namenaktien zu je CHF 0.10 nominal.

Die Aktien sind vollständig liberiert.

2.2 Genehmigtes Aktienkapital
Der Verwaltungsrat ist ermächtigt, das Aktienkapital 
jederzeit innerhalb von zwei Jahren ab dem 30 June 2021 
im Maximalbetrag von CHF 1’867’833.00 durch Ausgabe 
von höchstens 18’678’330 vollständig zu liberierenden 
Namenaktien mit einem Nennwert von CHF 0.10 je Aktie  
zu erhöhen.

Erhöhungen auf dem Weg der Festübernahme sowie 
Erhöhungen in Teilbeträgen sind gestattet.

Der Ausgabebetrag, der Zeitpunkt der Dividendenbe-
rechtigung und die Art der Einlagen werden durch den 
Verwaltungsrat bestimmt. Er kann auch die Liberierung 
durch Umwandlung von Eigenkapital vorsehen.

Der Verwaltungsrat ist ermächtigt, Bezugsrechte der 
Aktionäre auszuschliessen und diese Dritten zuzuweisen, 
wenn die neu auszugebenden Aktien zu folgenden 
Zwecken verwendet werden: (1) Fusionen, Übernahmen von 
Unternehmen oder Unternehmensteilen oder Beteiligungen, 
Finanzierungen und Refinanzierungen solcher Fusionen und 
Übernahmen; (2) die Finanzierung und Refinanzierung von 
Investitionsvorhaben; (3) die Beteiligung von strategischen 
Partnern; (4) zur Erweiterung des Aktionariats auf bestimmte 
Arten von Investoren; (5) zum Zwecke der raschen oder 
flexiblen Beschaffung von Ei-genkapital durch eine 
Aktienplatzierung, die mit Gewährung von Bezugsrechten 
nur schwer möglich wäre; oder (6) zur Beteiligung von 

1.   Name, Registered Office, Duration and Purpose of the 
Company

1.1 Name, Registered Office and Duration
Under the name of Occlutech Holding AG (Occlutech Holding 
SA, Occlutech Holding Ltd.), there exists a corporation with 
unlimited duration, which is governed by these Articles 
of Association and by the provisions of chapter 26 of the 
Swiss Code of Obligations (the ”Company”). The registered 
seat of the Company is Schaffhausen.

1.2 Purpose
The purpose of the Company is the holding of shares in 
other domestic and foreign companies, in particular in 
those companies who are active in the area of medical need 
for assistance; the investment of financial resources in such 
companies.

Furthermore, the Company may engage in all activities, 
which are appropriate to serve or to facilitate the develop-
ment of the Company and the achievement of the purpose 
of the Company. The Company may acquire, encumber and 
sell real estate in Switzerland and abroad.

The Company may establish domestic and foreign branches 
and subsidiaries and participate in other domestic and 
foreign companies. 

2. Share Capital

2.1 Capital and Shares
The share capital amounts to CHF 5,336,667.00 and is 
divided into 53,366,670 shares with a par value of CHF  
0.10 each.

The shares are fully paid in.

2.2 Authorized Share Capital
The Board of Directors is authorized to in-crease the share 
capital at any time within two years as from 30 June 2021 
by a maximum amount of CHF 1,867,833.00 by issuance 
of a maximum of 18,678,330 registered shares with a par 
value of CHF 0.10 each, to be fully paid up.

Increases through firm underwriting or in partial amounts 
are permitted.

The Board of Directors shall determine the issue price, the 
date from which the shares carry the right to dividends, and 
the types of contributions. The Board of Directors may also 
provide for paying in the necessary capital by converting 
equity capital.

The Board of Directors is authorized to exclude the 
pre-emptive rights of the shareholders and to allocate them 
to third parties in the event of the use of the new shares for 
the purpose of: (1) mergers, acquisitions of enterprises or 
parts thereof, or participations, financing and/or refinancing 
of such mergers and acquisitions; (2) the financing and 
refinancing of investment projects; (3) the participation of 
strategic partners; (4) broadening the shareholder constituency 
to certain types of new investors; (5) for the purpose of 
swiftly or flexibly raising equity capital by placing shares 
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which would be substantially more difficult by granting 
pre-emptive rights; or (6) for the participation of employees 
or members of the Board of Directors. Shares for which 
the pre-emptive rights have been excluded pursuant to any 
of the reasons set out above, may also first be created as 
treasury shares held by the Company.

The Board of Directors is entitled to let forfeit pre-emptive 
rights that have not been exercised or to place those rights 
or the respective shares for which pre-emptive rights have 
been granted but not exercised at market terms.
The subscription as well as the acquisition of registered 
shares out of authorized share capital for general purposes 
and any further transfers of registered shares shall be 
subject to the transfer restrictions specified in article 2.8 of 
the Articles of Association.

2.3 Authorized Share Capital (Over-allotment Option)
The Board of Directors is authorized to increase the share 
capital at any time within two years from 30 June 2021 by 
a maximum amount of CHF 800,500.00 by issuance of a 
maximum of 8,005,000 registered shares, with a par value 
of CHF 0.10 each, to be fully paid up.

Increases through firm underwriting or in partial amounts 
are permitted. The Board of Directors shall determine the 
issue price, the date from which the shares carry the right to 
dividends, and the types of deposit

The Board of Directors is entitled to let forfeit pre-emptive 
rights that have not been exercised or to place those rights 
or the respective shares for which pre-emptive rights have 
been granted but not exercised at market terms.

The Board of Directors is authorized to exclude the 
pre-emptive rights of the shareholders and to allocate 
them to third parties for covering an over-allotment option 
(Greenshoe) of up to 8,005,000 registered shares that is 
granted to one or several financial institutions in connection 
with the placement of shares.

The subscription as well as the acquisition of registered 
shares out of authorized share capital and any further 
transfers of registered shares shall be subject to the 
transfer restrictions specified in Article 2.8 of the Articles of 
Association.

2.4 Conditional Share Capital for Employee Participations
The share capital shall be increased under the exclusion 
of the pre-subscription rights of the shareholders by the 
issuance of up to 13,341,667 fully paid-in registered shares 
with a par value of CHF 0.10 each, up to an amount of CHF 
1,334,166.70 by means of the exercise of option rights that 
may be granted to employees and members of the board of 
directors of the Company or affiliated companies pursuant 
to one or several incentive plans to be approved or approved 
by the board of directors.

2.5 Conditional Share Capital for Financing, Acquisitions and 
other Purposes
The share capital may be increased under the exclusion 
of the pre-subscription rights of the shareholders’ by the 
issuance of up to 13,341,667 fully paid-in registered shares 

Mitarbeitern oder Verwaltungsratsmitgliedern. Aktien, für 
die die Bezugsrechte aufgrund einer der oben genannten 
Gründe ausgeschlossen wurden, können auch vorerst als 
eigene Aktien der Gesellschaft geschaffen werden.

Der Verwaltungsrat darf Bezugsrechte, die nicht ausgeübt 
worden sind, verfallen lassen oder er kann diese bezie-
hungsweise Aktien, für die Bezugsrechte eingeräumt, jedoch 
nicht ausgeübt werden, zu Marktkonditionen platzieren.

Die Zeichnung sowie der Erwerb von Namen-aktien aus 
genehmigtem Kapital zu allgemeinen Zwecken sowie 
sämtliche weiteren Über-tragungen von Namenaktien 
unterliegen den Übertragungsbeschränkungen gemäss 
Artikel 2.8 der Statuten.

2.3 Genehmigtes Aktienkapital (Mehrzuteilungsoption)
Der Verwaltungsrat ist ermächtigt, das Aktienkapital 
jederzeit innerhalb von zwei Jahren ab dem 30. Juni 2021 
im Maximalbetrag von CHF 800’500.00 durch Ausgabe von 
höchstens 8’005’000 vollständig zu liberierenden Namenak-
tien mit einem Nennwert von CHF 0.10 je Aktie zu erhöhen.

Erhöhungen auf dem Weg der Festübernahme sowie 
Erhöhungen in Teilbeträgen sind gestattet. Der Ausgabebe-
trag, der Zeitpunkt der Dividendenberechtigung und die Art 
der Einlagen werden durch den Verwaltungsrat bestimmt.

Der Verwaltungsrat darf Bezugsrecht, die nicht ausgeübt 
worden sind, verfallen lassen oder er kann diese bezie-
hungsweise Aktien, für die Bezugsrecht eingeräumt, jedoch 
nicht ausgeübt wurden, zu Marktkonditionen platzieren.

Der Verwaltungsrat ist ermächtigt, die Bezugsrechte der 
Aktionäre auszuschliessen und diese Dritten zuzuweisen 
zur Deckung einer Mehrzuteilungsoption (Greenshoe) von 
bis zu 8’005’00 Namenaktien, welche einem oder mehreren 
Finanzinstituten im Zusammenhang mit der Platzierung von 
Aktien gewährt wird.

Die Zeichnung sowie der Erwerb von Namenaktien aus 
genehmigtem Kapital sowie sämtliche weiteren Übertra-
gungen von Namenaktien unterliegen den Übertragungsbe-
schränkungen gemäss Artikel 2.8 der Statuten

2.4 Bedingtes Aktienkapital für Mitarbeiterbeteiligungen
Das Aktienkapital wird unter Ausschluss der Bezugsrechte 
der Aktionäre durch Ausgabe von höchstens 13’341’667 voll 
zu liberierenden Namenaktien im Nennwert von je CHF 0.10 
um den Maximalbetrag von CHF 1’334’166.70 erhöht durch 
Ausübung von Optionsrechten, die den Mitarbeitern und 
den Mitgliedern des Verwaltungsrates der Gesellschaft oder 
von Konzerngesellschaften gemäss einem (oder mehreren) 
vom Verwaltungsrat auszuarbeitenden Plan (bzw. Plänen) 
eingeräumt werden oder wurden.

2.5 Bedingtes Aktienkapital für Finanzierung, Akquisitionen 
und andere Zwecke
Das Aktienkapital wird unter Ausschluss der Bezugsrechte 
der Aktionäre durch Ausgabe von höchstens 13’341’667 voll 
zu liberierenden Namenaktien im Nennwert von je CHF 0.10 
um den Maximalbetrag von CHF 1’334’166.70 erhöht durch 
die Ausübung oder Zwangsausübung von Wandel-, Tausch-, 
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with a par value of CHF 0.10 each, up to an amount of 
CHF 1,334,166.70, by means of the exercise or mandatory 
exercise of conversion, exchange, option, warrant or similar 
rights for the subscription of shares grated to shareholders 
or third parties alone or in connection with bonds, notes, 
options, warrants or other securities or contractual obliga-
tions of the Company or any of its subsidiaries (hereinafter 
collectively the ”Financial Instruments”).

The pre-emptive rights of the existing shareholders shall be 
excluded upon the exercise of any Financial Instruments in 
connection with the issuance of shares. The then-current 
owners of such Financial Instruments shall be entitled to 
acquire the new shares issued upon conversion, exchange 
or exercise of any Financial Instruments. The main 
conditions of the Financial Instruments shall be determined 
by the Board of Directors.

The Board of Directors shall be authorized to restrict 
or exclude advance subscription rights of the existing 
shareholders in connection with the issuance of Financial 
Instruments by the Company or one of its subsidiaries if 
(1) the issuance is for purposes of financing or refinancing, 
or the payment for, the acquisition of companies, parts of 
companies, participations, products, intellectual property or 
licenses, or investment projects or (2) the issuance occurs 
in national or international capital markets or through 
a private placement. If the advance subscription rights 
are neither granted directly nor indirectly by the Board of 
Directors, the following shall apply:

(a) the Financial Instruments shall be is-sued or entered into 
at market conditions; and

(b) the conversion, exchange or exercise price of the 
Financial Instruments shall be set with reference to 
market conditions prevailing at the date on which the 
Financial Instruments are issued; and

(c) the Financial Instruments may be converted, exchanged 
or exercised during a maximum period of 10 years from 
the date of the relevant issuance or entry.

2.6 Share Register
The Company maintains a share register in which the 
names and addresses of the shareholders and the 
usufructuaries shall be entered. Vis-à-vis the Company, only 
those persons registered in the share register are recognized 
as shareholders.

2.7 Share Certificates and Share Conversion
Subject to paragraphs 2 and 4 of this article, the registered 
shares of the Company are issued as uncertificated 
securities (in terms of the Swiss Code of Obligations) and 
as book entry securities (in terms of the Federal Act on 
Intermediated Securities).

The Company may withdraw shares issued as book entry 
securities from the custodian system (Verwahrungssystem).

Provided that the shareholder is registered in the sharehol-
ders register, the shareholder may request from the Company 
a statement of his or her registered shares at any time.

Options-, Bezugs- oder ähnlichen Rechten auf den Bezug 
von Aktien, welche Aktionären oder Dritten allein oder in 
Verbindung mit Anleihensobligationen, Darlehen, Optionen, 
Warrants oder anderen Finanzmarktinstrumenten oder 
vertraglichen Verpflichtungen der Gesellschaft oder einer 
ihrer Tochtergesellschaften eingeräumt werden (nach- 
folgend zusammen die ”Finanzinstrumente”).

Bei der Ausgabe von Aktien infolge der Ausübung der 
Finanzinstrumente ist das Bezugsrecht der bisherigen 
Aktionäre ausgeschlossen. Zum Bezug der neuen Aktien, 
die bei der Ausübung von Finanzinstrumenten ausgegeben 
werden, sind die jeweiligen Inhaber der Finanzinstrumente 
berechtigt. Die wesentlichen Bedingungen der Finanz- 
instrumente sind durch den Verwaltungsrat festzulegen. 

Der Verwaltungsrat ist ermächtigt, die Vorwegzeichnungs-
rechte der bisherigen Aktionäre im Zusammenhang mit der 
Ausgabe von Finanzinstrumenten durch die Gesellschaft 
oder eine ihrer Tochtergesellschaften zu beschränken oder 
aufzuheben, falls (1) die Ausgabe zum Zwecke der Finanzierung 
oder Refinanzierung oder Abgeltung der Übernahme 
von Unternehmen, Unternehmensteilen, Beteiligungen, 
Produkten, Immaterialgüterrechten oder Lizenzen oder von 
Investitionsvorhaben oder (2) die Ausgabe auf nationalen 
oder internationalen Finanzmärkten oder im Rahmen einer 
Privatplatzierung erfolgt. Wird das Vorwegzeichnungsrecht 
weder direkt noch indirekt durch den Verwaltungsrat 
gewährt, gilt folgendes:

(a) Die Finanzinstrumente sind zu marktüblichen Be-
dingungen auszugeben oder einzugehen; und

(b) der Umwandlungs-, Tausch- oder sonstige Ausübungs-
preis der Finanzinstrumente ist unter Berücksichtigung 
des Marktpreises im Zeitpunkt der Ausgabe der Finanz- 
instrumente festzusetzen; und

(c) die Finanzinstrumente sind höchstens während 10 
Jahren ab dem jeweiligen Zeitpunkt der betreffenden 
Ausgabe oder des betreffenden Abschlusses wandel-, 
tausch- oder ausübbar.

2.6 Aktienregister
Die Gesellschaft führt ein Aktienregister, in welches die 
Aktionäre und Nutzniesser mit Namen und Adresse 
eingetragen werden. Gegenüber der Gesellschaft gilt als 
Aktionär, wer im Aktienregister eingetragen ist.

2.7 Zertifikate und Aktienumwandlung
Die Namenaktien der Gesellschaft werden vorbehältlich von 
Absatz 2 und 4 als Wertrechte ausgegeben (im Sinne des 
Obligationenrechts) und als Bucheffekten geführt (im Sinne 
des Bucheffektengesetzes).

Die Gesellschaft kann als Bucheffekten ausgegebene Aktien 
aus dem Verwahrungssystem zurückziehen.

Der Aktionär kann, sofern er im Aktienbuch eingetragen 
ist, von der Gesellschaft jederzeit die Ausstellung einer 
Bescheinigung über seine Namenaktien verlangen.

Der Aktionär hat keinen Anspruch auf Druck und Auslie-
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The shareholder has no right to the printing and delivery of 
certificates. The Board of Directors may, however, print and 
deliver certificates (individual share certificates, certificates 
or global certificates) for shares at any time. The Company 
may, with the consent of the shareholder, cancel issued 
certificates that are returned to the Company.

The transfer and the creation of security interests in 
book-entry shares based on registered shares require the 
involvement of the depositary at which the shareholder 
holds its securities account.

The General Meeting of Shareholders may convert registe-
red shares into bearer shares and vice versa by means of an 
amendment of the Articles of Association.

2.8 Transfer Limitations
The registration of acquirers of shares as shareholders with 
voting rights is in any case subject to the approval by the 
Board of Directors.

A person who has acquired registered shares will, upon 
application, be entered in the share register as shareholder 
with voting right, provided that he or she expressly states 
that he or she has acquired the shares concerned in his or 
her own name for his or her own account. Any person not 
providing such statement will be registered as nominee into 
the share register without restriction with voting rights up 
to a maximum of 2% of the outstanding share capital at the 
time, beyond this limit, however, only if he or she declares 
in writing that he or she is prepared to disclose the name, 
address and shareholding of any person for whose account 
he or she is holding shares and he or she immediately 
discloses this information in writing upon first demand.

The Company may, after consulting with the affected 
shareholder, cancel entries in the shareholders’ register if 
such entry was based on untrue information given by the 
acquirer. The acquirer shall be informed of the cancellation 
immediately.

3. General Meeting of Shareholders

3.1 Right and Duty to Call a Meeting
General Meetings of Shareholders are called by the Board of 
Directors and, if necessary, by the Auditors. The Liquidators 
are also entitled to call a General Meeting of Shareholders.

The Annual General Meeting of Shareholders shall be held 
within six months following the close of the business year; 
at least twenty days prior to the Annual General Meeting of 
Shareholders, the annual business report, the compensation 
report and the auditors’ report must be submitted for exam- 
ination by the shareholders at the Company’s registered 
office. Any shareholder may request that a copy of these 
documents be immediately sent to him. The shareholders 
are to be notified hereof by letter.

A General Meeting of Shareholders is also to be called upon 
a demand of one or more shareholders representing at least 
ten percent of the share capital or holding nominal values 
in the amount of 3% of the capital. The demand to call a 
meeting shall be in writing and shall specify the items and 
the proposals to be submitted to the meeting.

ferung von Urkunden. Der Verwaltungsrat kann demge-
genüber jederzeit Urkunden (Einzelurkunden, Zertifikate 
oder Globalurkunden) für Aktien drucken und ausliefern. 
Mit der Zustimmung des Aktionärs kann die Gesellschaft 
ausgegebene Urkunden, die bei ihr eingeliefert werden, 
annullieren.

Die Übertragung von und die Bestellung von Sicherheiten 
an Bucheffekten, denen Namenaktien zugrunde liegen, 
bedürfen der Mitwirkung der Verwahrungsstelle, bei welcher 
der Aktionär sein Effektenkonto hält.

Die Generalversammlung kann auf dem Wege der Statu-
tenänderung die Namenaktien in Inhaberaktien umwandeln 
und umgekehrt.

2.8 Vinkulierung
Die Eintragung von Aktienerwerbern als Aktionäre mit 
Stimmrecht bedarf in jedem Falle der Genehmigung durch 
den Verwaltungsrat.

Erwerber von Namenaktien werden auf Gesuch als Aktio-
näre mit Stimmrecht im Aktienbuch eingetragen, sofern 
sie ausdrücklich erklären, diese Namenaktien im eigenen 
Namen und für eigene Rechnung erworben zu haben und 
zu halten. Personen, die diese Erklärung nicht erbringen, 
werden als Nominee ohne weiteres bis maximal 2% des 
jeweils ausstehenden Aktienkapitals mit Stimmrecht im 
Aktienregister eingetragen, über diese Limite hinaus jedoch 
nur dann mit Stimmrecht im Aktienbuch eingetragen, wenn 
sie sich schriftlich bereit erklären, die Namen, Adressen und 
Aktienbestände derjenigen Person offen zu legen, für deren 
Rechnung sie Aktien halten und wenn sie diese Informatio-
nen auf erste Aufforderung hin unverzüglich schriftlich offen 
legen.

Die Gesellschaft kann nach Anhörung des Betroffenen 
Eintragungen im Aktienbuch streichen, wenn diese durch 
falsche Angaben des Erwerbers zustande gekommen sind. 
Der Erwerber muss über die Streichung sofort informiert 
werden.

3. Generalversammlung

3.1 Recht und Pflicht der Einberufung
Die Generalversammlung wird durch den Verwaltungsrat, 
nötigenfalls durch die Revisionsstelle einberufen. Das 
Einberufungsrecht steht auch den Liquidatoren zu.

Die ordentliche Generalversammlung ist jährlich innerhalb 
von sechs Monaten nach Abschluss des Geschäftsjahres 
abzuhalten; spätestens zwanzig Tage vor der ordentlichen 
Generalversammlung sind der Geschäftsbericht, der 
Vergütungsbericht und der Revisionsbericht den Aktionären 
am Sitz der Gesellschaft zur Einsicht aufzulegen. Jeder 
Aktionär kann verlangen, dass ihm unverzüglich eine 
Ausfertigung dieser Unterlagen zugestellt wird. 
Die Aktionäre sind hierüber durch schriftliche Mitteilung zu 
unterrichten.

Die Einberufung einer Generalversammlung kann auch 
von einem oder mehreren Aktionären verlangt werden, die 
zusammen mindestens zehn Prozent des Aktienkapitals 
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3.2 Right to Add Items to the Agenda 
One or more shareholders whose combined shareholdings 
represent an aggregate par value of at least 2% of the 
capital may demand that an item be included on the agenda 
of a General Meeting of Shareholders. Such inclusion 
must be requested in writing at least forty days prior to the 
meeting and shall specify the agenda items and proposals 
of such shareholder(s).

3.3 Form of the Convocation
The General Meeting of Shareholders shall be called not 
less than twenty days prior to the meeting. The notice shall 
be given in writing or by email.

The notice shall specify the place, date and time of the 
meeting, as well as the items and proposals of the Board 
of Directors and the shareholders who properly demanded 
that a General Meeting of Shareholders be called or,
respectively, whose request for adding items
to the agenda have been approved.

3.4 Meeting of All Shareholders
Shareholders or their proxies representing all shares issued 
may hold a meeting of shareholders without serving the 
formalities required for calling a meeting unless objection 
is raised. At such meeting, discussion may be held and 
resolution passed on all matters within the scope of the 
powers of a General Meeting of Shareholders for so long as 
the shareholders or proxies representing all shares issued 
are present.

3.5 Right to Vote, Proxy, and Independent Proxy
The General Meeting of Shareholders shall elect an indepen-
dent proxy who may either be an individual, a legal entity or 
a partnership. The independence of the independent proxy 
must not be impaired, either effectively or apparently, and 
is otherwise governed by article 728 para. 2-6 CO. The term 
of the independent proxy shall end with the closing of the 
next ordinary General Meeting of Shareholders following the 
General Meeting of Shareholders that elected the indepen-
dent proxy. Re-election is permissible.
 
Each shareholder may be represented by the independent 
proxy or, by means of written proxy by a proxy who does not 
have to be a shareholder himself. The Board of Directors 
decides on the recognition of proxies to attend the General 
Meeting of Shareholders.

The Board of Directors shall ensure that the shareholders 
have the opportunity to give instructions to the independent 
proxy with respect to each agenda point mentioned in the 
notice to the meeting. In addition, the shareholders shall 
be given the opportunity to give general instructions with 
respect to motions made at the meeting concerning an agenda 
point or with respect to an agenda point not previously 
announced in the invitation (article 700 para. 3 CO).

The Board of Directors shall ensure that the shareholders 
may give their proxy or instructions, also electronically, to the 
independent proxy until 4:00 p.m. (local time) on the second 
business day before date of the General Meeting of Share- 
holders. The Board of Directors determines the procedures 
for giving proxies and instructions by electronic means.

oder Nominalwerte im Umfang von 3% des Kapitals 
vertreten. Die Einberufung wird schriftlich unter Angabe des 
Verhandlungsgegenstands und der Anträge anbegehrt.

3.2 Traktandierungsrecht
Ein oder mehrere Aktionäre, die zusammen Aktien im 
Nennwert von mindestens 2% des Kapitals vertreten, 
können die Traktandierung eines Verhandlungsgegenstan-
des verlangen. Die Traktandierung muss mindestens vierzig 
Tage vor der Versammlung schriftlich unter Angabe des 
Verhandlungsgegenstandes und der Anträge des Aktionärs 
oder der Aktionäre anbegehrt werden.

3.3 Form der Einberufung
Die Generalversammlung wird mindestens zwanzig Tage 
vor der Versammlung einberufen. Die Einberufung erfolgt 
durch E-Mail oder gewöhnlichen Brief an die Aktionäre.
 
In der Einberufung sind Ort, Datum und Zeit der General-
versammlung sowie die Verhandlungsgegenstände und 
Anträge des Verwaltungsrats und der Aktionäre bekannt zu 
geben, welche die Durchführung einer Generalversammlung 
korrekt verlangt haben bzw. deren Traktandierungsanträge 
genehmigt
wurden.
 

3.4 Universalversammlung
Die Eigentümer oder Vertreter sämtlicher Aktien können, 
falls kein Widerspruch erhoben wird, eine Generalver-
sammlung ohne Einhaltung der für die Einberufung 
vorgeschlagenen Formvorschriften abhalten. In dieser 
Versammlung kann über alle in den Geschäftskreis der 
Generalversammlung fallenden Geschäfte gültig verhandelt 
und Beschluss gefasst werden, solange die Eigentümer 
oder Vertreter sämtlicher Aktien anwesend sind.
 

3.5 Stimmrecht, Stellvertretung und unabhängiger Stimm-
rechtsvertreter
Die Generalversammlung wählt einen unabhängigen Stimm-
rechtsvertreter. Wählbar sind natürliche oder juristische 
Personen oder Personengesellschaften. Die Unabhängigkeit 
des unabhängigen Stimmrechtsvertreters darf weder 
tatsächlich noch dem Anschein nach beeinträchtigt sein 
und richtet sich im Übrigen nach Artikel 728 Abs. 2-6 OR. 
Die Amtsdauer des unabhängigen Stimmrechtsvertreters 
endet mit der Beendigung der auf seine Wahl folgenden 
ordentlichen Generalversammlung. Wiederwahl ist möglich. 

Jede Aktie gibt das Recht auf eine Stimme. Jeder Aktionär 
kann sich durch den unabhängigen Stimmrechtsvertreter 
oder mit schriftlicher Vollmacht durch einen Bevollmäch-
tigten vertreten lassen, der selbst nicht Aktionär sein muss. 
Der Verwaltungsrat entscheidet über die Anerkennung der 
Vollmachten zur Teilnahme an der Generalversammlung.
 
Der Verwaltungsrat stellt sicher, dass die Aktionäre die 
Möglichkeit haben, dem unabhängigen Stimmrechtsver-
treter zu jedem in der Einberufung gestellten Antrag zu 
Verhandlungsgegenständen Weisungen zu erteilen. Zudem 
müssen sie die Möglichkeit haben, zu nicht angekündigten 
Anträgen zu Verhandlungsgegenständen sowie zu neuen 
Verhandlungsgegenständen gemäss Artikel 700 Abs. 3 OR 
allgemeine Weisungen zu erteilen.
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The independent proxy shall exercise the voting rights 
granted to him, her or it by the shareholders in accordance 
with their instructions. If no instructions have been given, 
the independent proxy shall abstain from voting.

If the independent proxy cannot exercise his office or if the 
Company does not have an independent proxy, the proxies 
and instructions given to him shall be deemed to have been 
given to the independent proxy appointed by the Board of 
Directors.

3.6 Organization of the General Meeting of Shareholders and 
Adoption of Resolutions
The General Meeting of Shareholders shall be chaired by the 
Chairperson, or, in his absence, by another member of the 
Board of Directors or by a chairperson elected by the General 
Meeting of Shareholders. The Chairperson designates a 
secretary for the minutes and one or several scrutineers 
for the counting of the votes. Neither the secretary nor the 
scrutineers need to be shareholders.

The Board of Directors is responsible for the keeping of the 
minutes which are to be signed by the Chairperson and the 
secretary.

The shareholders’ meeting may resolve all matters and 
may conduct elections with the absolute majority of the 
votes cast, except to the extent law or these articles require 
otherwise. When counting a ballot, abstentions and empty 
ballot papers shall not be taken into account. 

In respect of resolutions regarding the release of the 
members of the Board of Directors from liability, persons 
who are in any fashion involved in the management, have 
no right to vote.

3.7 Powers
The General Meeting of Shareholders has the following 
inalienable powers:

1. to adopt and amend the Articles of Association;

2. to elect and remove the members of the Board of 
Directors, the Chairperson, the members of the Nomination 
and Remuneration Committee, the Auditors and the 
independent proxy;

3. to approve the management report and the consolidated 
accounts;

4. to approve the annual accounts and resolutions on the 
allocation of the disposable profit, and in particular to 
set the dividend and the shares of profits paid to board 
members;

5. the approval of the compensation of the members of the 
Board of Directors, the Executive Board and any Advisory 
Board in accordance with article 4.10 of the Articles of 
Association;

6. to discharge the members of the Board of Directors;

7. to pass resolutions concerning the matters reserved 

Der Verwaltungsrat stellt sicher, dass die Aktionäre ihre 
Vollmachten und Weisungen, auch elektronisch, bis 16:00 
Uhr Lokalzeit am zweiten Arbeitstag vor dem Datum der 
Generalversammlung dem unabhängigen Stimmrechtsver-
treter erteilen können. Der Verwaltungsrat bestimmt das 
Verfahren der elektronischen Erteilung von Vollmachten und 
Weisungen.
 
Der unabhängige Stimmrechtsvertreter ist verpflichtet, 
die ihm von den Aktionären übertragenen Stimmrechte 
weisungsgemäss auszuüben. Hat er keine Weisungen 
erhalten, so enthält er sich der Stimme.
 
Kann der unabhängige Stimmrechtsvertreter sein Amt nicht 
ausüben oder hat die Gesellschaft keinen unabhängigen 
Stimmrechtsvertreter, dann gelten die ihm erteilten 
Vollmachten und Weisungen als dem vom Verwaltungsrat 
ernannten unabhängigen Stimmrechtsvertreter erteilt.
 

3.6 Organisation der Generalversammlung und Beschluss-
fassung
Den Vorsitz der Generalversammlung führt der Präsident, 
bei dessen Verhinderung ein anderes Mitglied des 
Verwaltungsrats oder ein von der Versammlung gewählter 
Tagespräsident. Der Vorsitzende bezeichnet den Protokoll-
führer und einen Stimmenzähler, die nicht Aktionäre sein 
müssen.
 
Der Verwaltungsrat sorgt für die Führung des Protokolls, 
das vom Vorsitzenden und vom Protokollführer zu unter-
zeichnen ist.
 
Die Generalversammlung fasst ihre Beschlüsse und 
vollzieht ihre Wahlen, soweit das Gesetz oder die Statuten 
es nicht anders bestimmen, mit der absoluten Mehrheit der 
abgegebenen Stimmen. Bei der Berechnung der Mehrheit 
werden Stimmenthaltungen und leer eingelegte Stimmen 
nicht berücksichtigt. 

Bei Beschlüssen über die Entlastung des Verwaltungsrates 
haben Personen, die in irgendeiner Weise an der Geschäfts-
führung teilgenommen haben, kein Stimmrecht.
 

3.7 Befugnisse
Die Generalversammlung hat folgende unübertragbare 
Befugnisse:

1. die Festsetzung und Änderung der Statuten;
 
2. die Wahl und Abberufung der Mitglieder des Verwal-

tungsrates, des Präsidenten des Verwaltungsrats, der 
Mitglieder des Vergütungsausschusses, der Revisions-
stelle und des unabhängigen Stimmrechtsvertreters;

 
3. die Genehmigung des Lageberichts und der Konzern-

rechnung;
 
4. die Genehmigung der Jahresrechnung sowie die Besch-

lussfassung über die Verwendung des Bilanzgewinns, 
insbesondere die Festsetzung der Dividende und der 
Tantieme;

 
5. die Genehmigung der Vergütung der Mitglieder des 



Occlutech Holding AG 121

to the General Meeting of Shareholders by law or the 
Articles of Association.

4. Board of Directors

4.1 Constitution and Term of Office
The Board of Directors shall consist of at least three members 
of which the majority is independent. The members of the 
Board of Directors do not need to be shareholders. The 
Board of Directors organises itself, subject to the election of 
the Chairperson of the Board of Directors and the members 
of the Nomination and Remuneration Committee by the 
General Meeting of Shareholders. It may designate a Vice 
Chairperson and a Secretary. The Secretary does neither 
have to be shareholder nor a member of the Board of 
Directors.

If the office of the Chairperson is vacant, the Board of 
Directors shall appoint a new Chairperson for the remainder 
of the term of office.

The members of the Board of Directors shall be elected 
by the General Meeting of Shareholders for a term of one 
year, beginning with the day of their election. Members of 
the Board of Directors shall hold their offices until they are 
replaced or re-elected, unless they retire or are removed 
earlier. If a member of the Board of Directors is replaced, 
his successor shall continue in office until the end of his 
predecessor’s term. 

4.2 Duties
The Board of Directors is entrusted with the ultimate 
direction of the Company and the supervision of and the 
control over the management.

By enactment of an Organizational Regulation, the Board 
of Directors may completely or partially delegate the power 
to manage and to represent the Company to one or more 
of its members (managing directors) or to third persons 
(managers).

The Board of Directors shall have the following non- 
transferable and inalienable duties:

1. the ultimate management of the Company and the 
issuance of the necessary directives;

2. the determination of the organization of the Company;

3. the structuring of the accounting system and of the 
financial controls, as well as the financial planning 
insofar as this is necessary in the management of the 
Company;

4. the appointment and the removal of the members of the 
Executive Board and of the persons entrusted with the 
management and representation of the Company and 
the granting of signatory power;

5. the ultimate supervision of the members of the Executive 
Board, particularly with regard to compliance with the 
law, these Articles of Association and regulations and 
directives;

Verwaltungsrates, der Geschäftsleitung und eines 
allfälligen Beirats gemäss Artikel 4.10 der Statuten;

 
6. die Entlastung der Mitglieder des Verwaltungsrats;
 
7. die Beschlussfassung über die Gegenstände, die 

der Generalversammlung durch das Gesetz oder die 
Statuten vorbehalten sind. 

 
4. Verwaltungsrat

 
4.1 Zusammensetzung und Amtsdauer

Der Verwaltungsrat besteht aus mindestens drei Mitg-
liedern, wovon die Mehrheit unabhängig sein muss. Die 
Mitglieder des Verwaltungsrates müssen nicht Aktionäre 
sein. Vorbehältlich der Wahl des Präsidenten des Verwal-
tungsrates und der Mitglieder des Vergütungsausschusses 
durch die Generalversammlung konstituiert sich der 
Verwaltungsrat selbst. Er kann einen Vizepräsidenten 
und einen Sekretär bezeichnen. Der Sekretär muss weder 
Aktionär noch Mitglied des Verwaltungsrates sein.
 
Ist das Amt des Präsidenten vakant, so ernennt der 
Verwaltungsrat für die verbleibende Amtsdauer einen neuen 
Präsidenten.
 
Die Verwaltungsratsmitglieder werden von der Generalver-
sammlung für eine Amtsdauer von einem Jahr gewählt, die 
mit dem Tag ihrer Wahl beginnt; sie verbleiben, sofern sie 
nicht vorher ausscheiden, bis zur Ernennung ihres Nachfol-
gers oder bis zu ihrer Wiederwahl im Amt. Wird ein Mitglied 
vor Ablauf seiner Amtszeit ersetzt, so tritt sein Nachfolger in 
dessen Amtszeit ein.
 

4.2 Befugnisse
Dem Verwaltungsrat obliegt die oberste Leitung der 
Gesellschaft und die Aufsicht und Kontrolle über die 
Geschäftsführung.
 
Der Verwaltungsrat ist berechtigt, die Geschäftsführung 
und Vertretung durch Erlass eines Organisationsreglements 
ganz oder zum Teil an einzelne Mitglieder (Delegierte) oder 
an Dritte (Direktoren) zu übertragen.
 
Der Verwaltungsrat hat folgende unübertragbare und 
unentziehbare Aufgaben:
 
1. die Oberleitung der Gesellschaft und die Erteilung der 

nötigen Weisungen;
 
2. die Festlegung der Organisation;
 
3. die Ausgestaltung des Rechnungswesens, der Finanz-

kontrolle sowie der Finanzplanung, sofern diese für die 
Führung der Gesellschaft notwendig ist;

 
4. die Ernennung und Abberufung der Mitglieder der 

Geschäftsführung und der mit der Vertretung betrauten 
Personen und die Regelung ihrer Zeichnungsberechti-
gung;

 
5. die Oberaufsicht über die Mitglieder der Geschäfts-

führung, namentlich im Hinblick auf die Befolgung der 
Gesetze, Statuten, Reglemente und Weisungen;
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6. the preparation of the business report and the compen-
sation report as well as the preparation of the General 
Meeting of Shareholders and the implementation of the 
latter’s resolutions;

7. the notification of the judge in the case of over-indebted-
ness;

8. the passing of resolutions regarding the subsequent 
payment of capital with respect to non-fully paid-in 
shares;

9. the passing of resolutions confirming increases in the 
share capital and related amendments to the Articles of 
Association;

10. the examination of the professional qualifications of 
the specially qualified auditors in those cases where 
appointment of such auditors is prescribed by the law.

4.3 Organization, Resolutions, Minutes
Meetings of the Board of Directors shall be called whenever 
needed by its Chairperson or, in the absence of the Chair-
person, by the Vice Chairperson or any other member of 
the Board of Directors. A meeting shall also be called at the 
written and substantiated request of any member of the 
Board of Directors.

The proceedings of and resolutions adopted by the Board 
of Directors shall be recorded in minutes which shall be 
signed by the Chairperson of the Board of Directors and by 
the secretary.

The Board of Directors constitutes itself. No quorum 
regarding attendance is required if the sole business to be 
transacted is the establishment of a capital increase and 
the subsequent amendment to the Articles of Association.

Resolutions shall be adopted by a majority vote of all the 
members of the Board of Directors present. In case of a tie, 
the Chairperson of the meeting shall have the casting vote.

Resolutions of the Board of Directors may also be adopted 
in writing or by means or e-mail or any other form of 
electronic communication, unless a member requests 
oral deliberations. Any resolution thus adopted shall be as 
binding as resolutions adopted at an actual meeting and 
shall be recorded in minutes.

4.4 Principles of Remuneration, Reimbursement of Expenses
The members of the Board of Directors, the Executive 
Board and any Advisory Board are entitled to remuneration 
commensurate with their activities. The remuneration may 
be paid by the Company or by a subsidiary provided it is 
covered by the maximum total remuneration approved by 
the General Meeting of Shareholders.

The remuneration of the members of the Board of Directors, 
the Executive Board and any Advisory Board shall be 
reasonable, competitive and performance-oriented and shall 
be consistent with the strategic objectives and performance 
of the group. 

6. die Erstellung des Geschäftsberichtes und des 
Vergütungsberichtes sowie die Vorbereitung der General-
versammlung und die Ausführung ihrer Beschlüsse;

 
7. die Benachrichtigung des Richters im Falle der Über-

schuldung;
 
8. die Beschlussfassung über die nachträgliche Leistung 

von Einlagen auf nicht vollständig liberierte Aktien;
 
9. die Beschlussfassung über die Feststellung von Kapita-

lerhöhungen und daraus folgende Statutenänderungen;
 
10. die Prüfung der fachlichen Voraussetzungen der 

besonders befähigten Revisoren für die Fälle, in welchen 
das Gesetz den Einsatz solcher Revisoren vorsieht.

 
4.3 Organisation, Beschlussfassung, Protokoll

Sitzungen des Verwaltungsrates werden vom Präsidenten 
oder, im Falle seiner Verhinderung, vom Vizepräsidenten 
oder einem anderen Mitglied des Verwaltungsrates einbe-
rufen, so oft dies als notwendig erscheint. Eine Sitzung ist 
auch einzuberufen, wenn ein Mitglied des Verwaltungsrates 
dies schriftlich und unter Angabe der Gründe verlangt.
 
Über die Verhandlungen und Beschlüsse des Verwaltungs-
rates ist ein Protokoll zu führen, das durch den Vorsitzenden 
und den Sekretär zu unterzeichnen ist. 
 
Der Verwaltungsrats konstituiert sich selbst. Kein Präsen-
zquorum ist erforderlich, wenn ausschliesslich die erfolgte 
Durchführung einer Kapitalerhöhung festzustellen und 
die anschliessend vorzunehmende Statutenänderung zu 
beschliessen ist.
 
Beschlüsse werden durch die Mehrheit der stimmenden 
Verwaltungsratsmitglieder gefasst. Im Falle von Stimmeng-
leichheit hat der Vorsitzende den Stichentscheid.
 
Beschlüsse des Verwaltungsrates können auch auf 
schriftlichem Weg oder E-Mail oder jede andere Form der 
elektronischen Kommunikation gefasst werden, sofern nicht 
ein Mitglied mündliche Beratung verlangt; jeder so gefasste 
Beschluss hat die gleiche Gültigkeit wie die an einer Sitzung 
gefassten Beschlüsse und muss protokolliert werden.
 

4.4 Grundsätze der Vergütung, Auslagenersatz
Die Mitglieder des Verwaltungsrates, der Geschäftsleitung 
und eines allfälligen Beirats haben Anspruch auf eine 
ihrer Tätigkeit entsprechende Vergütung. Die Vergütung 
kann durch die Gesellschaft oder durch eine Gruppenge-
sellschaft ausgerichtet werden, sofern sie von der durch 
die Generalversammlung jeweils genehmigten maximalen 
Gesamtvergütung gedeckt ist.
Die Vergütungen der Mitglieder des Verwaltungsrates, 
der Geschäftsleitung und eines allfälligen Beirats sollen 
angemessen, wettbewerbsfähig und leistungsorientiert und 
in Übereinstimmung mit den strategischen Zielen sowie 
dem Erfolg der Gruppe festgesetzt werden. 
 
Die Mitglieder des Verwaltungsrates und eines allfälligen 
Beirats erhalten eine fixe Vergütung sowie allfällige weitere 
Vergütungselemente, welche nicht erfolgsabhängig sind. 
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The members of the Board of Directors and any Advisory 
Board are paid a fixed remuneration and other applicable 
elements of remuneration that are not dependent on 
performance. The Company may pay to the members of the 
Board of Directors and any Advisory Board a performance- 
related compensation.

Remuneration of the members of the Executive Board 
consists of a fixed compensation and may be complemented 
by a performance component. 

The amount of the performance remuneration paid to the 
members of the Board of Directors, the Executive Board 
and any Advisory Board depends on the qualitative and 
quantitative targets and parameters defined by the Board of 
Directors. The Board of Directors defines and assesses the 
targets and their achievement or delegates this task to the 
Nomination and Remuneration Committee. The competen-
ce to determine the qualitative and quantitative targets and 
parameters is set out in the Organizational Regulations.

The fixed compensation and any performance remuneration 
may be paid in cash or by allocating equity instruments, 
conversion or option rights or other rights to equity 
instruments.

The amount of the performance-related compensation of 
a member of the Board of Directors, the Executive Board 
or any Advisory Board shall, as a rule, not exceed 200% of 
the fixed compensation of such member. The details of the 
performance-related compensation of the members of the 
Board of Directors, the Executive Board and any Advisory 
Board shall be set forth by the Board of Directors.

The Board of Directors determines the respective amounts 
of remuneration within the respective remuneration 
framework approved by the General Meeting of Share- 
holders upon proposal of the Nomination and  
Remuneration Committee.

As part of the compensation of members of the Board of 
Directors, the Executive Board and any Advisory Board, the 
Company may also allocate equity securities, conversion 
rights, option rights or other rights with equity securities 
as underlying. In case of an allocation of equity securities, 
conversion rights, option rights or other rights with equity
securities as underlying, the amount of the compensation 
is equal to the value of the securities or, respectively, the 
rights allocated, determined as at the time of the allocation 
in accordance with generally accepted valuation methods. 
The Board of Directors may determine blocking periods 
for holding the securities or, respectively, the rights and 
may determine when and to what extent entitled persons 
acquire an entitlement that is neither subject to conditions 
nor requirements and under which terms and conditions 
blocking periods laps and entitled persons acquire promptly 
an entitlement that is neither subject to conditions nor 
requirements (e.g. in case of a change of control, a material 
restructuring or in case of certain forms of termination of 
an employment agreement). Details are to be determined by 
the Board of Directors.

Reimbursement of expenses does not qualify as remuneration. 

Die Gesellschaft kann den Mitgliedern des Verwaltungsrats 
und eines allfälligen Beirats eine erfolgsabhängige 
Vergütung entrichten.
 
Die Vergütung der Mitglieder der Geschäftsleitung, besteht 
aus einer fixen Vergütung und kann durch eine erfol-
gsabhängige Vergütung ergänzt werden.
 
Die Höhe der etwaigen erfolgsabhängige Vergütung der 
Mitglieder des Verwaltungsrates, der Geschäftsleitung 
und eines etwaigen Beirats richtet sich nach den vom 
Verwaltungsrat festgelegten qualitativen und quantita-
tiven Zielvorgaben und Parametern. Die Ziele und deren 
Erreichung werden vom Verwaltungsrat oder, soweit an 
ihn delegiert, vom Vergütungsausschuss festgelegt und 
überprüft. Die Zuständigkeit zur Festlegung der qualitativen 
und quantitativen Zielvorgaben und Parametern bestimmt 
sich nach dem Organisationsreglement.
 
Sowohl die fixe als auch eine etwaige erfolgsabhängige 
Vergütung können in bar oder durch Zuteilung von Eigen-
kapitalinstrumenten, Wandel- oder Optionsrechten oder 
anderen Rechten auf Eigenkapitalinstrumente ausgerichtet 
werden.
 
Der Betrag der erfolgsabhängigen Vergütung eines 
Mitglieds des Verwaltungsrats, der Geschäftsleitung oder 
eines etwaigen Beirats soll in der Regel 200% seiner fixen 
Vergütung nicht übersteigen. Der Verwaltungsrat regelt 
die Einzelheiten der erfolgsabhängigen Vergütungen der 
Mitglieder des Verwaltungsrates, der Geschäftsleitung und 
eines allfälligen Beirats.
 
Der Verwaltungsrat legt die Höhe der entsprechenden 
Vergütungen im Rahmen der von der Generalversammlung 
jeweils genehmigten maximalen Gesamtvergütungen auf 
Antrag des Vergütungsausschusses fest.
 
Die Gesellschaft kann den Mitgliedern des Verwaltungsrats, 
der Geschäftsleitung und eines allfälligen Beirats im 
Rahmen ihrer Vergütung Beteiligungspapiere, Wandel- oder 
Optionsrechte, oder andere Rechte auf Beteiligungspapiere 
zuteilen. Bei einer Zuteilung von Beteiligungspapieren, 
Wandel- oder Optionsrechten, oder anderen Rechten auf 
Beteiligungspapiere entspricht der Betrag der Vergütung 
dem Wert, der den zugeteilten Papieren bzw. Rechten im 
Zeitpunkt der Zuteilung gemäss allgemein anerkannten 
Bewertungsmethoden zukommt. Der Verwaltungsrat kann 
eine Sperrfrist für das Halten der Papiere bzw. Rechte 
festlegen und bestimmen, wann und in welchem Umfang 
die Berechtigten einen festen Rechtsanspruch erwerben 
bzw. unter welchen Bedingungen etwaige Sperrfristen 
dahinfallen und die Begünstigten sofort einen festen 
Rechtsanspruch erwerben (z.B. bei einem Kontrollwechsel, 
bei substantiellen Umstrukturierungen oder bei bestimmten 
Arten der Beendigung des Arbeitsverhältnisses). Der Verwal-
tungsrat regelt die Einzelheiten.
 
Auslagenersatz gilt nicht als Vergütung. Die Gesellschaft 
kann den Mitgliedern des Verwaltungsrates, der Ge-
schäftsleitung und eines allfälligen Beirats einen Ausla-
genersatz in Form und Höhe von steuerlich anerkannten 
Pauschalspesen ausrichten.
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The Company may pay members of the Board of Directors 
and the persons whom the Board of Directors has entrusted 
with the executive management a reimbursement for 
expenses in the form of and amount of lump-sum expenses 
recognized for tax purposes.

The allocation of equity securities, conversion rights, option 
rights or other rights with equity securities as underlying 
that members of the Board of Directors, the Executive 
Board and any Advisory Board receive in their function as 
shareholders of the Company (e.g. subscription right within 
a capital increase or option rights within a capital reduction) 
shall not be regarded compensation and are not subject to 
this provision.

Compensation to members of the Board of Directors, the 
Executive Board and any Advisory Board may also be paid 
by other group companies, namely for services provided 
to these other group companies. The Board of Directors 
determines the remuneration based on market rates for 
such services.

4.5 Nomination and Remuneration Committee
The General Meeting of Shareholders elects the members 
of the Nomination and Remuneration Committee individu-
ally for a term of one year ending at the conclusion of the 
next annual General Meeting of Shareholders. Re-election is 
permitted. The Nomination and Remuneration Committee 
is composed of at least three members. Only members of 
the Board of Directors may be elected. The Nomination and 
Remuneration Committee constitutes itself, subject to the 
election of the Chairperson of the Nomination and Remune-
ration Committee by the Board of Directors.

If the Nomination and Remuneration Committee is not fully 
occupied, the Board of Directors may appoint substitute 
members from among its Board Members instead of 
the missing members for a term of office extending 
until completion of the next ordinary General Meeting of 
Shareholders.

The Nomination and Remuneration Committee has the 
following fundamental duties and responsibilities (principles): 

1. preparation and periodic review of the compensation 
policy and principles of remuneration and the perfor-
mance criteria in the area of compensation, periodic 
review of their implementation, and submission of 
related proposals and recommendations to the Board of 
Directors; 

2. preparation of all relevant decisions of the Board of 
Directors regarding compensation of the members of 
the Board of Directors, the Executive Board and any 
Advisory Board and submission of related proposals and 
recommendations to the Board of Directors.

To fulfill its duties, the Nomination and Remuneration Com-
mittee may consult other persons and external consultants 
and have them participate in its meetings.

The Board of Directors may assign other tasks and compe-
tencies to the Nomination and Remuneration Committee. 

Die Zuteilung von Beteiligungspapieren, Wandel- oder 
Optionsrechten, oder anderen Rechten auf Beteiligungs-
papiere, welche die Mitglieder des Verwaltungsrats, der 
Geschäftsleitung und eines allfälligen Beirats in ihrer 
Eigenschaft als Aktionäre der Gesellschaft erhalten (z.B. 
Bezugsrechte im Rahmen einer Kapitalerhöhung oder Optio-
nen im Rahmen einer Kapitalherabsetzung), gelten nicht als 
Vergütung und fallen nicht unter diese Bestimmung.

Vergütungen an Mitglieder des Verwaltungsrates, der 
Geschäftsleitung und eines allfälligen Beirats dürfen auch 
von anderen Konzerngesellschaften ausgerichtet werden, 
namentlich für Leistungen, die diesen Konzerngesellschaf-
ten erbracht werden. Der Verwaltungsrat legt die Vergütung 
auf der Grundlage von Markpreisen fest.
 

4.5 Vergütungsausschuss
Die Generalversammlung wählt die Mitglieder des 
Vergütungsausschusses je einzeln für eine Amtsdauer bis 
zum Abschluss der nächsten ordentlichen Generalversam-
mlung. Wiederwahl ist zulässig. Der Vergütungsausschuss 
besteht aus mindestens drei Mitgliedern. Wählbar sind nur 
die Mitglieder des Verwaltungsrates. Der Vergütungsauss-
chuss konstituiert sich selbst, unter Vorbehalt der Wahl 
des Präsidenten des Vergütungsausschusses durch den 
Verwaltungsrat. 
 
Ist der Vergütungsausschuss nicht vollständig besetzt, 
kann der Verwaltungsrat aus seiner Mitte Ersatzmitglieder 
anstelle der fehlenden Mitglieder für eine Amtsdauer bis 
zum Abschluss der nächsten ordentlichen Generalversam-
mlung bezeichnen.
 
Der Vergütungsausschuss hat folgende Aufgaben und 
Zuständigkeiten (Grundsätze):
 
1. Vorbereitung und periodische Überarbeitung der 

Vergütungspolitik und Vergütungsprinzipien und der 
Leistungskriterien im Bereich der Vergütung und 
periodische Überprüfung der Umsetzung derselben 
sowie diesbezügliche Antragstellung und Abgabe von 
Empfehlungen an den Verwaltungsrat;

 
2. Vorbereitung aller relevanten Entscheide des Verwal-

tungsrats betreffend die Vergütung der Mitglieder 
des Verwaltungsrats, der Geschäftsleitung und eines 
allfälligen Beirates sowie diesbezügliche Antragsstellung 
und Abgabe von Empfehlungen an den Verwaltungsrat.

 
Der Vergütungsausschuss kann zur Erfüllung seiner 
Aufgaben weitere Personen und externe Berater beiziehen 
und an seinen Sitzungen teilnehmen lassen.
 
Der Verwaltungsrat kann dem Vergütungsausschuss 
weitere Aufgaben zuweisen. Er kann die Einzelheiten zu 
Organisation, Arbeitsweise und Berichterstattung des 
Vergütungsausschusses im Organisationsreglement regeln.

 4.6 Darlehen und Kredite
Darlehen und Kredite an ein Mitglied des Verwaltungsrates, 
der Geschäftsführung oder eines allfälligen Beirates dürfen 
nur zu marktüblichen Bedingungen ausgerichtet werden. 
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The Board of Directors may regulate the organization, 
method of operation and reporting of the Nomination and 
Remuneration Committee in the Organizational Regulation.

4.6 Loans and Credits
Loans and credits in favor of a member of the Board of 
Directors, the Executive Board or any Advisory Board may 
only be granted at market conditions at arm’s length. 

4.7 Additional Mandates
The members of the Board of Directors and any Advisory 
Board shall not assume more than (i) 15 additional remune- 
rated mandates, of which not more than 5 in companies 
listed at a stock exchange, and (ii) 10 non-executive 
positions in non-profit legal entities or unpaid positions, 
whereas a reimbursement of expenses is not considered 
remuneration.

The Executive Board shall not assume more than 3 additional 
remunerated mandates. The Board of Directors must 
approve each mandate of the members of the Executive 
Board in advance.

A mandate as referred to herein is as a function in the 
most senior management and administrative bodies of 
other legal entities that are obliged to obtain an entry in the 
commercial register or a corresponding foreign register 
and which are not controlled by the Company. Mandates 
in different entities which belong to the same group are 
treated as one mandate. Mandates which are assumed by 
members of the Board of Directors or the persons whom 
the Board of Directors has entrusted with the executive 
management on instruction of the Company are not subject 
to the limitations set out in this article.

4.8 Employment and Mandate Contracts
Fixed-term employment and mandate agreements stipula-
ting the remuneration of members of the Board of Directors, 
the Executive Board or any Advisory Board shall not exceed 
a term of one year.

The notice period for open-ended employment and mandate 
agreements with members of the Board of Directors, the 
Executive Board or any Advisory Board shall not exceed 6 
months.

4.9 Pension payments outside the Occupational Pension Scheme
The members of the Board of Directors, the Executive Board 
and any Advisory Board can receive pension payments in 
accordance with applicable domestic and foreign occu-
pational welfare law or pension regulations, including any 
supplementary pension payments. Such pension payments 
do not constitute compensation subject to approval.

Pension payments by the Company, an affiliate of the 
Company or by third parties, to members of the Board of 
Directors, the Executive Board and any Advisory Board 
that are outside the occupational pension scheme are 
admissible up to 100% of the annual total compensation of 
the person concerned per year.

In case of sickness or accident of a member of the Board 
of Directors, the Executive Board or any Advisory Board, 

4.7 Zusätzliche Mandate
Die Mitglieder des Verwaltungsrates und eines allfälligen 
Beirates, dürfen nicht mehr als (i) 15 zusätzliche entgelt-
liche Mandate, davon höchstens 5 bei Gesellschaften, deren 
Beteiligungspapiere an einer Börse kotiert sind, und (ii) 10 
nicht-exekutive Mandate bei gemeinnützigen Rechtseinhei-
ten oder unentgeltliche Mandate, wobei ein Spesenersatz 
nicht als Entgelt gilt, innehaben bzw. ausüben.

Die Mitglieder der Geschäftsleitung dürfen nicht mehr als 
3 zusätzliche Mandate ausüben. Der Verwaltungsrat muss 
jedes Mandat der Mitglieder der Geschäftsleitung vorgängig 
genehmigen.

Als Mandat gilt die Tätigkeit in obersten Leitungs- oder 
Verwaltungsorganen anderer Rechtseinheiten, die verpflich-
tet sind, sich ins Handelsregister oder ein vergleichbares 
ausländisches Register eintragen zu lassen, und die 
nicht durch die Gesellschaft kontrolliert werden oder die 
Gesellschaft nicht kontrollieren. Mandate bei verschiedenen 
Gesellschaften, die der gleichen Unternehmensgruppe ang-
ehören, zählen als ein Mandat. Mandate, die ein Mitglied des 
Verwaltungsrates, der Geschäftsleitung und eines allfälligen 
Beirats, auf Anordnung der Gesellschaft wahrnimmt, fallen 
nicht unter die Beschränkung zusätzlicher Mandate gemäss 
diesem Artikel.
 

4.8 Arbeits- und Mandatsverträge
Befristete Arbeits- und Mandatsverträge, welche den 
Vergütungen für die Mitglieder des Verwaltungsrates, der 
Geschäftsleitung oder eines allfälligen Beirates zugrunde 
liegen, haben eine Dauer von maximal einem Jahr.
 
Die maximale Kündigungsfrist für unbefristete Arbeits- und 
Mandatsverträge der Mitglieder des Verwaltungsrates, der 
Geschäftsleitung oder eines allfälligen Beirates beträgt 6 
Monate.
 

4.9 Vorsorgeleistungen ausserhalb der beruflichen Vorsorge
Die Mitglieder des Verwaltungsrates, der Geschäftsleitung 
und eines etwaigen Beirats können Vorsorgeleistungen der 
beruflichen Vorsorge gemäss den auf sie anwendbaren 
in- oder ausländischen gesetzlichen oder reglementarischen 
Bestimmungen erhalten, einschliesslich etwaiger überobli-
gatorischer Leistungen. Die Erbringung solcher Leistungen 
stellt keine genehmigungspflichtige Vergütung dar.
 
Vorsorgeleistungen ausserhalb der beruflichen Vorsorge 
an ein Mitglied des Verwaltungsrates, der Geschäftsleitung 
oder eines etwaigen Beirats, durch die Gesellschaft, eine 
Gruppengesellschaft oder einen Dritten sind zulässig im 
Umfang von höchstens 100% der jährlichen Gesamt-
vergütung der betreffenden Person pro Jahr.
 
Bei Krankheit oder Unfall eines Mitglieds der Geschäftslei-
tung, des Verwaltungsrats und eines etwaigen Beirats 
kann die Gesellschaft dessen Lohn im Rahmen einer vom 
Verwaltungsrat erlassenen reglementarischen Regelung 
bzw. im Rahmen von Versicherungsleistungen weiterbezah-
len. Im Zusammenhang mit Frühpensionierungen kann die 
Gesellschaft Überbrückungsleistungen an die Versicherten 
oder zusätzliche Beiträge an eine Vorsorgeeinrichtung 
erbringen, die pro Jahr den Betrag der letzten gesamten 
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the Company may continue to pay the salary of such 
member in accordance with regulations issued by the 
Board of Directors or, respectively, in accordance with 
insurance payments. In connection with early retirements, 
the Company may make bridging payments to the insured 
person or additional contributions to the benefit institution 
not exceeding per year the amount of the last total annual 
compensation of the respective member.

4.10 Approval of Compensation in the General Meeting
The General Meeting of Shareholders approves the 
proposals of the Board of Directors regarding the maxi-
mum amounts of the remuneration separately every year 
with binding effect as follows: 

1. for the compensation of the Board of Directors for 
the term of office until the next General Meeting of 
Shareholders;

2. for the compensation of the Executive Committee for 
the financial year beginning after the Annual General 
Meeting; 

3. for the compensation of any Advisory Board for 
the term of office until the next General Meeting of 
Shareholders.

As far as a total amount approved for the compensation of 
the Executive Board is insufficient to compensate members 
of the Executive Board appointed after the resolution of 
the General Meeting until the beginning of the following 
Approval Period, the Company may use per person an 
additional amount of not more than 25% of the previously 
approved maximum total amount of the compensation 
of the Executive Board for the respective Approval Period. 
The General Meeting does not vote on the used additional 
amount.

In addition to the approval according to para. 1, the General 
Meeting may annually, upon request by the Board of 
Directors, approve separately and in a binding manner an 
increase of the approved maximum amounts for the com-
pensation of the Board of Directors, the Executive Board 
or any Advisory Board for the Approval Periods ongoing at 
or previous to the respective General Meeting. The Board 
of Directors is entitled to pay out of the approved total 
amounts respectively the additional maximum amounts all 
kinds of compensation.

In case of a rejection of the compensation, the Board of 
Directors may make new proposals at the same General 
Meeting of Shareholders or call for an extraordinary meeting 
of shareholders for that purpose.

The Board of Directors may submit the Compensation 
Report to the Shareholders’ Meeting for a consultative vote. 

The Company may take out a directors and officers 
liability insurance in favour of the members of the Board of 
Directors, the Executive Board and any Advisory Board and 
pay the contractual premiums respectively contributions. 
The payment of the premiums or other contributions is not 
deemed as compensation

Jahresvergütung des betreffenden Mitglieds nicht überstei-
gen dürfen.
 

4.10 Genehmigung der Vergütungen durch die Generalver-
sammlung

 
Die Generalversammlung genehmigt die Anträge des 
Verwaltungsrates in Bezug auf die maximalen Gesamtbe-
träge der Vergütungen jährlich, gesondert und bindend wie 
folgt:

 
1. für die Vergütung des Verwaltungsrates für den 

Zeitraum bis zur nächsten ordentlichen Generalver-
sammlung;

 
2. für die Vergütung der Geschäftsleitung für das nach 

der ordentlichen Generalversammlung beginnende 
Geschäftsjahr;

 
3. für die Vergütung eines etwaigen Beirats für den 

Zeitraum bis zur nächsten ordentlichen Generalver-
sammlung.

 
Soweit ein genehmigter maximaler Gesamtbetrag für die 
Vergütung der Geschäftsleitung nicht ausreicht, um etwaige 
nach dem Beschluss der Generalversammlung ernannte 
Mitglieder bis zum Beginn der nächsten Genehmigungspe-
riode zu entschädigen, steht der Gesellschaft pro Person 
ein Zusatzbetrag im Umfang von maximal 25% des vorab 
genehmigten maximalen Gesamtbetrags für die Vergütung 
der Geschäftsleitung für die jeweilige Genehmigungsperiode 
zur Verfügung. Die Generalversammlung stimmt nicht über 
den verwendeten Zusatzbetrag ab.
 
Zusätzlich zur Genehmigung gemäss Absatz 1 kann die 
Generalversammlung jährlich auf Antrag des Verwaltungs-
rates gesondert und bindend eine Erhöhung der genehmig-
ten maximalen Gesamtbeträge für die Vergütungen des 
Verwaltungsrats, der Geschäftsleitung oder eines etwaigen 
Beirats für die an der betreffenden Generalversammlung 
laufende Genehmigungsperiode bzw. die vorangegangene 
Genehmigungsperiode beschliessen. Der Verwaltungsrat ist 
berechtigt, aus den genehmigten maximalen Gesamtbeträ-
gen bzw. den Zusatzbeträgen alle Arten von Vergütungen 
auszurichten.
 
 lm Fall der Ablehnung der Vergütungen kann der Verwal-
tungsrat entweder an derselben Generalversammlung neue 
Anträge stellen oder zu diesem Zweck eine ausserordent-
liche Generalversammlung einberufen.

Der Verwaltungsrat kann der Generalversammlung den 
Vergütungsbericht konsultativ zur Abstimmung unterbreiten. 
 
Die Gesellschaft kann zugunsten der Mitglieder des 
Verwaltungsrats, der Geschäftsleitung und eines etwaigen 
Beirats Organhaftpflichtversicherungen abschliessen 
und die vertraglichen Prämien bzw. Beiträge leisten. Die 
Bezahlung der Prämien oder anderer Beiträge stellt keine 
Vergütung dar.
 
Mitglieder des Verwaltungsrats, der Geschäftsleitung und 
eines etwaigen Beirats dürfen Vergütungen beziehen für Tä-
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Members of the Board of Directors, the Executive Board 
and any Advisory Board may receive compensation for 
services rendered or work performed for companies that 
are directly or indirectly controlled by the Company, insofar 
such compensation would be admissible if they were paid 
directly by the Company and insofar they were approved by 
the General Meeting of the Company. The compensation 
approved by the General Meeting in accordance with this 
provision of the Articles of Association may be paid by the 
Company and/or one or several affiliates of the Company.

A compensation for a particular period that is covered by 
an approval by the General Meeting may partly or entirely 
be paid also after the end of such period, provided it is paid 
for the period to which the approval relates. In this case the 
compensation does not have to be subject to an approval 
regarding the period during which the compensation is paid.

In case of a dismissal or any other early termination of 
an employment agreement of a member of the Executive 
Board, which is concluded for an indefinite term, the 
Company may pay the compensation until the end of the 
notice period, even if the employee is released from its 
duties and accepts a new position. In case that a member 
of the Executive Board is released from its duties during 
the term of a fixed term employment agreement or in case 
of an early termination, the same applies for the remaining 
fixed term.

5. The Auditor
The General Meeting of Shareholders elects the Auditor of 
the Company.

The term of office of the Auditor shall be one year. The term 
ends on the day the Auditor is required to present the final 
auditor’s report to the General Meeting of Shareholders. 
Re-election is permitted. The Auditor may at any time be 
removed without notice.

The Auditor shall be independent in the sense of article 728 CO.

6. Fiscal Year and Profit Distribution 
The fiscal year of the Company shall be determined by the 
Board of Directors.

The accounts shall be closed as per the end of each fiscal 
year and the financial statements shall be submitted to the 
auditors for examination within 4 months after the close of 
the fiscal year.

The General Meeting of Shareholders is entitled to decide 
on the appropriation of income, subject to the applicable 
legal provisions, notably article 671 ff. CO. The Board of 
Directors submits proposals to the General Meeting of 
Shareholders regarding the appropriation of income.

The dividend may be determined only after the required 
allocations to the statutory reserves have been made. 
In addition to statutory reserves, other reserves may be 
accrued. All dividends which have not been collected within 

tigkeiten in Unternehmen, die durch die Gesellschaft direkt 
oder indirekt kontrolliert werden, sofern die Vergütungen 
zulässig wären, wenn sie direkt von der Gesellschaft 
ausgerichtet würden und sofern sie von der Generalversam-
mlung der Gesellschaft genehmigt worden sind. Die von der 
Generalversammlung gemäss dieser Statutenbestimmung 
genehmigten Beträge können von der Gesellschaft und/
oder einer oder mehreren anderen Gruppengesellschaften 
bezahlt werden.
 
Eine vom Genehmigungsbeschluss der Generalversam-
mlung erfasste Vergütung für eine bestimmte Zeitperiode 
darf ganz oder teilweise auch erst nach Abschluss dieser 
Zeitperiode ausgerichtet werden, sofern sie für die Zeitperi-
ode ausgerichtet wird, auf welche sich der Genehmigungs-
beschluss bezieht. In diesem Fall muss die Vergütung nicht 
vom Genehmigungsbeschluss jener Zeitperiode erfasst 
sein, in welcher die Ausrichtung erfolgt.
 
Bei Kündigung oder vorzeitiger Beendigung eines 
unbefristeten Arbeitsvertrags mit einem Mitglied der 
Geschäftsleitung darf die Gesellschaft bis zum Ablauf 
der Kündigungsfrist den Lohn bezahlen, auch wenn der 
Arbeitnehmer freigestellt wird und er eine neue Stelle 
annimmt. Bei Freistellung eines Mitglieds der Geschäftslei-
tung während der Dauer eines Arbeitsverhältnisses mit 
fester Laufzeit oder bei dessen vorzeitiger Auflösung gilt 
das Gleiche bis zum Ablauf der festen Laufzeit.
 

5. Revisionsstelle
Die Generalversammlung wählt eine Revisionsstelle.

Die Revisionsstelle wird für eine Amtsdauer von einem 
Jahr gewählt. Letztere endet mit der Generalversammlung, 
welcher der letzte Bericht zu erstatten ist. Eine Wiederwahl 
ist möglich. Eine Abberufung ist jederzeit und fristlos 
möglich.
 
Die Revisionsstelle muss nach Artikel 728 OR unabhängig sein.
 
 

6. Geschäftsjahr und Gewinnverwendung
Das Geschäftsjahr der Gesellschaft wird vom Verwaltungs-
rat festgelegt.
 
Die Bücher müssen je auf das Ende eines Geschäftsjahres 
abgeschlossen und die Jahresrechnung innert 4 Monaten 
nach Abschluss des Geschäftsjahres der Revisionsstelle zur 
Prüfung vorgelegt werden.
 
Unter Vorbehalt der gesetzlichen Vorschriften über die 
Gewinnverteilung, insbesondere Artikel 671 ff. OR, steht der 
Bilanzgewinn zur Verfügung der Generalversammlung. Der 
Verwaltungsrat unterbreitet ihr seine Vorschläge.

Die Dividende darf erst festgesetzt werden, nachdem 
die dem Gesetz entsprechenden Zuweisungen an die 
gesetzlichen Reserven abgezogen worden sind. Neben der 
gesetzlichen Reserve können weitere Reserven geschaffen 
werden. Alle Dividenden, welche innerhalb von fünf Jahren 
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five years of their payable date are forfeited to the company 
and are allocated to general reserves.

7. Dissolution and Liquidation
Should the Company be dissolved, the Board of Directors 
shall carry out the liquidation unless the General Meeting of 
Shareholders decides otherwise.

8. Notices and Announcements
Official publications of the Company shall be made in the 
Swiss Official Gazette of Commerce. Notices to share- 
holders shall be given by mail or e-mail if their names and 
addresses are known and if not otherwise described by law.

In the event of conflicts between the German version of the 
Company’s Articles of Association and the English version the 
German text shall prevail.

nach ihrer Fälligkeit nicht bezogen worden sind, verfallen 
zugunsten der Gesellschaft und werden der allgemeinen 
Reserve zugeteilt.
 

7. Auflösung und Liquidation
Wird die Gesellschaft aufgelöst, so führt der Verwaltungsrat 
die Liquidation durch, sofern die Generalversammlung nicht 
etwas anderes beschliesst.

8. Mitteilungen und Bekanntmachungen
Publikationsorgan ist das Schweizerische Handelsamts-
blatt. Die Mitteilungen an die Aktionäre erfolgen durch 
gewöhnlichen Brief oder durch E-Mail, soweit deren Namen 
und Adressen bekannt sind und das Gesetz nichts anderes 
vorschreibt.

Falls sich zwischen der deutschen und der englischen 
Fassung dieser Statuten Differenzen ergeben, gilt der deutsche 
Originaltext.
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APPROVAL OF THE PROSPECTUS
The Prospectus has been approved by the SFSA, as the 
national competent authority under Regulation (EU) 2017/1129 
(the “Prospectus Regulation”). The SFSA only approves 
the Prospectus as meeting the standards of completeness, 
comprehensibility and consistency imposed by the Prospectus 
Regulation. Such approval from the SFSA should not be 
considered as an endorsement of the quality of the Company or 
of the securities that are subject of this Prospectus. Investors 
should make their own assessment as to the suitability of 
investing in the securities. 

GENERAL COMPANY INFORMATION
Occlutech Holding AG is a Swiss public limited liability company 
that was formed in Switzerland and was registered with the 
official register of companies of the Canton of Schaffhausen (Ge. 
Handelsregisteramt des Kantons Schaffhausen) on 12 December 
2000. The Company’s current name was registered on 7 
September 2009. The Company’s corporate registration number 
is CHE-101.329.851 and the registered seat is located in Schaff-
hausen, Switzerland. The Company’s operations are governed 
by Swiss law. The Company’s Legal Entity Identifier (LEI) code is 
506700J4B7X08Z441476. The address of the Company’s head 
office is Feldstrasse 22, 8200 Schaffhausen, Switzerland and the 
Company can be reached by telephone at: +46 704 33 65 25 . 
The Company’s website is www.occlutech.com.  

LEGAL GROUP STRUCTURE 
Occlutech Holding AG is the parent company of a group consisting of twelve wholly owned subsidiaries. A Group chart is presented 
below.

Corporate structure

Occlutech 
Holding AG

Occlutech 
GmbH

Occlutech
International 

AB

Occlutech 
Tibbi Urunler 

Sanayi ve 
Ticaret Ltd.

Occlutech 
Australia 
Pty Ltd.

Occlutech 
NZ Ltd.

Occlutech 
France SARS

Occlutech 
Italia srl

Occlutech 
UK Ltd. 

Occlutech 
Italia srl

Procora 
Tibbi

Occlutech US 
LLC

Occlutech 
Canada LLC

MATERIAL AGREEMENTS 
Distribution agreements
Occlutech has entered into several distribution agreements with 
various distributors, to market, sell and distribute its products in 
order to develop and maintain a substantial volume of product 
sales. Occlutech has primarily instructed local entities as 
independent actors in specific territories, rather than engaging 
one distributor across one or multiple regions. 

The distribution model tends to give the distributors the 
exclusive right to market, distribute and sell within their defined 
territory under Occlutech’s branding. Occlutech also generally 
has the right to convert this exclusivity to non-exclusivity by 
giving the distributor three months’ notice, converting the 
exclusive distribution agreement to a non-exclusive distribution 
agreement.

Occlutech maintains all trademarks and intellectual property 

rights and the distributor’s use of such rights are restricted to 
the duration of the distribution agreement. The distributors 
are only permitted to market, distribute and sell Occlutech’s 
products using approved trademarks for promotion, sale and 
distribution, in order to maintain quality and ensure consistent 
branding.

The distributors are generally obliged to meet annual purchase 
goals and to use its best efforts to market and sell the products 
in their territory. The distributor must purchase at least the 
quantities of the products specified in the agreement and these 
quantities are increased by 25 percent each year. If the distributor 
fails to meet the pre-determined targets, Occlutech has the 
right to terminate the agreement by giving 30 days written 
notice and to convert the exclusive distribution agreement to a 
non-exclusive distribution agreement. 

Occlutech generally works with its distributors for a minimum 
term of one or two years, which if not terminated is then 

LEGAL CONSIDERATIONS AND 
SUPPLEMENTARY INFORMATION
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automatically renewed in yearly extensions, for a maximum full 
term of five years where the agreement will automatically expire 
unless explicitly extended by Occlutech and the distributor 
before such expiration date. In general, both Occlutech and 
its distributors have the right to terminate the distribution 
agreement following the initial term, provided they give three 
months’ notice to the other party. The majority of Occlutech’s 
distribution agreements follow a standard format and most are 
governed by Swedish law. 

GOVERNMENTAL, LEGAL AND ARBITRATION PROCEEDINGS
The German tax authorities have decided to challange  
Occlutech’s intra-group transactions for the period 2009–2011 
and availability of tax losses carry forward from 2009. The 
decision has been appealed and resulted in an ongoing tax  
dispute in court. The current estimate of the dispute’s 
maximum financial exposure amounts to approximately EUR 
983,000 in total plus statutory interest of 6 percent from 2014.

Besides what is stated above, the Company is not, nor has it 
been during the past 12 months, a party in any governmental, 
legal or arbitration proceedings (including not yet determined 
proceedings or such proceedings that the Company is aware 
may arise) which may have or have had in the recent past  
significant effects on the Group’s financial position or profitability.

INTELLECTUAL PROPERTY RIGHTS
Occlutech has a broad range of intellectual property protected 
by various intellectual property rights including both filed patent 
applications and granted patents as well as trademarks. It has 
established a comprehensive IP coverage in major relevant 
markets, and aims to do so going forward in anticipation of 
future commercialization opportunities. Major markets include 
for example Europe, USA, China and Japan. Occlutech conti-
nuously reviews the IP portfolio on a monthly basis to make 
strategic decisions regarding each specific patent and trade-
mark. On an annually basis a full overview is done to review all 
patent families to determine strategic actions, development of 
products, and direction for the IP portfolio.

Patents
The first patents were filed in 2004 and since then the patent 
portfolio has been strengthened. The Company has over 200 
patents covering various important device designs of present 

and future products, methods of use thereof and manufacturing 
methods thereof. The device designs lay the foundation of the 
key advantages of Occlutech’s products within the Proprietary 
Braiding, the Screwless Ball Connector and the flexible and easy 
to use connection to the Pistol Pusher. 

In general, Occlutech first files its patent applications with the 
European Patent Office (EPO), thus receiving a thorough search 
and examination early in the patenting process. International 
patent applications (PCT) are filed with the World Intellectual 
Property Organization (WIPO) within one year from filing the 
EPO application. Using the priority year to file a second patent 
application gives the advantage of one extra year of protection. 

US and other international patent applications are filed out of 
the PCT application within 30 months from the EPO filing with 
the US Patent and Trademark Office (USPTO) and other national 
patent offices. 

When a patent is granted, an analysis is made regarding the  
patent application, to determine if there is scope to file a 
divisional or a continuation application. Occlutech develops 
high-tech products and many aspects of patentable inventions 
are often part of a product or a patent application. It is therefore 
a strategic value to protect more than one aspect of each 
application filed. There is a cost benefit of being able to use the 
same patent text for multiple patents. By filing divisional appli-
cations and continuations Occlutech benefits from creating an 
uncertainty on the market where it is difficult for competitors to 
use matter disclosed in the patent text, as Occlutech continually 
files new patent claims. Occlutech benefits strategically by 
creating a broad cover scope protecting several aspects of an 
invention by filing divisional applications. 

Patent Overview
The Company has over 200 patents covering various important 
device designs of present and future products, methods of 
use thereof and manufacturing methods thereof. The Group’s 
product portfolio is protected by mainly six patent families: 
(i) Kugel Occluder (P1090), (ii) Welding Method (P1080), (iii) 
Funnel Occluder (P1040), (iv) Flex II Braiding (P1203), (v) Atrial 
Flow Regulator (P1896) and (vi) Flex Delivery System (P1149). 
The patents have been approved in jurisdictions relevant for the 
Group. 

Below table shows the number of currently granted patents on the Company’s main products:

Product Country Number of patents1 Expires

ASD Occluder Brazil, China, EP Patent, France (EP), Germany (EP), Italy (EP),  
Netherlands (EP), Turkey (EP), UK (EP), Ireland (EP), Spain (EP),  

Switzerland/Liechtenstein (EP),  India, Japan, USA

101 2027-2031

PFO Occluder China, EP Patent, France (EP), Germany (EP), Italy (EP), Turkey (EP),  
UK (EP), France (EP), Ireland (EP), Luxembourg (EP), Monaco (EP),  

Netherlands (EP), Spain (EP), Switzerland/Liechtenstein (EP), Japan, USA

70 2024-2030

Atrial Flow Regulator (AFR) EP Patent, Switzerland/Liechtenstein (EP), Germany (EP), France (EP), UK (EP), Ireland 
(EP), Italy (EP), Spain (EP), Netherlands (EP), Turkey (EP), China, Japan, Canada, USA

82 2028-2035

1) Several of the Company’s patents overlap and cover more than one product.
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Trademarks
Trademarks have been filed with the development of different 
products and the development of the Company. Occlutech has 
protected its name and product brands through European and 
international trademarks, including: 

• ’’Occlutech’’ (granted in the EU, Switzerland, USA, Japan, 
China, Australia, Germany, UK, Turkey, Canada, Brazil, Hong 
Kong and has submitted an application in several other 
countries)

• ’’Procora’’ and a Figurative mark for Procora (granted in the 
EU, Switzerland, USA, Japan, Brazil, UK, Turkey, Australia, 
Hong Kong, Singapore, Taiwan, Canada and has submitted 
an application in several other countries)

• ’’AFR’’ (granted in the EU, Switzerland, Japan, Taiwan, UK, 
Turkey, Argentina, Brazil, USA, Australia, New Zealand, China, 
Hong Kong, Singapore and has submitted an application in 
several other countries)

• ”Figulla” (granted in Japan, Turkey, Canada, China and India)

• ”Accell” (granted in South Korea)

Domain names
The Group holds a number of domain names including; occlu-
tech.net, occlutech.de, occlutech-jena.de, occlutech-germany.
de, occlutech.com and occlutech.se where the .se domain 
points to the .com domain.

REGULATORY REQUIREMENTS
For medical devices the existence of a valid CE mark affixed to 
the devices is a compulsory requirement for lawfully placing 
the devices on the market, and put them into service, in the EU. 
Proper CE marking of medical devices assigned to a higher risk 
class than ”I” requires valid certificates issued by the retained 
regulatory auditing organization (so-called notified body). This 
applies to the medical devices at issue, i.e. occluders and other 
medical devices, due to their risk categorization above class I 
(for implantables typically class III, for other devices possibly 
IIa, b). Thus, valid notified body certificates have to be in place 
supporting the CE marks with respect to each model or lines of 
Occlutech-branded occluders or other devices in order for those 
products to be marketable in the EU. 

CE marks are held by an individual company in its capacity as 
legal manufacturer. The CE mark confers the regulatory authority 
to the legal manufacturer to place the according CE-marked 
device on the market in the EU, i.e. to make it available on 
the market for the first time. If the legal manufacturer is not 
resident in the EU, the company acting as the EU Authorized  
Representative will make use of this authority. 

As eventually also known, class III medical devices still CE- 
marked under the Medical Devices Directive 93/42/EEC (”MDD”) 
required (as the basis of CE marking) a conformity assessment 
procedure relying (for class III devices) typically on 3 certificates 
issued by the notified body in support of each CE mark:

• an MDD Annex II without sec. (4) certificate;

• an MDD Annex II sec. (4) certificate; and

• an ISO 13485:2016 certificate.
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Certificates: Issued to manufacturer: Supporting Occluder model:

MDD Annex II (4), valid until 2024-03-25 
MDD EC design examination, valid until 2022-03-23 
ISO 13485:2016, expiring on 2023-07-01

Occlutech Tibbi Ürünler San. 
Ve, Tic. Ltd., Turkey

Occlutech® Perimembranous VSD Occluder

MDD Annex II (4), valid until 2024-03-25  
MDD EC design examination, valid until 2024-05-26 
ISO 13485:2016, expiring on 2023-07-01

Occlutech Tibbi Ürünler San. 
Ve, Tic. Ltd., Turkey

Occlutech® Paravalvular Leak Device PLD

MDD Annex II (4), valid until 2024-03-25 
MDD EC design examination, valid until 2021-09-20 
ISO 13485:2016, expiring on 2023-07-01

Occlutech Tibbi Ürünler San. 
Ve, Tic. Ltd., Turkey

Occlutech® Pistol Pusher

MDD Annex II (4), valid until 2024-03-25 
MDD EC design examination, valid until 2024-05-26 
ISO 13485:2016, expiring on 2023-07-01

Occlutech Tibbi Ürünler San. 
Ve, Tic. Ltd., Turkey

Occlutech® PDA Occluder

MDD Annex II (4), valid until 2024-03-25  
MDD EC design examination, valid until 2024-05-26 
ISO 13485:2016, expiring on 2023-07-01

Occlutech Tibbi Ürünler San. 
Ve, Tic. Ltd., Turkey

Occlutech® mVSD Occluder

MDD Annex II (4), expiry date 2024-03-25  
MDD EC design examination, valid until 2024-05-26 
ISO 13485:2016, expiring on 2023-07-01

Occlutech Tibbi Ürünler San. 
Ve, Tic. Ltd., Turkey

Occlutech® Atrial Flow Regulator

MDD Annex II (4), valid until 2024-05-26 
MDD EC design examination, valid until 2022-02-14 
ISO 13485:2016, expiring on 2023-02-14

Occlutech GmbH Occlutech Occlusion-Pusher

MDD Annex II (4), valid until 2024-05-26 
MDD EC design examination, valid until 2024-05-26 
ISO 13485:2016, expiring on 2023-02-14

Occlutech GmbH Occlutech Figulla® Flex II ASD Occluder

MDD Annex II (4), valid until 2024-05-26 
MDD EC design examination, valid until 2023-02-01 
ISO 13485:2016, expiring on 2022-02-14

Occlutech GmbH Occlutech® Delivery Set (ODS)

MDD Annex II (4), valid until 2024-05-26 
MDD EC design examination, valid until 2024-05-26 
ISO 13485:2016, expiring on 2023-02-14

Occlutech GmbH Occlutech Figulla® Flex II UNI Occluder

MDD Annex II (4), valid until 2024-05-26 
MDD EC design examination, valid until 2024-05-26 
ISO 13485:2016, expiring on 2023-02-14

Occlutech GmbH Occlutech Figulla® Flex II PFO Occluder

MDD Annex II (4), valid until 2024-05--26 
MDD EC design examination, valid until 2022-02-14 
ISO 13485:2016, expiring on 2023-02-14

Occlutech GmbH Occlutech® Sizing Balloon

Per model status of certificates and CE marking
As set out in Chart No. 1 below, are certificates issued by the notified bodies Dekra Certification GmbH and UDEM, for a specific 
legal manufacturer which support the following Occluders or product lines:
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INSURANCES
The Company has insurance for general and product liability, 
for liability relating to the board, managing director, personnel, 
accidents and business travel. The Company considers that the 
Group’s insurance cover encompasses the types of damages 
and for the amounts that the Company considers customary 
in the industry. However, the Company cannot guarantee that 
any claims directed against the Company or the Group will 
be covered (neither in whole nor in part) by existing insurance 
policies since insurance policies by nature are subject to 
exemptions as well as limitations in the amounts that may be 
recovered under an insurance policy. 

RELATED-PARTY TRANSACTIONS
From 30 June 2021 up to the date of the Prospectus Occlutech 
have had transactions between Group companies and related 
parties. These transactions were carried out on market terms 
and amounted to EUR 19 thousand.

From 1 January until 30 June 2021 Occlutech have had trans-
actions between Group companies and related parties. These 
transactions were carried out on market terms. During the first 
half-year of 2021, total amount for accounting and consulting 
services with related parties is EUR -332 thousand (-249). 

For information regarding related party transactions during the 
financial years 2020, 2019 and 2018, please see note 26 in the 
section ’’Historical financial information’’.

STABILIZATION MEASURES
In connection with the Offering, Carnegie (the ”Stabilization 
Manager”) may, acting on behalf of Carnegie and Bryan, Garnier 
& Co (the ’’Joint Bookrunners’’), over-allot shares to conduct 
transactions aimed to stabilize, maintain or in other ways 
support the market price of the Company’s SDRs at a higher 
level than the one that might otherwise have prevailed in the 
open market. Such stabilization transactions may be conducted 
on Nasdaq First North Premier Growth Market, over-the-counter 
market or in any other way and may be executed any time 
during the period that starts from the first day of trading in the 
Company’s SDRs on Nasdaq First North Premier Growth Market 
and ending not later than 30 calendar days thereafter. The 
Stabilization Manager is, however, not required to conduct such 

transactions and there is no assurance that such measures will 
be undertaken. Under no circumstances will transactions be 
carried out at a higher price than the price in the Offering. 

The Stabilization Manager may utilize the Overallotment Option 
to over-allot SDRs in order to enable stabilization measures. The 
stabilization measures, if conducted, may be discontinued at 
any time without prior notice but must be discontinued no later 
than within the aforementioned 30-day period. The Stabilization 
Manager must, no later than by the end of the seventh daily 
market session after the stabilization measures have been 
undertaken, in accordance with article 5(4) of the Market Abuse 
Regulation (EU) 596/2014 and the Commission Delegated 
Regulation (EU) 2016/1052, disclose that stabilization measures 
have been undertaken. Within one week after the end of the 
stabilization period, the Stabilization Manager will, through the 
agency of the Company, disclose whether or not stabilization 
measures were undertaken, the date on which stabilization 
started, the date on which stabilization was last carried out as 
well as the price range within which stabilization was carried 
out for each of the dates when stabilization measures were 
conducted.

SUBSCRIPTION UNDERTAKINGS (CORNERSTONE  
INVESTORS)
The Company has obtained undertakings from certain external 
investors (”Cornerstone-Investors”) to, subject to certain 
conditions and at the same price as other investors, acquire 
SDRs in the Offering have been provided of SEK 400 million 
(MEUR 39) in total, corresponding to approximately 36 percent 
of the Offering (after the Conversion assuming that the Offering 
is subscribed for in full and that the Overallotment Option is 
exercised in full). No compensation is paid to those who have 
provided subscription undertakings. The share subscription 
undertakings from Cornerstone Investors were entered into in 
September 2021. The undertakings are not secured by any pled-
ge, blocked funds or similar arrangement. There is thus a risk 
that Cornerstone investors will not provide payment for SDR’s 
and that the delivery of SDRs cannot take place in connection 
with the completion of the Offering, see also the section ”Risk 
factors — Risks related to the Company’s SDRs and the Offering — 
Undertakings of the Cornerstone Investors are not secured”. 

Including Overallotment Option and after the Conversion

CORNERSTONE INVESTORS
Subscription  

undertaking (SDR's)
Subscription  

undertaking (MSEK)
Percentage of  

SDR's in the Offering
Post-IPO ownership  
(capital & votes, %)

Fjärde AP-fonden 6,000,000 300 27 8

SEB Investment Management 2,000,000 100 9 3

Total 8,000,000 400 36 10

UNDERTAKING TO REFRAIN FROM SELLING SHARES 
(LOCK-UP)
The board members, senior executives, the Principal Share-
holder and other shareholders in the Company who, as per the 
date of the Prospectus, holds a total of 77 percent of the shares 
and votes in the Company have undertaken vis-á-vis the Sole 
Global Coordinator and Joint Bookrunner, not to sell any share 

or SDRs in the Company for a specified period following the 
first day of trading in the SDR’s on Nasdaq First North Premier 
Growth Market (the “Lock-up Period”). All lock-up undertakings 
are subject to customary restrictions and exceptions, for 
example the sale of shares or SDR’s as part of the Offering, 
an acceptance of a public takeover bid which is directed to all 
shareholders in the Company in accordance with applicable 
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takeover rules, a sale or other divestment of shares or SDR’s 
as a result of an offer from the Company to purchase its own 
shares, and transfers that must take place due to legal requi-
rements, government decisions or rulings. The Lock-up Period 
for the board members, senior executives and the Principal 
Shareholder will be 360 days. The Lock-up Period for the other 
shareholders, who are not board members or senior executives, 
will be 180 days. Following the expiration of the Lock-up Period, 
the shares and the SDRs may be offered for sale. The Sole 
Global Coordinator and Joint Bookrunner can grant exemptions 
to these undertakings.

In the Placing Agreement (see section ”Legal considerations and 
supplementary information — Placing agreement”), the Company 
will make an undertaking to the Sole Global Coordinator and 
Joint Bookrunner, subject to the customary exceptions and for 
a period of 360 days from the first day of trading in the Com-
pany’s SDRs on Nasdaq First North Premier Growth Market, 
not to, inter alia, decide on or propose to the shareholders that 
the general meeting resolve on an increase in the share capital 
through a new issue of shares or other financial instruments, 
without the written consent of the Sole Global Coordinator and 
Joint Bookrunner.

PLACING AGREEMENT
Pursuant to an agreement concerning the placing of shares, 
which is intended to be entered into on 28 September 2021 
between the Company, the Principal Shareholder and the 
Sole Global Coordinator and Joint Bookrunner (the ”Placing 
Agreement”), the Company undertakes to issue the underlying 
shares corresponding to the SDR’s included in the Offering 
to the investors who have been brokered by the Sole Global 
Coordinator and Joint Bookrunner. However, this assumes that 
the Offering is not terminated before then. 

The Principal Shareholder intends to leave an Overallotment 
Option, equating to a commitment to, at the request of the Sole 
Global Coordinator, at the latest 30 days from the first day of 
trading in the Company’s SDR’s on Nasdaq First North Premier 
Growth Market, sell an additional 15 percent at most of the 
SDR’s in the Offering at a price equivalent to the Offering Price. 
The Overallotment Option may only be exercised in order to 
cover an over-allotment in the Offering, but the SDR’s that form 
part of the Overallotment Option may also be used for potential 
stabilization measures (see further information below in the 
section ”Stabilization measures”). Under the Placing Agreement, 
the Company gives customary guarantees and commitments 
to the Sole Global Coordinator and Joint Bookrunner, including 
that the information in the Prospectus is correct, that the 
Prospectus and Offering meet the requirements of all relevant 
laws and regulations, and that there are no legal or other 
obstacles that prevent the Company from entering into the 
agreement or that would prevent or complicate the completion 
of the Offering.

In accordance with the Placing Agreement, the Sole Global 
Coordinator and Joint Bookrunner’s commitment to procure 
investors assumes amongst other matters, that the guarantees 
provided by the Company and the Principal Shareholder under 
the Placing Agreement are correct and that no events occur 
that have such a material negative impact on the Company 

that it would be unsuitable to complete the Offering. Under 
such circumstances, the Sole Global Coordinator and Joint 
Bookrunner have the right to terminate the Placing Agreement 
at any point up to the settlement date and the Offering may be 
terminated. In that situation, neither delivery of, nor payment for, 
the SDR’s under the Offering will be made. In accordance with 
the Placing Agreement, the Company commits, provided that 
customary conditions are met, to compensate the Sole Global 
Coordinator and Joint Bookrunner if any demands are directed 
at the Global Coordinators or if any damages are incurred.

INTERESTS OF ADVISORS
In connection with the Offering, the Joint Bookrunners, Carnegie 
Investment Bank AB (publ) and Bryan, Garnier & Co, provides 
financial advisory and other services to the Company, services 
for which they will receive remuneration. From time to time, 
the Joint Bookrunners may provide services to the Company in 
the ordinary course of business and in connection with other 
transactions, for which they may receive remuneration. The 
Company’s certified adviser FNCA Sweden AB does not hold 
any shares in the Company. Other than as set out above, there 
are no interest or engagements that could be material to the 
Offering.

COSTS RELATED TO THE OFFERING
The Company’s costs related to the Offering and the listing 
on Nasdaq First North Premier Growth Market are expected 
to amount to approximately EUR 8.6 million. These costs are 
mainly related to commission payment to the Joint Bookrunners, 
tax and legal advice, audits and printing and distribution of the 
Prospectus.

TAX CONSEQUENCES FOR INVESTORS
Investors should note that the tax legislation in Switzerland, 
Sweden or in another state to which the investor has a 
connection or in which the investor is domiciled for tax 
purposes may impact the proceeds from the securities is 
taxed. Each shareholder should, individually, obtain tax advice 
to ascertain the tax consequences which may arise based on 
the shareholder’s specific situation, including the applicability of 
foreign legislation, agreements and treaties.

WEBSITES AND HYPERLINKS MENTIONED IN THE 
PROSPECTUS
The Prospectus contains certain references to websites and 
hyperlinks. Please note that information on those websites 
and hyperlinks has not been reviewed/and or approved by the 
Swedish Financial Supervisory Authority are not a part of the 
Prospectus unless explicitly stated that this information is 
incorporated in the Prospectus through references. 

DOCUMENTS AVAILABLE FOR INSPECTION 
The following documents are available at the Company’s head 
office on weekdays during office hours and on the Company’s 
website, www.Occlutech.com, for the period during which the 
Prospectus is valid: 

1. Occlutech Holding AG’s articles of association; and

2. Occlutech Holding AG’s updated certificate of registration. 
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CERTAIN FEDERAL TAX 
CONSIDERATIONS IN THE US

The following section ’’Certain federal tax considerations in the US’’ on pages 135-138 is only applicable to ’’US Holders’’ as defined below, 
including for example citizens and individuals who are tax resident in the US, and to US corporations and entities and certain non-US 
corporations and entities that have a connection to the United State. This section should therefore not be relevant to persons that are not 
’’US Holders’’ subject to US federal income tax.

Investors are hereby notified that information in the Prospectus concerning US federal tax issues is included by the Company in 
connection with its promotion or marketing of the Offering or matters addressed herein. Investors should seek advice based on 
their particular circumstances from an independent tax advisor.

INTRODUCTION 
The following is a general description of certain US federal 
income tax consequences that may be relevant with respect to 
the acquisition, ownership and disposition of shares by a US 
Holder (as defined below). 

This summary deals only with initial purchasers of shares in the 
Offering who use USD as their functional currency and will hold 
the shares as capital assets (within the meaning of Section 
1221 of the Internal Revenue Code of 1986, as amended (the 
”Code”)). The discussion below is based on the Code, existing 
and proposed US Treasury regulations, as well as judicial and 
administrative interpretations thereof, all as of the date of 
this Prospectus. All of the foregoing authorities are subject to 
change or differing interpretation, which change or differing 
interpretation could apply retroactively and could affect the tax 
consequences described below. There can be no assurance 
that the US Internal Revenue Service (the “IRS”) will not assert 
a different position concerning any of the tax consequences 
discussed below or that any such position would not be 
sustained by a court. This summary does not address any 
alternative minimum tax considerations, any estate or gift tax 
consequences or any state, local, or non-US tax consequences, 
or special tax accounting rules that apply to certain accrual 
basis taxpayers under Section 451(b) of the Code, nor does 
it address the Medicare contribution tax on net investment 
income.

The following discussion does not deal with the tax consequences 
to any particular investor and does not describe all of the tax 
consequences to persons in special tax situations such as:

• banks;

• certain financial institutions;

• regulated investment companies;

• insurance companies;

• broker-dealers;

• traders that elect to mark to market;

• tax-exempt entities;

• certain US expatriates;

• persons holding Company shares as part of a straddle, hedging, 
constructive sale, conversion or integrated transaction;

• persons that actually or constructively own 10 percent or 
more of the Company’s stock (by vote or value);

• persons that are resident or ordinarily resident in or have a 
permanent establishment in a jurisdiction outside the US; 

• persons holding the Company’s shares in connection with a 
trade or business conducted outside the US; 

• persons who acquired shares pursuant to the exercise of any 
employee share option or otherwise as compensation; or 

• persons holding shares through partnerships or other 
pass-through entities.  

Prospective purchasers are urged to consult their tax advisor 
about the application of the US federal tax rules to their particular 
circumstances, as well as the state, local and non-US tax conse- 
quences to them of the purchase, ownership and disposition of the 
Company’s shares. 

The discussion below of the US federal income tax consequences 
to “US Holders” applies to a holder that is a beneficial owner of 
shares and is, for US federal income tax purposes,

• an individual who is a citizen or resident of the US;

•  a corporation created or organized under the laws of the US, 
any State thereof or the District of Columbia;

• an estate whose income is subject to US federal income 
taxation regardless of its source; or

• a trust that (1) is subject to the primary supervision of 
a court within the US and the control of one or more US 
persons with respect to all substantial decisions or (2) 
has a valid election in effect under applicable US Treasury 
regulations to be treated as a US person. 

If a partnership (or an entity or arrangement treated as a 
partnership for US federal income tax purposes) holds shares, 
the US federal income tax treatment of a partner in such 
partnership generally will depend on such partner’s status and 
the activities of the partnership. Such a partnership or partner 
in such partnership should consult its tax advisor as to its tax 
consequences of an investment in the Company’s shares.

DISTRIBUTIONS 
Subject to the passive foreign investment company rules 
discussed below, the gross amount of distributions made to a 
US Holder by us with respect to shares (including the amount 
of any non-US taxes withheld therefrom) generally will be 
includable in a US Holder’s gross income in the year received 
as foreign source ordinary dividend income, but only to the 
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extent that such distributions are paid out of the Company’s 
current or accumulated earnings and profits as determined 
under US federal income tax principles. Distributions in excess 
of current and accumulated earnings and profits will be treated 
as a non-taxable return of capital to the extent of the US 
Holder’s basis in the shares and thereafter as capital gain. The 
Company does not plan to maintain calculations of its earnings 
and profits under US federal income tax principles. US Holders 
should therefore assume that all distributions will be reported 
to them as dividend income.

Dividends paid to US Holders that are corporations will not be 
eligible for the dividends-received deduction generally allowed to 
US corporations in respect of dividends received from other US 
corporations. With respect to certain non-corporate US Holders 
(including individuals), dividends may be taxed at the preferential 
capital gains rate applicable to “qualified dividend income”, 
provided that (1) the Company is eligible for the benefits of the 
Convention between the US and the Swiss Confederation for the 
Avoidance of Double Taxation with Respect to Taxes on Income 
(the “Treaty”), (2) the Company does not constitute a passive 
foreign investment company for the taxable year in which the 
dividend is paid and the preceding taxable year, (3) certain 
holding period requirements are met, and (4) the US Holder is 
not under an obligation to make related payments with respect 
to positions in substantially similar or related property. The 
Company may be a passive foreign investment company for US 
federal income tax purposes. See the passive foreign investment 
company rules discussed below. US Holders should consult their 
own tax advisors regarding the availability of the preferential rate 
for dividends paid with respect to the Company’s shares. 

For US federal income tax purposes, US Holders will be treated 
as having received the amount of any Swiss taxes withheld by 
any withholding agent and then as having paid over the withheld 
taxes to the Swiss taxing authorities. As a result of this rule, the 
amount of dividend income a US Holder is required to include in 
gross income for US federal income tax purposes with respect to 
a payment of dividends may be greater than the amount of cash 
actually received (or receivable) by such US Holder with respect 
to the payment. Subject to certain conditions and limitations, 
Swiss taxes withheld from a distribution are eligible to be used 
as a credit against, or a deduction in computing, the US Holder’s 
US federal income tax liability. If a refund of the tax withheld is 
available to a US Holder under the laws of Switzerland or under 
the Treaty, the amount of tax withheld that is refundable will not 
be eligible for the credit or deduction against US federal income 
tax liability. See section ”Legal consideration and supplementary 
information - Tax consequences for investors” for information on 
Swiss withholding tax. The limitation on foreign taxes eligible for 
credit is calculated separately with respect to specific classes of 
income. For this purpose, dividends distributed with respect to 
shares will generally constitute “passive category income” but in 
the case of certain US Holders could constitute “general category 
income”.  

The rules governing the treatment of foreign taxes and foreign 
tax credits are fact-specific and complex, and US Holders 
should consult their tax advisors about the impact of these 
rules in their particular situations. 

The amount of any distribution paid in Swiss francs will be 
equal to the USD value of such Swiss francs calculated by 
reference to the spot rate of exchange on the date such 
distribution is included in income by a US Holder, regardless 
of whether the payment is in fact converted into USD at that 
time. If the Swiss francs are converted into USD on the date 
received, a US Holder generally should not recognize foreign 
currency gain or loss on such conversion. If the Swiss francs 
are not converted into USD on the date received, a US Holder 
will have a basis in the Swiss francs equal to their USD value on 
the date received, and generally will recognize foreign currency 
gain or loss on a subsequent conversion or other disposal of 
such Swiss francs. Such foreign currency gain or loss generally 
will be treated as US source ordinary income or loss for foreign 
tax credit limitation purposes. The amount of any distribution 
of property other than cash will be the fair market value of such 
property on the date of distribution. 

SALE OR OTHER DISPOSITION OF SHARES 
Subject to the passive foreign investment company rules 
discussed below, upon a sale or other disposition of the 
Company’s shares, a US Holder will recognize a capital gain or 
loss for US federal income tax purposes in an amount equal to 
the difference between the amount realized and the US Holder’s 
tax basis in such shares. Any such gain or loss generally 
will be US source gain or loss for foreign tax credit limitation 
purposes, and will be treated as long-term capital gain or loss if 
the US Holder’s holding period in the shares exceeds one year. 
Non-corporate US Holders (including individuals) generally will 
be subject to US federal income tax on long-term capital gain at 
preferential rates. The deductibility of capital losses is subject 
to limitations.

If the consideration a US Holder receives upon a sale or other 
disposition of the Company’s shares is not paid in USD, the 
amount realized will be the USD value of the payment received, 
determined by reference to the spot rate of exchange on the 
date of the sale or other disposition. However, if the shares are 
treated as traded on an established securities market and the 
US Holder is a cash basis taxpayer or an accrual basis taxpayer 
who has made a special election (which must be applied 
consistently from year to year and cannot be changed without 
the consent of the IRS), such US Holder will determine the USD 
value of the amount realized in a foreign currency by translating 
the amount received at the spot rate of exchange on the 
settlement date of the sale or other disposition. If a US Holder 
is an accrual basis taxpayer that does not elect to determine 
the amount realized using the spot rate on the settlement date, 
it will recognize foreign currency gain or loss to the extent of 
any difference between the USD amount realized on the date 
of the sale or other disposition (as determined above) and 
the USD value of the currency received at the spot rate on the 
settlement date. This foreign currency gain or loss generally will 
be treated as US source ordinary income or loss for foreign tax 
credit limitation purposes. However, if such foreign currency 
is converted into USD s on the date received by the US Holder, 
a cash basis or electing accrual basis US Holder should not 
recognize any gain or loss on such conversion. 
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A US Holder’s initial tax basis in the Company’s shares generally 
will equal the USD cost of such shares. If a US Holder uses a 
foreign currency to purchase the shares, the cost of the shares 
will be the USD value of the foreign currency purchase price 
determined by reference to the spot rate of exchange on the 
date of purchase. However, if the shares are treated as traded 
on an established securities market and the US Holder is a cash 
basis taxpayer or an accrual basis taxpayer who has made the 
special election described above, such US Holder will determine 
the USD value of the cost of such shares by translating the 
amount paid at the spot rate of exchange on the settlement 
date of the purchase.

PASSIVE FOREIGN INVESTMENT COMPANY 
A non-US corporation will be classified as a passive foreign 
investment company (a “PFIC”) for US federal income tax 
purposes for any taxable year if either: (a) at least 75 percent of 
its gross income is “passive income” for purposes of the PFIC 
rules or (b) at least 50 percent of the value of its gross assets 
(determined on the basis of a quarterly average) produce or are 
held for the production of passive income. Passive income for 
this purpose generally includes dividends, interest, royalties, 
rents and gains from commodities and securities transactions, 
and gains from assets that produce passive income. Cash 
(including net proceeds from the Offering) is generally treated 
as an asset that produces passive income. If the stock of a 
non-US corporation is publicly-traded for the taxable year, the 
asset test is applied using the fair market value of the assets 
for purposes of measuring such corporation’s assets. 

For this purpose, the Company will be treated as owning its 
proportionate share of the assets and earning a proportionate 
share of the income of any other corporation in which the 
Company owns, directly or indirectly, 25 percent or more (by 
value) of the stock. Under the PFIC rules, if the Company were 
considered a PFIC at any time that a US Holder holds shares, 
the Company would continue to be treated as a PFIC with 
respect to such US Holder’s investment unless (i) the Company 
ceases to be a PFIC and (ii) the US Holder makes a “deemed 
sale” election under the PFIC rules.

Based upon the nature of the Company’s current income, assets, 
and method of operation, and the current income, assets, and 
method of operation of its subsidiaries, and assuming that the 
Company uses all the cash raised from the Offering for the 
purposes described in “Background and rationale” and under an 
appropriate timetable for thus purpose, the Company believes 
that neither the Company nor any of its subsidiaries is likely 
to be treated as a PFIC with respect to its 2021 taxable year. 
This is a factual determination, however, that must be made 
annually at the close of each taxable year. Therefore, there can 
be no assurance that the Company or any of its subsidiaries will 
not be classified as a PFIC until the close of the current taxable 
year or for any future taxable year. Changes in the nature of the 
Company’s income or assets, the manner and rate at which the 
Company utilizes the proceeds of the Offering, or a decrease in 
the trading price of the shares may cause the Company to be 
considered a PFIC in a future taxable year.

If the Company is considered a PFIC at any time that a US 

Holder holds shares, any gain recognized by the US Holder on a 
sale or other disposition of such shares, as well as the amount 
of any “excess distribution” (defined below) received by the US 
Holder, would be allocated ratably over the US Holder’s holding 
period for the shares. The amounts allocated to the taxable year 
of the sale or other disposition (or the taxable year of receipt, in 
the case of an excess distribution) and to any year before the 
Company became a PFIC would be taxed as ordinary income 
in the current year. The amount allocated to each other taxable 
year would be subject to tax at the highest rate in effect for 
individuals or corporations, as appropriate, for that taxable year, 
and an interest charge at the rate of underpayment of taxes 
would be imposed. For purposes of these rules, an excess 
distribution is the amount by which the aggregate distributions 
received by a US Holder on the shares during the taxable year 
exceeds 125 percent of the average of the annual distributions 
on such shares received during the preceding three taxable 
years or the portion of the US Holder’s holding period before 
such taxable year, whichever is shorter. Certain elections may 
be available that would result in alternative treatments (such as 
modified mark-to-market treatment) of shares. However, there 
can be no assurance that any such elections for alternative 
treatments will be available with respect to the Company’s 
shares. 

If the Company is treated as a PFIC with respect to a US Holder 
for any taxable year, the US Holder will be deemed to own a 
proportionate amount (by value) of the shares in any of the 
Company’s subsidiaries that are also PFICs and generally be 
subject to the treatment described above with respect to any 
distribution on or disposition of such shares, even though such 
US Holder would not receive the proceeds of those distributions 
or dispositions. An election for mark-to-market treatment, 
however, would likely not be available with respect to any such 
subsidiaries. If the Company is considered a PFIC, a US Holder 
will also be subject to information reporting requirements 
on an annual basis. US Holders should consult their own tax 
advisors about the potential application of the PFIC rules to an 
investment in the Company’s shares. 

US INFORMATION REPORTING AND BACK-UP WITHHOL-
DING  
Dividend payments with respect to shares and proceeds 
from the sale or other disposition of shares may be subject 
to information reporting to the IRS and possible US backup 
withholding. Back-up withholding will not apply, however, to 
a US Holder who furnishes a correct taxpayer identification 
number and makes any other required certification or who is 
otherwise exempt from back-up withholding. US Holders who 
are required to establish their exempt status may be required to 
provide such certification on IRS Form W-9. US Holders should 
consult their tax advisors regarding the application of the US 
information reporting and back-up withholding rules. 

Back-up withholding is not an additional tax. Amounts withheld 
as back-up withholding may be credited against a US Holder’s 
US federal income tax liability, and such holder may obtain 
a refund of any excess amounts withheld under the back-up 
withholding rules by timely filing the appropriate claim for 
refund with the IRS and furnishing any required information. 



138 Occlutech Holding AG

INFORMATION WITH RESPECT TO FOREIGN FINANCIAL 
ASSETS  
Certain US Holders that own “specified foreign financial assets” 
with an aggregate value in excess of USD 50,000 are generally 
required to file an information statement along with their US 
federal tax returns, currently on IRS Form 8938, with respect 
to such assets. “Specified foreign financial assets” include any 
financial accounts held at a non-US financial institution, as well 
as securities issued by a non-US issuer that are not held in  
accounts maintained by financial institutions. If a US Holder 
does not include in such holder’s gross income an amount 
relating to one or more specified foreign financial assets, 
and the amount such US Holder omits is more than USD 
5,000, any tax such US Holder owes for the tax year can be 
assessed at any time within 6 years after the filing of such US 
Holder’s federal tax return. US Holders who fail to report the 
required information could be subject to substantial penalties. 
Prospective investors are encouraged to consult with their own 
tax advisors regarding the possible application of the foregoing 
to an investment in the Company’s shares in light of their 
particular circumstances.

The discussion above is a general summary. It does not cover all 
tax matters that may be important to a purchaser of the Company’s 
shares. Each prospective purchaser should consult its own tax 
advisor about the tax consequences of an investment in the 
Company’s shares under the investor’s own circumstances.
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TRANSFER RESTRICTIONS
The Company has not registered the SDR’s under the Securities 
Act or the laws of any state securities commission and, therefore, 
the SDRs may not be offered or sold within the United States 
except pursuant to an exemption from, or in a transaction not 
subject to, the registration requirements of the Securities Act. 
Accordingly, the SDRs are being offered and sold only (1) to 
QIBs in reliance upon Rule 144A under the Securities Act and (2) 
outside the United States in reliance upon Regulation S under 
the Securities Act. By its purchase of SDRs, each purchaser will 
be deemed to have acknowledged, represented and agreed with 
the Joint Global Coordinators and the Issuer as follows:

RULE 144A SDRS
Each purchaser of SDRs in the Offering within the United States 
purchasing pursuant to Rule 144A under the Securities Act or 
another exemption from, or in a transaction not subject to, the 
registration requirements of the Securities Act will be deemed 
to have represented, agreed and acknowledged that:

• it has received a copy of the Prospectus in English and such 
information as it deems necessary to make an informed 
investment decision;

• the SDRs have not been, and will not be, registered under 
the Securities Act or with any securities regulatory authority 
of any state of the United States, and may not be offered 
or sold, except in a transaction not subject to, or pursuant 
to an exemption from, the registration requirements of the 
Securities Act and are subject to significant restrictions on 
transfer;

• it (a) is a QIB as that term is defined in Rule 144A under the 
Securities Act, (b) is aware that, and each beneficial owner 
of such SDRs has been advised that, the sale to it is being 
made in reliance on Rule 144A under the Securities Act or 
pursuant to another exemption from, or in a transaction not 
subject to, the registration requirements of the Securities 
Act, (c) is acquiring such SDRs for its own account or for 
the account of a QIB and (d) if it is acquiring such SDRs for 
the account of one or more QIBs, it has sole investment 
discretion with respect to each such account and has 
full power to make the representations, agreements and 
acknowledgements herein on behalf of each such account;

• the SDRs are being offered in the United States in a trans-
action not involving any public offering in the United States 
within the meaning of the Securities Act;

• if, in the future, it decides to offer, resell, pledge or otherwise 
transfer SDRs sold in the Offering, such SDRs may be 
offered, sold, pledged or otherwise transferred only (a) to 
a person whom the beneficial owner or any other person 
acting on its behalf reasonably believes is a QIB in a 
transaction meeting the requirements of Rule 144A, (b) in 
an offshore transaction in accordance with Rule 903 or 
Rule 904 of Regulation S under the Securities Act, or (c) 
in accordance with Rule 144 under the Securities Act (if 

available), in each case in accordance with any applicable 
securities laws of any state of the United States or any other 
jurisdiction;

• the SDRs are “restricted securities” within the meaning of 
Rule 144(a)(3) under the Securities Act and no representation 
is made as to the availability of the exemption provided by 
Rule 144 for the resale of any SDRs;

• it will not deposit or cause to be deposited the SDRs into 
any depositary receipt facility established or maintained by a 
depositary bank other than a Rule 144A restricted depositary 
receipt facility, for so long as such SDRs are “restricted 
securities” within the meaning of Rule 144(a)(3) under the 
Securities Act;

• the Company and the Joint Global Coordinators and their 
respective affiliates and others will rely upon the truth and 
accuracy of the foregoing representations, agreements and 
acknowledgements; and

• the Company shall not recognise any offer, sale, pledge or 
other transfer of the SDRs made otherwise than in compliance 
with the above stated restrictions.

PROSPECTIVE PURCHASERS ARE HEREBY NOTIFIED THAT 
SELLERS OF SDRS MAY BE RELYING ON THE EXEMPTION 
FROM THE PROVISIONS OF SECTION 5 OF THE SECURITIES
ACT PROVIDED BY RULE 144A.

REGULATION S SDRS
Each purchaser of SDRs in the Offering purchasing in compli-
ance with Regulation S will be deemed to have represented, 
agreed and acknowledged that (terms used in this paragraph 
that are defined in Regulation S are used herein as defined in 
Regulation S):

• • it has received a copy of the Prospectus and such 
other information as it deems necessary to make an 
informed investment decision:

• • the SDRs have not been, and will not be, registered 
under the Securities Act, or with any securities regulatory 
authority of any state of the United States;

• • it and the person, if any, for whose account or benefit 
it is acquiring the SDRs in the Offering was located outside 
the United States at the time that the buy order for the SDRs 
was originated for the purposes of Rule 903 of Regulation S 
under the Securities Act and continues to be located outside 
the United States and has not purchased the SDRs for the 
account or benefit of any person in the United States or 
entered into any arrangement for the transfer of the SDRs 
or any economic interest therein to any person in the United 
States;

• the purchaser is not an affiliate of the Company or a person 
acting on behalf of such affiliate;
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• the SDRs have not been offered to it by means of any 
“directed selling efforts” as defined in Regulation S;

• if it is acquiring SDRs as a fiduciary or agent for one or more 
investor accounts, it has sole investment discretion with 
respect to each such account and it has full power to make 
the representations, agreements and acknowledgements 
herein on behalf of each such account;

• the SDRs are being offered outside the United States 
pursuant to Regulation S and, subject to certain exceptions, 
such SDRs may not be offered or sold within the United 
States;

• it is aware of the restrictions on the Offering and sale of the 
SDRs pursuant to Regulation S described in the Prospectus.

• the Company, the Joint Global Coordinators and their 
respective affiliates and others will rely upon the truth and 
accuracy of the foregoing representations, agreements and 
acknowledgements; and

• the Company shall not recognise any offer, sale, pledge or 
other transfer of the SDRs made otherwise than in complian-
ce with the above stated restrictions.
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GLOSSARY
Term Explanation

Aerobic capacity Maximum amount of oxygen the body can utilize during intense exercise

AFR Atrial Flow Regulator, a device to create a blood shunt between the two atria

Angina Chest pain or discomfort due to coronary heart disease

Aorta The main and largest artery that the human body

Arrhythmias Problem with the rate or rhytm of the heartbeat

ASD Atrial Septal Defect. An atrial septal defect is an abnormal opening in the wall between the left and right atria

Atria The two upper chambers of the heart

Atrium septal defect A defect/hole in the wall between the two upper chambers of the heart that allows blood with high oxygen levels 
to leak into the chamber that is intended for oxygen-poor blood

BAS Balloon atrial septostomy. Balloon septostomy is a minimally invasive heart procedure in which a cardiologist 
uses a balloon catheter to widen congenital heart defects such as foramen ovale, patent foramen ovale, or atrial 
septal defect, with the intention to improve oxygenation of the blood

Breakthrough Device Designation Breakthrough Device Designation is a programme within USA's Food and Drug Administration, that intends to 
help make the review process of medtech products that provide for a more effective treatment or diagnosis of 
life-threatening or irreveribly debilitating diseases or conditions

BRIC Brazil Russia India China

CRT Cardiac resynchronization therapy / a pacemaker, connected to the patients heart is implanted just under the 
collarbone to help detect heart irregularities and send small electric pulses to correct them

Catheter A long thin tube that is inserted into an artery or vein to create a tunnel to the patients heart

Cryptogenic When the cause of a disease is unknown, it is referred to as cryptogenic, eg. cryptogenic stroke

Desaturation A process to reduce the level of saturation

Diastolic Refers to when the heart is relaxed and the ventricles (upper chambers) are allowed to refill with blood

Dilated heart The heart becomes enlarged and cannot pump blood effectively

ECMO Extracorporal Membrane Oxygenenation. Heart and lung support to persons whose heart and lungs are unable to 
provide an adequate amount of gas exchange or perfusion to sustain life

Edema Swelling due to build up of fluid in the body's tissue

EF Ejection fraction is a measurement to state how well the patient's ventricles (lower chambers) pumps out blood 
with each contraction

Embolization A procedure to block block one or more blood vessels

Endocardium The innermost layer of the heart that makes up the lining of the chambers and valves of the heart

Exertional dyspnea Shortness of breath during exertion

GPO Group Purchasing Organization

Heart failure A cronic, progressive condition where the heart cannot pump enough blood to meet the body's needs for blood 
and oxygen

HF Acronym for heart failure

HFpEF Heart failure with preserved ejection fraction

HFrEF Heart failure with reduced ejection fraction

ICE Intracardiac echocardiography / a method to visualize the heart via ultrasound

ICD Implantable cardioverter-defibrillator is a device that is implanted under the patients skin to identify and, via 
electric shock, remedy abnormal heart rythm

Indications Symptoms
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Term Explanation

Interatrial shunt Blood flow due to a natural or artificial opening between the upper two chambers of the heart (atria)

Interventional catheterization Minimal invasive (here: cardiac) intervention guiding small tubes (catheters) via natural vessels like arteries and 
veins to perform diagnostic and therapeutic procedures

IDE Investigational Device Exemption. An investigational device exemption allows the investigational device to be 
used in a clinical study in order to collect safety and effectiveness data

Jugular neck(-...) here: The j-veins are located close to the esophagus in the neck. They represent a direct and short 
approach to reach the hearts' right atrium within an interventional catheterization

KCCQ Kansas City Cardiomyopathy Questionnaire

KPC Key purchasing criteria

KOL Key Opinion Leader

LVEF Left ventricular ejection fraction is describing the percentage of blood present in the left ventricle that is effective-
ly pumped forward to the body

Myocardium The muscle tissue of the heart

New York Heart Association Functional 
Classification (NYHA)/NYHA Class

The NYHA classification is a scheme published by the New York Heart Association to classify heart disease by 
severity, from class 1 to 4

NHS UK National Health Service United Kingdom 

Obesity Overweight

Paediatric For children

PAH Pulmonary artery hypertension

Palliation Palliative care is an interdisciplinary medical caregiving approach aimed at optimizing quality of life and 
mitigating suffering among people with serious, complex illness

Palpitation Perceived abnormalities of the heartbeat characterized by the hard, fast and/or irregular beatings of the heart

Paradoxical embolism Occurs when there is a defect that allows a clot to cross directly from the right to the left side of the heart as in 
the case of an open foramen ovale

PDA Patent Ductus Arteriosus, a blood vessel that forms a small passageway connecting the aorta to the pulmonary 
artery

Percutaneous Effected through the skin

Pericardium Aka the pericardial sac is a thin sac that surrounds the heart

PFO A tunnel that forms a small passageway connecting the left atrium and right atrium

PVL Paravalvular Leak  is a leak caused by a space between the patient’s natural heart tissue and a replaced valve

R&D Research & Development

Radiation time Radioactive (here: x-ray) exposure over time, dose

Sedation Anestetic sleeping state

Stenosis Narrowing of a blood vessel due to deposits

Systolic Within cardiac contraction phase. (opp.: diastolic)

TEE Transoesophageal echography 

Transcatheter device Medical device which can be used or deployed via a tube (catheter) in the body while steering it from outside of 
the body during an interventional catheterization

Ventricles The two lower blood pumping chambers of the heart. the Right Ventricle pumps into the lung circulation, the Left 
Ventricle pumps into the body circulation 

VSD Ventricular Septal Defect. A ventricular septal defect is an abnormal opening in the wall between the left and right 
ventrical
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CONSOLIDATED STATEMENT OF PROFIT OR LOSS 2021 
January - June

2020 
January - June

(TEUR) Notes Unaudited Unaudited

Revenue 14,643 12,830

Cost of sales -4,135 -3,135

Gross profit 10,508 9,695

Selling and distribution expenses -5,356 -4,878

Research and development expenses -4,563 -4,811

General and administrative expenses -5,557 -2,723

Other operating income 193 292

Operating (loss)/profit -4,775 -2,425

Finance income 1,304 1,344

Finance expenses -1,998 -1,275

Net financial items -694 69

Loss before taxes (EBT) -5,469 -2,357

Income tax -706 -543

Loss for the period -6,176 -2 899

Loss attributable to:

Equity holders of the parent -6,176 -2,899

Earnings per share (EUR)

Before dilution -0.12 -0.07

After dilution -0.12 -0.07

Number of shares at end of period, thousands1 

Before dilution 53,464 42,131

After dilution 53,464 42,131

1) The number of shares for all periods presented were adjusted for the 1/10 share split that occurred on June 30, 2021.
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CONSOLIDATED STATEMENT OF OTHER COMPREHENSIVE INCOME

2021 
January - June

2020 
January - June

 
(TEUR) Notes

Loss for the period -6,176 -2,899

Other comprehensive loss

   

Remeasurement of defined benefit obligations – -3

Items that will not be reclassified to profit or, loss, net of income taxes – -3

 

Exchange differences on translation of foreign operations 46 -59

Items that may be reclassified subsequently to profit or loss, net of income taxes 46 -59

Other comprehensive income/(loss) for the period 46 -62

  

Total comprehensive loss for the period

-6,130 -2,961
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CONSOLIDATED STATEMENT OF FINANCIAL POSITION

June 30 2020 December 31, 2020
 
(TEUR) June 30, 2021

ASSETS

Non-current assets

Property, plant and equipment 3,174 2,081 2,603

Right-of-use assets 3,326 2,742 2,434

Intangible assets 2,855 1,804 2,241

Other financial assets 37 – 16

Deferred tax assets 2,856 2,536 2,566

Total non-current assets 12,248 9,163 9,860

Current assets

Inventories 6,816 6,162 6,736

Other receivables, accruals and prepaid expenses 1,295 889 710

Trade receivables 5,207 5,371 4,157

Cash and cash equivalents 9,814 3,721 9,321

Total current assets 23,132 16,142 20,924

TOTAL ASSETS 35,381 25,306 30,784

LIABILITIES AND EQUITY

Equity

Share capital 4,471 3,423 3,822

Share premium 53,000 33,984 41,179

Accumulated deficit and other reserves -48,490 -39,325 -42,550

Total equity attributable to the equity holders of the parents 8,981 -1,918 2,451

Non-current liabilities

Interest bearing loans and borrowings 2,561 1,149 2,945

Other liabilities 2,519 1,937 1,720

Deferred tax liabilities 1,065 504 906

Provisions 407 297 401

Total non-current liabilities 6,551 3,888 5,972

Current liabilities

Interest bearing loans and borrowings 6,175 11,828 11,342

Derivatives 5,912 5,919 5,413

Trade and other payables 1,756 1,547 1,370

Other liabilities 6,006 4,043 4,236

Total current liabilities 19,850 23,336 22,361

TOTAL LIABILTIIES 26,401 27,224 28,333

TOTAL LIABILITIES AND EQUITY 35,381 25,306 30,784
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CONSOLIDATED STATEMENT OF CASH FLOWS

2021 
January - June

2020 
January - June

 
(TEUR) Notes

Loss for the year -6,176 -2,899

Adjustments to reconcile result for the year to net cash flows

Depreciation and amortization 736 660

Finance income  -989 -1,328

Finance expenses 1,677 694

Income taxes -131 350

Expenses for share-based compensation 6 79

Net foreign exchange differences 55 –

Other non-cash items -352 -270

Operating cash flow

Changes in net working capital  

Change in trade receivables -771 1 062

Change in other current receivables -590 -33

Change in inventories -468 -698

Change in trade and other payables 2,542 -315

Total changes in working capital 713 16

Net cash flow from operating activities -4,460 -2,697

Cash flow from investing activities

Purchase of property, plant and equipment -878 -617

Proceeds from sale of property, plant and equipment – –

Capitalized costs -614 -437

Software expenditure -21 –

Net cash flow from investing activities -1,513 -1,054

Cash flow from financing activities

Proceeds from borrowings – 646

Repayments of borrowings -5,730 -374

Proceeds from issuance of shares, net of transaction costs 12,356 220

Net cash flow from financing activities 6,626 492

Effect of exchange rate changes -161 356

Total net cash flow 493 -2,903

Net changes in cash and cash equivalents

Cash and cash equivalents, opening balance 9,321 6,624

Cash and cash equivalents, end of period 9,814 3,721
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CONSOLIDATED STATEMENT OF CHANGES IN EQUITY

Share  
capital 

Share 
premium

Accumulated deficit  
and other reserves Equity

 
(TEUR) Notes

At January 1, 2020 3,419 33,846 -36,473 793

Loss for the period, attributable to shareholders – – -2,899 -2,899

Other comprehensive income – – 2 2

Total comprehensive loss – – -2,897 2,897

Share based compensation 4 138 45 187

Total transactions with shareholders 4 138 45 187

At June 30, 2020 3,423 33,984 -39,325 -1,918

 

At January 1, 2021 3,822 41,179 -42,550 2,451

Loss for the period, attributable to shareholders – – -6,175 -6,175

Other comprehensive income – – 46 46

Total comprehensive loss – – -6,129 -6,129

Shareholders’ contribution 649 11,756 – 12,405

Share based compensation – 65 189 254

Total transactions with shareholders 649 11,821 189 12,659

At June 30, 2021 4,471 53,000 -48,490 8,981
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CONDENSED NOTES TO THE CONSOLIDATED FINANCIAL 
STATEMENTS

1. GENERAL INFORMATION 
Occlutech Holding AG (the ‘Company’) is domiciled in Feldstrasse 
22, 8200 Schaffhausen, Switzerland. 

These consolidated financial statements comprise the Company 
and its subsidiaries (together referred to as the ‘Group’). The 
Group is primarily involved in the development, production and 
distribution of medical devices. 

The Consolidated Financial Statements are presented in Euros 
(EUR) and all values are rounded to the nearest thousand 
(TEUR), except when otherwise indicated. The Consolidated 
Financial Statements are prepared on the historical cost basis 
except for all those assets and liabilities measured at fair value.

2. ACCOUNTING POLICIES

BASIS OF PREPARATION
The consolidated accounts for the Group have been prepared 
in accordance with IFRS (International Financial Reporting 
Standards) as adopted by the European Union. This interim 
report was prepared in accordance with IAS 34 Interim 
Financial Reporting. 

The same accounting policies and methods of calculation were 
used in this interim report as in The Group’s Annual Report 
2020, except for the adoption of amended standards effective 
as of January 1, 2021. Amendments to IFRS standards that 
became effective for annual periods beginning on or after 
January 1,  2021 ( Amendments to IFRS 9, IAS 39, IFRS 7, IFRS 
4 and IFRS 16- Interest Rate Benchmark Reform (Phase 2)),   
did not have a material impact on the Group.

For information on important estimates and assessments 
made by the Company’s management when preparing the 
consolidated financial statements, see Note 2 in the Annual 
Report 2020 of The Group. 

GOING CONCERN
These interim consolidated financial statements have been 
prepared on the basis that the Group will continue as a going 
concern. 

The Group renewed a short-term shareholder loan of 6 MCHF 
in 2021, that will mature on December 31, 2021. There is no 
assurance that the Group will be able to refinance this loan prior 
to its maturity date, therefore there is substantial doubt about 
the Group’s ability to continue as going concern. Throughout 
2021 the Group’s operations and growth were financed with 
shareholder loans (for more information on the terms of the 
shareholder loan refer to note 6) and capital increases. No 
financial arrangements are in place to either refinance the 
shareholder loan or provide financial support for the operations 
in 2021. As the Group is still in a growth phase and sources 
of revenue are not fully established to finance the operational 
expenditures, the Group is dependent on external finances. This 
may cast substantial doubt about the Group’s ability to continue 
as going concern. 

In response to these matters, the Group is considering raising 
capital through an initial public offering. However, no assurance 
can be provided about the Group’s ability to obtain additional 
funding.

3. REVENUE
The Group has only one operating segment. 

The Group operates through its subsidiaries and through the 
distributor network in Europe, Asia Pacific (APAC), Americas 
(includes Canada, North and South America) and Middle East 
and Africa (MEA).

No single customer represents 10 percent or more of the total 
Group revenues.

The business of the Group is not highly cyclical. Seasonal 
evolutions in some countries or product groups are generally 
compensated within the Group. 

Geographic market

January – June 

(TEUR) 2021 2020

Europe 10,138 8,306

APAC 1,828 1,884

Americas 1,593 1,998

MEA 1,084 642

Total 14,643 12,830

Sales channel

January – June 

(TEUR) 2021 2020

Direct markets 8,254 6,905

Distributor markets 6,389 5,925

Total 14,643 12,830

4.INTANGIBLE ASSETS
During the six months ended June 30, 2021 the Group’s invest-
ments in intangible assets amounted to TEUR 614 development 
costs. The projects are ongoing so amortization has not started 
yet. The projects are mainly related to introducing existing 
products to new markets. 

January – June 

(TEUR) 2021 2020

Opening balance 2,241 1,367

Capitalization 614 437

Amortization – –

Ending balance 2,855 1,804
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5. FINANCIAL ASSETS AND FINANCIAL LIABILITIES
The table below shows  a comparison by class of the carrying amounts and fair values of the Group’s financial instruments carried 
in the condensed consolidated interim financial statements:

The fair value of current financial assets and liabilities at amortized 
cost is assumed to approximate their carrying amounts due to 
the short-term nature of these financial instruments. 
 
The Group uses the following hierarchy for determining and 
disclosing the fair value of financial instruments:
 
Level 1: Quoted prices (unadjusted) in active markets for 

identical assets or liabilities
Level 2: Inputs other than quoted prices included within level 

1 that are observable for the asset or liability, either 
directly or indirectly

Level 3: Techniques that use inputs with a significant effect 
on the recorded fair value and that are not based on 
observable market data

6. INTEREST BEARING LOANS AND BORROWINGS
In February 2021 the Company issued 702,247 new shares with 
proceeds of EUR 12.5 million to finance its ongoing regulatory 
and clinical effort and to replace the credit facilities. At same 
time the shareholder loans with nominal value of MCHF 
12 were terminated and replaced with a new credit facility 
agreement nominal MCHF 6 with 7 percent interest rate plus 
monthly issuance of warrants amounting to 0.05 percent of the 
company’s share capital and maturity December 31, 2021.

(TEUR)
June 30, 

2021
June 30, 

2020
December 

31, 2020

Secured bank loan 2,500 500 2,500

Loan from third parties/shareholders 6,236 12,477 11,011

Other loans and borrowing – – 776

Total 8,736 12,977 14,287

Current 6,175 11,828 11,342

Non-current 2,561 1,149 2,945

Total 8,736 12,977 14,287

7. LEASE LIABILITIES

(TEUR)
June 30, 

2021
June 30, 

2020
December 

31, 2020

Lease liability

Short-term 885 861 872

Long-term 2,354 1,836 1,519

Total lease liability 3,239 2,697 2,392

June 30, 2021 
(TEUR)

Carrying amount (by measurement basis)
Comparison  

Fair ValueAmortized cost Level 1 Level 2 Level 3 Total

Financial assets

Cash and cash equivalents 9,814 – – – 9,814  

Financial liabilities

Loans and borrowings 6,236 – – – 6,236

Derivatives – – 5,912 5,912

Secured bank loan 2,500 – – – 2,500

December 31, 2020 
(TEUR)

Carrying amount (by measurement basis)
Comparison  

Fair ValueAmortized cost Level 1 Level 2 Level 3 Total

Financial assets

Cash and cash equivalents 9,321 – – – 9,321  

Financial liabilities

Loans and borrowings 12,454 – – – 12,454 

Derivatives – – – 5,413 5,413 

Secured bank loan 2,500 – – – 2,500 
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8. EQUITY

Number of shares
June 30, 

2021
June 30, 

2020
December 

31, 2020

Outstanding at 1 January 4,634,420 4,200,665 4,200,665

Issued on 16 March 2020  
from authorized capital

– 12,407 12,407

Issued on 16 November 2020  
from authorized capital

– – 421,348

Issued on 2 March 2021  
from authorized capital

702,247 – –

Issued on 24 June 2021  
from authorized capital

9,811 – –

Split on 30 June 2021 from  
1.0 to 0.10 nominal value

48,118,302 – –

In issue at end of period 53,464,780 4,213,072 4,634,420

Capital increases were completed in March 2021 with issuance 
of 702,247 new shares for EUR 17.80 per share with net 
proceeds of EUR 12.4 million, and in June 2021 with issuance 
of 9,811 shares to management under the share bonus plan for 
Executive Management.

As of June 30, 2021, the Shareholders approved a share split 
of 1 to 10, decreasing the nominal value from CHF 1.00 to CHF 
0.10 per share. The fully paid-in share capital of the company 
amounts to CHF 5,346,478 and is divided into 53,464,780 
registered shares with a nominal value of CHF 0.10 each. 

8.1 AUTHORIZED CAPITAL 
The Board of Directors is authorized to increase the share 
capital at any time within two years as from June 30 2021 by 
a maximum amount of CHF 1,867,833. Increases of the share 
capital in partial amounts is permitted.

8.2 CONDITIONAL CAPITAL FOR EMPLOYEE SHARE OPTION 
PLANS
The share capital may be increased by a maximum amount of 
CHF 1,334,166.70 by issuing a maximum number of 13,341,667 
registered shares with a pair value of CHF 0.10 each, to be fully 
paid up, by exercise of option rights, granted to the employees, 
members of the Executive Board or of the Board of Directors of 
the Company and its subsidiaries. Shareholders’ subscription 
rights are excluded in relation to these registered shares.

8.3 CONDITIONAL CAPITAL FOR FINANCING, ACQUISITIONS 
AND OTHER PURPOSES
The share capital may be increased by a maximum amount of 
CHF 1,334,166.70 by issuing a maximum number of 13,341,667 
fully paid up registered shares with a nominal value of CHF 
0.10 each by exercise or mandatory exercise of conversion, 
exchange, option, warrant or similar rights for the subscription 
of shares grated to shareholders or third parties alone or 
in connection with bonds, notes, options, warrants or other 
securities or contractual obligations of the Company or any of 
its subsidiaries. Shareholders’ subscription rights are excluded 
in relation to these registered shares.

9. SIGNIFICANT EVENTS AFTER THE REPORTING PERIOD
No significant events have taken place after the end of the 
reporting period.
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INDEPENDENT AUDITOR’S REPORT

To the Board of Directors of Occlutech Holding AG, registration number CHE-101.329.851

INTRODUCTION
We have reviewed the accompanying consolidated interim 
financial statements of Occlutech Holding AG and its subsidiary 
companies (the Group), which comprise the consolidated 
statements of financial position as at 30 June 2021 and the 
consolidated statement of profit or loss and other compre-
hensive income, the consolidated statements of changes in 
equity and the consolidated statements of cash flows for the 
six-month period then ended, and the condensed notes to 
the consolidated financial statements (the “interim financial 
information”). Management is responsible for the preparation 
and presentation of this interim financial information in 
accordance with International Accounting Standard IAS 34 – 
“Interim Financial Reporting”. Our responsibility is to express a 
conclusion on this interim financial information based on our 
review.

SCOPE OF REVIEW
We conducted our review in accordance with International 
Standard on Review Engagements 2410, “Review of Interim 
Financial Information Performed by the Independent Auditor of 
the Entity.” A review of interim financial information consists of 
making inquiries, primarily of persons responsible for financial 
and accounting matters, and applying analytical and other 
review procedures. A review is substantially less in scope than 
an audit conducted in accordance with International Standards 
on Auditing and consequently does not enable us to obtain 

assurance that we would become aware of all significant 
matters that might be identified in an audit. Accordingly, we  
do not express an audit opinion.

EMPHASIS OF MATTER REGARDING GOING CONCERN 
The accompanying financial statements have been prepared 
assuming that the Company will continue as a going concern. 
As discussed in Note 2 to the financial statements, the Company 
is experiencing difficulty in generating sufficient cash flow to 
meet its obligations and sustain its operations, and has stated 
the existence of a material uncertainty that may cast significant 
doubt about the Company’s ability to continue as a going 
concern. Management’s evaluation of the events and conditions 
and management’s plans regarding these matters are also 
described in Note 2. The financial statements do not include  
any adjustments that might result from the outcome of this 
uncertainty. Our opinion is not modified with respect to this 
matter.

CONCLUSION
Based on our review, nothing has come to our attention that 
causes us to believe that the accompanying interim financial 
information for the six months ended 30 June 2021 are not 
prepared, in all material respects, in accordance with International 
Accounting Standard IAS 34 – “Interim Financial Reporting”. 

Zurich, 9 September 2021

Deloitte AG

Matthias Gschwend   Dominik Voegtli
Licensed Audit Expert   Licensed Audit Expert
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CONSOLIDATED FINANCIAL STATEMENTS  
AS OF 31 DECEMBER 2020, 2019 AND 2018 AND FOR THE YEARS THEN ENDED
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CONSOLIDATED STATEMENT OF PROFIT OR LOSS   

2020 2019 

 

2018
 
In Thousand Euro (TEUR)  Notes

Revenue 3 26,702 30,875 26,423

Cost of sales  -6,620 -7,852 -5,885

     

Gross profit   20,082 23,023 20,538

     

Research and development expenses 5 -9,440 -6,513 -4,417

Selling and distribution expenses 5 -9,851 -11,277 -8,941

General and administrative expenses 5,6 -6,766 -5,601 -4,392

Other operating income 4 573 636 368

Operating (loss)/profit   -5,402 268 3,156

       

Finance income 7 2,136 421 96

Finance expenses 7 -1,671 -4,358 -3,021

(Loss)/profit before income taxes  -4,937 -3,669 231

      

Income tax expenses 8 -1,109 -523 -1,073

Loss for the year  -6,046 -4,192 -842

      

Profit attributable to:     

Equity holders of the parent  -6,046 -4,192 -842

     

Earnings per share: 9    

Before dilution, EUR  -1.42 -1.04 -0.21 

After dilution, EUR  -1.42 -1.04 -0.21 

   

Number of shares:    

Before dilution, thousands  4,263 4,031 3,986

After dilution, thousands  4,263 4,031 3,986

CONSOLIDATED STATEMENT OF OTHER COMPREHENSIVE INCOME  

2020 2019 

 

2018
 
in TEUR Notes

Loss for the year   -6,046 -4,192 -842 

Other comprehensive income / (loss)

Remeasurement of defined benefit obligations  -5 -26 -4 

Items that will not be reclassified to profit or loss, net of income taxes -5 -26 -4 

Exchange differences on translation of foreign operations   -118 166 -27 

Items that may be reclassified subsequently to profit or loss, net of income taxes -118 166 -27 

Other comprehensive income / (loss) for the year -123 140 -31

Total comprehensive loss for the year -6,169  -4,052 -873
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CONSOLIDATED STATEMENT OF FINANCIAL POSITION   

31.12.2020 31.12.2019 31.12.2018 

 
ASSETS 
in TEUR  Notes

Non-current assets     

Property, plant and equipment 10 2,603 1,676 1,504

Right-of-use assets 12 2,434 3,051 1,808

Intangible assets 11 2,241 1,367 1,077

Other financial assets  16 16 0

Deferred tax assets 8 2,566 2,524 2,040

Total non-current assets  9,860 8,634 6,429

     

Current assets         

Inventories 13 6,736 5,116 4,213

Other receivables, accruals and prepaid expenses 14 710 1,475 1,552

Trade receivables 14 4,157 6,395 7,000

Cash and cash equivalents  9,321 6,624 4,773

Total current assets  20,924 19,610 17,538

Total assets  30,784 28,244 23,967

LIABILITIES AND EQUITY 
in TEUR  

Equity     

Share capital  15 3,822 3,419 3,224

Share premium  15 41,179 33,846 29,361

Accumulated deficit and other reserves 15 -42,550 -36,472 -33,089

Total equity attributable to the equity holders of the parent  2,451 793 -504

     

Non-current liabilities     

Interest bearing loans and borrowings 17 2,945 1,375 7,370

Derivatives 17 0 0 5,310

Other liabilities  19,20,21 1,720 2,154 1,326

Deferred tax liabilities 8 906 624 479

Provisions  22 401 375 333

Total non-current liabilities  5,972 4,528 14,818

     

Current liabilities     

Interest bearing loans and borrowings 17 11,342 10,646 4,522

Derivatives 17 5,413 6,960 0

Trade and other payables 18 1,370 1,910 1,952

Other liabilities 19,20,21 4,236 3,407 3,179

Total current liabilities  22,361 22,923 9,653

Total liabilities  28,333 27,451 24,471

Total liabilities and equity  30,784 28,244 23,967
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CONSOLIDATED STATEMENT OF CASH FLOWS   

2020 2019 2018 
 
in TEUR  Notes

Loss for the year   -6,046 -4,192 -842

Adjustments to reconcile profit before tax to net cash flows      

Depreciation and amortization 10,11,12 1,408 1,006 774

Finance income 7 -1,834 -374 -26

Finance expenses 7 904 3,504 2,157

Income taxes 8 241 -434 139

Expenses for share-based compensation 16 91 667 157

Net foreign exchange differences   181 -408 -382

Other non-cash items   -130 -1,141 32
     
Operating cash flow      

Changes in net working capital      

 Change in trade receivables 14 1,474 -361 -1,672

 Change in other current receivables     14 746 16 -259

 Change in inventories 13 -2,563 -537 -1,384

 Change in trade and other payables  18 482 -170 556

Total changes in working capital  139 -1,052 -2,759
     
Net cash outflow used in operating activities   -5,046 -2,422 -750 

Cash flows from investing activities     

Acquisition of subsidiaries  0 0 -725 

Purchase of property, plant and equipment 10 -1,428 -541 -677

Proceeds from sale of property, plant and equipment 10 1 1 2

Capitalized costs 11 -835 -240 -1,077

Software expenditure 21 -39 -50 0
     
Net cash outflow used in investing activities -2,301 -830 -2,477

Cash flows from financing activities

Proceeds from borrowings 17 2,857 0 0

Repayments of borrowings 17 0 -67 -70 

Proceeds from issuance of shares, net of transaction costs   16 7,440 4,455 0
     
Net cash inflow/(outflow) from financing activities   10,297 4,388 -70

Effect of exchange rate changes  -253 715 338

Total net cash inflow/(outflow)  2,697 1,851 -2,959

Net change in cash and cash equivalents    
     
Cash and cash equivalents, beginning of the year   6,624 4,773 7,732
     
Cash and cash equivalents, end of the year   9,321 6,624 4,773
     
Supplementary information:

TEUR 2020 2019 2018

Interest paid -813 -787 -779

Income tax paid -594 -1,138 -659
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CONSOLIDATED STATEMENT OF CHANGES IN EQUITY 

  

in TEUR  Notes
Share  

capital
Share  

premium
Accumulated deficit  

and other reserves
Non-controlling  

interests Equity

At 1 January 2018  3,216 29,247  -32,445                 0 18 

Loss for the year, attributable to shareholders    -842  -842 

Other comprehensive loss     -31  -31 

Total comprehensive loss    -873 0 -873 

Share based compensation 16 8 114 229  351 

Total transactions with shareholders  8 114 229 0 351 

At 31 December 2018  3,224 29,360  -33,089                 0 -504 

Loss for the year, attributable to shareholders    -4,191  -4,191 

Other comprehensive income     140  140 

Total comprehensive loss -4,051 0 -4,051 

Shareholders contribution 15 183 4,272   4,455 

Share based compensation 16 12 214 667  893 

Total transactions with shareholders  195 4,486 667 0 5,348 

At 31 December 2019  3,419 33,846  -36,472                 0 793 

Loss for the year, attributable to shareholders    -6,046  -6,046 

Other comprehensive loss -123  -123 

Total comprehensive loss -6,169  -6,169 

Shareholders contribution 15 394 7,046   7,440 

Share based compensation 16 9 287 91  387 

Total transactions with shareholders   403 7,333 91  7,827 

At 31 December 2020   3,822 41,179  -42,550                 0 2,451 
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NOTES TO THE CONSOLIDATED FINANCIAL STATEMENT

1. INFORMATION REGARDING THE GROUP

1.1  BACKGROUND AND REPORTING ENTITY 
Occlutech Holding AG (the ‘Company’) is domiciled in Feldst-
rasse 22, 8200 Schaffhausen, Switzerland. These consolidated 
financial statements comprise the Company and its subsidiaries 
(together referred to as the ‘Group’). The Group is primarily 
involved in the development, production and distribution of 
medical devices. 

The companies which are included in the Consolidated 
Financial Statements are listed in note 24. 
 
These Consolidated Financial Statements were approved on  
25 June 2021 by the Company’s Board of directors. 
 
2. SUMMARY OF SIGNIFICANT ACCOUNTING POLICIES 

2.1 BASIS OF PREPARATION 
The Consolidated Financial Statements as at 31 December 
2020 have been prepared in accordance with International 
Financial Reporting Standards (“IFRS”) as adopted by the 
European Union (EU). 

For all periods up to and including the year ended 31 December 
2019, the Group prepared its financial statements in accordance 
with local generally accepted accounting principles (SWISS 
GAAP). These financial statements for the year ended 31 
December 2020 are the first the Group has prepared in 
accordance with IFRS. Refer to Note 2.6 for information on how 
the Group adopted IFRS. 
 
The Consolidated Financial Statements are presented in Euros 
(EUR) and all values are rounded to the nearest thousand 
(TEUR), except when otherwise indicated. The Consolidated 
Financial Statements are prepared on the historical cost basis 
except for all those assets and liabilities measured at fair value. 

2.2 GOING CONCERN 
These consolidated financial statements have been prepared 
on the basis that the Group will continue as a going concern. 

The Group renewed a short-term shareholder loan of 6 MCHF 
in 2021, that will mature on December 31, 2021. There is no 
assurance that the Group will be able to refinance this loan prior 
to its maturity date, therefore there is substantial doubt about 
the Group’s ability to continue as going concern. 

Throughout 2018, 2019 and 2020 the Group’s operations and 
growth were financed with shareholder loans (for more info- 
rmation on the terms of the shareholder loan refer to note 17) 
and capital increases. No financial arrangements are in place 
to either refinance the shareholder loan or provide financial 
support for the operations in 2021. As the Group is still in a 
growth phase and sources of revenue are not fully established 
to finance the operational expenditures, the Group is dependent 
on external finances. This may cast substantial doubt about the 
Group’s ability to continue as going concern. 

In response to these matters, the Group is considering raising 
capital through an initial public offering. However, no assurance 

can be provided about the Group’s ability to obtain additional 
funding.
   
2.3 BASIS OF CONSOLIDATION 
Subsidiaries are all companies over which the Group has control. 
The Group controls an entity when the Group is exposed to, 
or has rights to, variable returns from its involvement with the 
entity and has the ability to affect those returns through its 
power over the entity. Businesses acquired during the year are 
consolidated from the date on which control is transferred to 
the Group, and businesses to be divested are included up to the 
date on which control passes from the Group. Intercompany 
balances, transactions and resulting unrealized income are 
eliminated in full. 

2.4  OFFSETTING OF FINANCIAL ASSETS AND FINANCIAL 
LIABILITIES 

Financial assets and financial liabilities are offset and the net 
amount is presented in the statement of financial position, 
when, and only when, the Group currently has a legally 
enforceable right to offset the amount and intends either to 
settle on a net basis or to realize the asset and settle the liability 
simultaneously. 
 
2.5 CRITICAL ACCOUNTING ESTIMATES AND JUDGEMENTS 
The preparation of these Consolidated Financial Statements 
requires management to make assumptions and estimates 
that affect the reported amounts of expenses, assets and 
liabilities at the date of the Financial Statements. If in the future 
such assumptions and estimates deviate from the actual 
circumstances, the original assumptions and estimates will be 
modified as appropriate in the year in which the circumstances 
change. The valuation of the following material positions is 
based on the critical accounting estimates and judgements: 
 
Intangible assets – capitalized costs - Development expenditures 
at product level will be capitalized when the following criteria 
are fulfilled and the Group can demonstrate the following 
cumulatively: 

• Technical feasibility of completing the intangible asset so 
that the asset will be available for use or sale 

• Its intention to complete and its ability and intention to use 
or sell the asset 

• How the asset will generate future economic benefits 

• The availability of resources to complete the asset 

• The ability to measure reliably the expenditure during 
development. 

 
Research and development costs not meeting the mentioned 
criteria above are expensed as incurred.  
 
Other intangible assets mainly consist of implementation cost 
related to IT systems. 
 
Following initial recognition of the development expenditure 
as an asset, the asset is carried at cost less any accumulated 
amortization and accumulated impairment losses. Amortization 
of the asset begins when development is complete, and 
the asset is available for use (i.e. when market launch has 



Occlutech Holding AG F-17

occurred). It is amortized over the expected useful life. During 
the development phase, the intangible asset is tested for 
impairment annually.  
 
Management is required to make estimates and judgements 
in the area of developing and financing of intangible assets 
not yet in use. As such, the Group faces development risks in 
terms of finalizing the development and launch of its products. 
Development risk includes the risk that the product does not 
obtain regulatory approval and therefore technical feasibility is 
not given. Financing risk exists should the Group not be able to 
raise adequate funding and/or should cash flows generated from 
existing products fail to sufficiently finance the development 
and commercialization of products still in development. These 
judgements are part of the assessment whether the above- 
mentioned criteria are met to capitalize development costs. 

At 31 December, the carrying amount of capitalized develop-
ment costs was TEUR 1 002 for 2020, TEUR 871 for 2019 and 
TEUR 1 068 for 2018.  
 
Deferred tax assets – recognition - Deferred tax assets are 
recognized when it is probable that sufficient taxable profits will 
be available against which the deferred tax assets can be utilized. 
At each balance sheet date, the Group reassesses unrecognized 
deferred tax assets and the carrying amount of deferred tax 
assets. The Group recognizes a previously unrecognized deferred 
tax asset to the extent that it has become probable that future 
taxable profit will allow the deferred tax asset to be recovered. 
The Group conversely reduces the carrying amount of a deferred 
tax asset to the extent that it is no longer probable that sufficient 
taxable profit will be available to allow the benefit of part or the 
entire deferred tax asset to be utilized. As such, management 
is required to make estimates and judgements in the area of 
recognition of deferred tax assets because of the uncertainty 
related to the estimation of probable future taxable profits. 
 
Provision for expected credit losses (ECL) of trade receivables -  
The Group uses a provision matrix to calculate ECLs for trade 
receivables and contract assets. The provision rates are based 
on days past due for groupings of various customer segments 
that have similar loss patterns (i.e., by geography, product type, 
customer type and rating, and coverage by letters of credit and 
other forms of credit insurance). 
 
The provision matrix is initially based on the Group’s historical 
observed default rates. The Group will calibrate the matrix to 
adjust the historical credit loss experience with forward-looking 
information. For instance, if forecast economic conditions (i.e., 
gross domestic product) are expected to deteriorate over the 
next year which can lead to an increased number of defaults 
in the manufacturing sector, the historical default rates are 
adjusted. At every reporting date, the historical observed default 
rates are updated and changes in the forward-looking estimates 
are analyzed. 
 
The assessment of the correlation between historical observed 
default rates, forecast economic conditions and ECLs is a  
significant estimate. The amount of ECLs is sensitive to  
changes in circumstances and of forecast economic conditions.  
The Group’s historical credit loss experience and forecast 

of economic conditions may also not be representative of 
customer’s actual default in the future. The information about 
the ECLs on the Group’s trade receivables and contract assets 
is disclosed in Note 14.  

2.6 FIRST-TIME ADOPTION OF IFRS 
These financial statements, for the year ended 31 December 
2020, are the first the Group has prepared in accordance 
with IFRS. For periods up to and including the year ended 31 
December 2019, the Group prepared its financial statements in 
accordance with local generally accepted accounting principles 
(Local GAAP). 
 
Accordingly, the Group has prepared financial statements that 
comply with IFRS applicable as at 31 December 2020, together 
with the comparative period data for the year ended 31 
December 2019 and December 2018, as described in the 
summary of significant accounting policies. In preparing the 
financial statements, the Group’s opening statement of financial 
position was prepared as at 1 January 2018, the Group’s date of 
transition to IFRS. This note explains the principal adjustments 
made by the Group in restating its Local GAAP financial 
statements, including the statement of financial position as at 
1 January 2018 and the financial statements as of, and for the 
year ended 31 December 2018 and 31 December 2019. 

2.6.1 Exemption applied 
IFRS 1 allows first-time adopters certain exemptions from the 
retrospective application of certain requirements under IFRS. 
The Group has applied the following exemptions: 

• Cumulative currency translation differences for all foreign 
operations are deemed to be zero as at 1 January 2018. 

• IFRS 2 Share-based Payment has not been applied to equity 
instruments in share-based payment transactions that were 
granted on or before 7 November 2002, nor has it been 
applied to equity instruments granted after 7 November 
2002 that vested before 1 January 2018. 

• The Group assessed all contracts existing at 1 January 2018 
to determine whether a contract contains a lease based 
upon the conditions in place as at 1 January 2018. 

• Lease liabilities were measured at the present value of the 
remaining lease payments, discounted using the lessee’s 
incremental borrowing rate at 1 January 2018. Right-of-
use assets were measured at the amount equal to the 
lease liabilities, adjusted by the amount of any prepaid or 
accrued lease payments relating to that lease recognized 
in the statement of financial position immediately before 1 
January 2018. The lease payments associated with leases 
for which the lease term ends within 12 months of the date 
of transition to IFRS and leases for which the underlying 
asset is of low value have been recognized as an expense 
on either a straight-line basis over the lease term or another 
systematic basis. 

2.6.2 Estimates 
The estimates at 1 January 2018 and at 31 December 2018 and 
at December 31 2019 are consistent with those made for the 
same dates in accordance with Local GAAP (after adjustments 
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to reflect any differences in accounting policies) apart from the 
following items where application of Local GAAP did not require 
estimation: 

• Pensions and other postemployment benefits 

• Share-based payment transactions 

• Derivatives 

The estimates used by the Group to present these amounts in 
accordance with IFRS reflect conditions at 1 January 2018, the 
date of transition to IFRS and as at 31 December 2018 and as 
at 31 December 2019.

2.6.3 Group reconciliation of equity as at 1 January 2018 (date of transition to IFRS)

ASSETS

LIABILITIES AND EQUITY

in TEUR Notes  Local GAAP 
Reclassification and 

remeasurements 
IFRS as at  

1 January 2018 

Non-current assets     

Property, plant and equipment  1,145 0 1,145

Right-of-use assets E 0 1,910 1,910

Intangible assets A 0 0 0

Deferred tax assets C 0 1,852 1,852

Total non-current assets  1,145 3,762 4,907
     
Current assets        

Inventories  2,745 -59 2,686

Other receivables, accruals and prepaid expenses  1,046 254 1,300

Trade receivables  6,085 0 6,085

Cash and cash equivalents  7,732 0 7,732

Total current assets  17,608 194 17,802

Total assets  18,753 3,957 22,710

 
in TEUR 

Equity     

Share capital   3,208 8 3,216

Share premium  D 28,974 273 29,247

Accumulated deficit and other reserves  -32,146 -298, -32,444

Total equity attributable to the equity holders of the parents  36 -18 18 
     
Non-current liabilities     

Interest bearing loans and borrowings F 13,602 -1,912 11,690

Derivatives F 0 3,677 3,677

Other liabilities E, F 0 1,471 1,471

Deferred tax liabilities C 0 153 153

Provisions B, G 503 -213 290

Total non-current liabilities  14,105 3,176 17,281
     
Current liabilities     

Interest bearing loans and borrowings  F 0 65 65

Derivatives F 0 367 367

Trade and other payables  1,833 0 1,833

Other liabilities E 2,779 368 3,147

Total current liabilities  4,612 800 5,412

Total liabilities  18,717 3,976 22,693

Total liabilities and equity  18,753 3,957 22,710
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2.6.4 Group reconciliation of equity as at 31 December 2018

ASSETS

in TEUR Notes  Local GAAP 
Reclassification and  

remeasurements 
IFRS as at  

31 December 2018 

Non-current assets     

Property, plant and equipment  1,503 1 1,504

Right-of-use assets E 0 1,808 1,808

Intangible assets A 0 1,077 1,077

Deferred tax assets C 0 2,040 2,040

Loans to affiliated companies  H 723 -723 0

Total non-current assets  2,226 4,203 6,429

     

Current assets        

Inventories  3,472 741 4,213

Other receivables, accruals and prepaid expenses  1,306 246 1,552

Trade receivables  6,990 10 7,000

Cash and cash equivalents  4,730 43 4,773

Total current assets  16,498 1,040 17,538

Total assets  18,724 5,243 23,967

LIABILITIES AND EQUITY
 
in TEUR 

Equity     

Share capital   3,215 9 3,224

Share premium  D 29,168 193 29,361

Accumulated deficit and other reserves  -32,559 -530 -33,089

Total equity attributable to the equity holders of the parents  -176 -328 -504

     

Non-current liabilities     

Interest bearing loans and borrowings F 13,354 -5,984 7,370

Derivatives F 0 5,310 5,310

Other liabilities E, F 0 1,326 1,326

Deferred tax liabilities C 0 479 479

Provisions  B, G 1,438 -1,105 333

Total non-current liabilities  14,792 26 14,818

     

Current liabilities     

Interest bearing loans and borrowings F 0 4,522 4,522

Derivatives F 0 0 0

Trade and other payables  1,708 244 1,952

Other liabilities E 2,400 779 3,179

Total current liabilities  4,108 5,545 9,653

Total liabilities  18,900 5,571 24,471

Total liabilities and equity  18,724 5,243 23,967
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2.6.5 Group reconciliation of equity as at 31 December 2019

ASSETS

in TEUR Notes  Local GAAP 
Reclassification and 

remeasurements 
IFRS as at  

31 December 2019 

Non-current assets     

Property, plant and equipment  1,669 7 1,676

Right-of-use assets E 0 3,051 3,051

Intangible assets A 0 1,367 1,367

Other financial assets  0 16 16

Deferred tax assets C 0 2,524 2,524

Total non-current assets  1,669 6,965 8,634

     

Current assets      

Inventories  5,833 -717 5,116

Other receivables, accruals and prepaid expenses  979 497 1,476

Trade receivables  6,433 -38 6,395

Cash and cash equivalents  6,767 -143 6,624

Total current assets  20,012 -402 19,610

Total assets  21,681 6,563 28,244

LIABILITIES AND EQUITY
 
in TEUR 

Equity     

Share capital   3,407 12 3,419

Share premium  D 33,633 213 33,846

Accumulated deficit and other reserves  -32,933 -3,539 -36,472

Total equity attributable to the equity holders of the parents  4,107 -3,314 793

     

Non-current liabilities     

Interest bearing loans and borrowings F 12,518 -11,143 1,375

Derivatives F 0 0 0

Other liabilities E, F 0 2,154 2,154

Deferred tax liabilities C 0 624 624

Provisions B, G 868 -493 375

Total non-current liabilities  13,386 -8,858 4,528

     

Current liabilities     

Interest bearing loans and borrowings F 0 10,646 10,646

Derivatives F 0 6,960 6,960

Trade and other payables  1,760 150 1,910

Other liabilities E 2,428 979 3,407

Total current liabilities  4,188 18,735 22,923

Total liabilities  17,574 9,877 27,451

Total liabilities and equity  21,681 6,563 28,244
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2.6.6 Group reconciliation of total comprehensive income for the year ended 31 December 2018

in TEUR Notes  Local GAAP Remeasurements 
IFRS for the year ended 

31 December 2018 

Revenue  25,950 473 26,423 

Cost of sales  -4,915 -970 -5,885 

     

Gross profit  21,035 -497 20,538 

     

Research and development expenses A -6,363 1,946 -4,417 

Selling and distribution expenses  -8,856 -85 -8,941 

General and administrative expenses  -4,688 296 -4,392 

Other operating income  448 -80 368 

Operating profit  1,576 1,580 3,156 

      

Finance income  45 51 96 

Finance expenses E, F -973 -2,048 -3,021 

Profit before income taxes  648 -417 231 

      

Income tax expenses  -1,038 -35 -1,073 

Loss for the year  -390 -452 -842 

     

Profit attributable to     

Equity holders of the parent  -390 -452 -842 

     

Other comprehensive income / (loss)      

Remeasurement of defined benefit obligations  0 -4 -4 

Items that will not be reclassified to profit or loss, net of income taxes -4 -4 

Exchange differences on translation of foreign operations   0 -27 -27 

Items that may be reclassified subsequently to profit or loss, net of income taxes 0 -27 -27 

Other comprehensive loss for the year    0 -31 -31 

Total comprehensive loss for the year   -390 -483 -873 
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2.6.7 Group reconciliation of total comprehensive income for the year ended 31 December 2019

in TEUR Notes  Local GAAP Remeasurements 
IFRS for the year ended 

31 December 2019 

Revenue  30,092 783 30,875 

Cost of sales  -6,003 -1,849 -7,852 

     

Gross profit  24,089 -1,066 23,023 

     

Research and development expenses  -6,863 350 -6,513 

Selling and distribution expenses  -10,668 -609 -11,277 

General and administrative expenses  -5,902 301 -5,601 

Other operating income  588 48 636 

Operating profit  1,244 -976 268 

      

Finance income  347 74 421 

Finance expenses E, F -1,128 -3,230 -4,358 

Profit/(loss) before income taxes  463 -4,132 -3,669 

      

Income tax expenses  -947 423 -524 

Loss for the year  -484 -3,708 -4,192 

     

Profit attributable to     

Equity holders of the parent  -484 -3,708 -4,192 

     

Other comprehensive income / (loss)      

Remeasurement of defined benefit obligations  0 -26 -26 

Items that will not be reclassified to profit or loss, net of income taxes 0 -26 -26 

Exchange differences on translation of foreign operations 0 166 166 

Items that may be reclassified subsequently to profit or loss, net of income taxes 0 166 166

Other comprehensive income / (loss) for the year    0 140 140 

Total comprehensive loss for the year   -484  -3,568 -4,052 

2.6.8 Notes to the reconciliation of equity as at 1 January 2018 and 
31 December 2018 and 31 December 2019 total comprehensive 
income for the year ended 31 December 2018 and 2019

A Intangible asset 
Under Local GAAP, expenditure on research and development 
activities is recognized in profit or loss as incurred. Development 
costs of TEUR 1 077 as of 31 December 2018, respectively 
TEUR 1 317 as of 31 December 2019, for clinical studies, 
submission, validation and/or registration to achieve product 
approvals for congenital, stroke prevention and heart failure 
products which fulfilled the requirements of IAS 38 have been 
capitalized as part of intangible assets on transition to IFRS. 
The capitalized development costs under intangible assets 
have been recognized in full against retained earnings. 
 
B Defined benefit obligation  
Under Local GAAP, the Group recognized costs related to its 
pension plan on a cost basis. Under IFRS the Swiss pension 

plan qualifies as a defined benefit plan whereas the other 
pension plan qualify as defined contribution plan. The defined 
benefit plan is measured using the projected unit credit method 
resulting in a net employee defined benefit liability of TEUR 116, 
TEUR 139 and TEUR 186 as of 1 January 2018, 31 December 
2018 and 31 December 2019 respectively. The pension liability 
has been recognized in full against retained earnings. Under 
IFRS TEUR 5 and TEUR 32 have been recorded in the other 
comprehensive income for the remeasurement of the defined 
benefit obligation in 2018 and 2019 respectively. Additionally, 
personnel expenses increased by TEUR 18 and TEUR 16 for 
2018 and 2019 due to the net service and interest costs. 

C Deferred tax  
The various transitional adjustments resulted in various 
temporary differences. According to the accounting policies 
in Note 2.9.11 the Group has to recognize the tax effects of 
such differences. Deferred tax adjustments are recognized 
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in correlation to the underlying transaction either in retained 
earnings or a separate component of equity. 

D Share-based payments  
Under Local GAAP, the Group only recognized the personnel 
cost for the share bonus plan for Executive Management as an 
expense in line with IFRS 2 but the corresponding increase in 
equity has not been booked over equity. Therefore, the accrual 
in the amount of TEUR 194 and TEUR 226 for the years ended 
31 December 2018 and 31 December 2019, respectively, has 
been reclassified from liability to equity. 

For the share option plan in place IFRS requires the fair value to 
be determined using an appropriate pricing model recognized 
over the vesting period which has not been done under Local 
GAAP. An additional expense of TEUR 157 and TEUR 667 
has been recognized in profit or loss for the years ended 31 
December 2018 and 31 December 2019, respectively. Share 
options with grant date fair value totaling TEUR 72, which were 
granted before and still vesting at 1 January 2018, have been 
recognized as a separate component of equity against retained 
earnings at 1 January 2018. 

E Leases  
Under Local GAAP, a lease is classified as an operating lease. 
Operating lease payments are recognized as an operating 
expense in the statement of profit or loss on a straight-line 
basis over the lease term. Under IFRS, as explained in Note 
2.3.l), a lessee applies a single recognition and measurement 
approach for all leases, except for short-term leases and leases 
of low-value assets and recognizes lease liabilities to make 
lease payments and right-of-use assets representing the right 
to use the underlying assets. 

At the date of transition to IFRS, the Group applied the trans-
itional provision and measured lease liabilities at the present 
value of the remaining lease payments, discounted using the 
lessee’s incremental borrowing rate at the date of transition to 
IFRS. Right-of-use assets were measured at the amount equal 
to the lease liabilities adjusted by the amount of any prepaid or 
accrued lease payments. As a result, the Group recognized an 
increase of TEUR 2 392 (31 December 2019: TEUR 3 001) of 
lease liabilities included under other liabilities and TEUR 2 434 
(31 December 2019: TEUR 3 051) of right-of-use assets. The 
difference between lease liabilities and right-of-use assets has 
been recognized in retained earnings. 

Additionally, in 2019 depreciation increased by TEUR 654 and 
for 2018:  TEUR 453 and finance costs increased in 2019 by 
TEUR 88 and for 2018: TEUR 70.  

F Loans with embedded derivatives  
Under Local GAAP for the loans with embedded derivatives 
 only the host debt contract is recognized as a financial liability 
and accounted for at cost (01 January 2018: TEUR 10 266, 
31 December 2018: TEUR 10 648, 31 December 2019: TEUR 
11 056). The embedded derivatives are not recorded as such 
under local GAAP. Under IFRS the host contract is classified 
as a financial liability and accounted for at amortized cost 
using the effective interest rate (01 January 2018: TEUR 8 424, 
31 December 2018: TEUR 9 440, 31 December 2019: TEUR 
10 649). The embedded derivatives are not closely related to 
the host contract and are therefore bifurcated from the host 
contract and are measured separately. The embedded derivati-
ves classify as a financial liability and are accounted for at fair 
value through profit or loss (01 January 2018: TEUR 4 044, 31 
December 2018: TEUR 5 310, 31 December 2019: TEUR 6 960). 

G Provisions  
Under local GAAP, certain general reserves were recorded with 
no outflow of resources expected. Such general reserves that 
are not fulfilling the definition of a liability under IFRS were 
reversed.  

H  Loans to affiliated companies  
Under local GAAP, in 2018 the newly acquired wholly owned 
subsidiaries in Australia and New Zealand were not consolidated. 
Under IFRS those two entities are included in the consolidation 
scope starting in 2018, and therefore the loans in the amount of 
TEUR 723 were eliminated during the consolidation.  

2.7 NEW AND AMENDED STANDARDS AND INTERPRETATIONS 
Amendments to IFRS standards that became effective for 
annual periods beginning on or after 1 January 2020 did not 
have a material impact on the Group.  

Standards issued but not yet effective 
The new and amended standards and interpretations which are 
issued, but not yet effective, are disclosed below. The Group 
intends to adopt these, if applicable, at the point in time when 
they become effective.

Standard/Interpretation Description Entry into force Year of application 

IAS 1 Amendment to classification of liabilities as current or non-current 1 January 2023 2023 

IAS 16 Amendments to property, plant and equipment: Proceeds before intended use 1 January 2022 2022 

IAS 37 Amendments to onerous contracts – costs of fulfilling a contract 1 January 2022 2022 

IFRS 9 Fees in the ’10 per cent’ test for derecognition of financial liabilities 1 January 2022 2022 

2.8 SIGNIFICANT EVENTS DURING THE REPORTING PERIOD  
As a result of the Covid-19 pandemic, elective cases were 
postponed globally, and the Group’s sales and clinical staff had 
only limited access to hospitals. As a result, the Group took 
immediate measures and implemented short-term work, as  
well as taking advantage of governmental tax benefits or 
postponements. In addition, the Group was able to apply for 

COVID-19 loans in Germany and Switzerland to help compensate 
the shortfall.  

Despite the impact on the Group’s financial result, the proactive 
measures and the implementation of strict hygiene and 
cleaning concepts in all sites allowed the Group to maintain 
operations and production continued with minimal interruptions 
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only. Given the ongoing vaccination efforts, the Group estimate 
to see less restrictions and a positive effect from the pent-up 
demand starting mid-2021. 

2.9  GENERAL ACCOUNTING POLICIES 

2.9.1 Transaction and balances 
Transactions in foreign currencies are converted into the 
functional currency at the exchange rate applicable on the  
transaction date. At the balance sheet date, assets and 
liabilities in foreign currencies are converted into the functional 
currency at the exchange rate applicable on that date, and any 
exchange rate differences are recorded in the statement of 
profit or loss.  

2.9.2  Group companies 
The results and financial position of foreign operations that 
have a functional currency different from the presentation 
currency (Euro) are translated into Euros as follows: 

• assets and liabilities for each balance sheet presented are 
translated into Euros at the closing rate at the date of the 
balance sheet. 

• income and expenses for the statement of profit or loss 
and the statement of comprehensive income are translated 
into Euros at average exchange rates of the period, provided 
they approximate the figures which would result from the 
application of transaction date rates. If not, transactions are 
converted at effective transaction rates.  

• all resulting exchange gains and losses arising from 
translation of foreign operations are recognized in other 
comprehensive income and reported separately as currency 
translation adjustments.  

2.9.4 Cash and cash equivalents 
Cash and cash equivalents in the statement of financial 
position comprise cash at banks and on hand and short-term 
highly liquid deposits with a maturity of three months or less, 
that are readily convertible to a known amount of cash and 
subject to an insignificant risk of changes in value.  

2.9.5 Trade receivables 
A trade receivable without a significant financing component 
is initially measured at the transaction price. Subsequently 
accounts receivables are stated at their amortized cost using 
the effective interest method, less any necessary adjustments 
for doubtful accounts. For trade receivables, allowances are 
calculated in the amount of the expected credit losses over the 
term. The Group analyses the credit losses incurred in the past 
and estimates anticipated credit losses based on the economic 
conditions. See note 2.5 and 25.1 for further information about 
credit risk and impairment policies.  

2.9.6  Inventories 
Inventories are valued at the lower of cost or net realizable 
value. Raw material costs are determined by using the weighted 
average cost method. The cost of finished goods and work in 
progress comprises direct materials and labor and a proportion 
of manufacturing overhead, valued at standard cost. Standard 
costs are regularly reviewed and, if necessary, revised to reflect 
current conditions. Net realizable value is the estimated selling 
price in the ordinary course of business less estimated costs 
of completion and the estimated costs necessary to make 

the sale. Work in progress and finished goods are valued at 
manufacturing cost, including the cost of materials, labor and 
production overheads. Inventory write-downs are recorded in 
the case of slow-moving or obsolete stock. 

2.9.7 Property, plant & equipment
Property plant and equipment are stated at cost less accumulated 
depreciation and impairment losses. Depreciation expenses 
utilize the straight-line method over the estimated useful life of 
the assets. Assets are depreciated to their residual value, which 
is usually determined as zero. 

The useful lives are summarized as follows:

Years 

Technical equipment and production machines 8 

Office equipment/ furniture 8 

IT/hardware 3 

Leasehold improvements 8 

The assets’ residual values and useful lives are reviewed, and 
adjusted if appropriate, at the end of each reporting period. 
An assets’ carrying amount is written down immediately to its 
recoverable amount if the asset’s carrying amount is greater 
than its estimated recoverable amount. Gain and losses on 
disposals are determined by comparing proceeds with the 
carrying amount. These are included in the statement of profit 
or loss.  

2.9.3 Exchange rates applied to key foreign currencies

Currency Unit 
Average rates 

2020 
Closing rates  

2020 
Average rates  

2019 
Closing rates  

2019 
Average rates  

2018 
Closing rates  

2018 

AUD 1 0.6039 0.6291 0.6193 0.6252 0.631 0.5997 

GBP 1 1.1494 1.1123 1.1358 1.1754 1.1323 1.1179 

NZD 1 0.574 0.5888 0.5884 0.6005 0.5997 0.5863 

CHF 1 0.9247 0.9258 0.9152 0.9213 0.8859 0.8874 
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2.9.8 Right-of-use asset and lease liability 
The Group recognizes a right-of-use asset (i.e. buildings leased) 
and a lease liability at the lease commencement date. The 
right-of-use asset is initially measured at the initial amount of 
the lease liability adjusted for any lease payments made at or 
before the commencement date, plus any initial direct cost 
incurred. The right-of-use asset are subsequently depreciated 
using the straight-line method from the commencement date to 
the earlier of the useful life of the rightof-use asset or the end of 
the lease term. In addition, the right-of-use assets are period- 
ically reduced by impairment losses, if any, and adjusted for 
certain remeasurement of the lease liability. The lease liabilities 
are initially measured at the present value of the future lease 
payments (incl. extension options reasonably certain to be 
exercised if any), discounted using the incremental borrowing 
rate as the discount rate unless the rate implicit in the lease is 
observable.

The Group applies the short-term lease recognition exemption 
to its short-term leases (i.e. those leases that have a lease term 
of 12 months or less from the commencement date and do not 
contain a purchase option). It also applies the lease of low-value 
assets recognition exemption to leases that are considered to 
be low value. Lease payments on short-term leases and leases 
of low-value assets are recognized as expense on a straight-line 
basis over the lease term.

2.9.9 Intangible assets
Development costs: Development activities involve a plan or 
design for the production of new or substantially improved 
products and processes.  

Development expenditure capitalized includes the cost of 
materials and external services. Furthermore, patent costs are 
capitalized and include legal fees for filing of new applications, 
prosecuting applications and maintaining granted patents. 
Renewable patent fees are capitalized until finalization of 
the development process. See more information in note 2.5. 
Other development expenditure is recognized in profit or loss 
as incurred. Subsequent to initial recognition, development 
expenditure is measured at cost less accumulated amortization 
and any accumulated impairment losses.  

Software: Expenditure on the implementation of software,  
including licenses and external consulting fees, which are 
directly attributable to the design and testing of identifiable and 
unique software products controlled by the group are recognized 
as intangible assets where the following criteria are met: 

• it is probable that the expected future economic benefits 
that are attributable to the asset will flow to the entity; and  

• the cost of the asset can be measured reliably. 
 
Costs associated with maintaining software programs are 
recognized as an expense as incurred. 

Amortization is applied using the straight-line method over 
the estimated useful life of the intangible asset concerned. 
Amortization begins when the asset is available for use and for 

each period the amortization is recognized in profit or loss.  
The following table shows the respective useful lives:  

Years 

Software 3 

Intellectual property 5 

Amortization methods, useful lives and residual values are 
reviewed at each financial year-end and adjusted if appropriate. 
Intangible assets not yet available for use (i.e. development 
costs, refer to note11) are tested for impairment at least annually 
and upon the occurrence of an indication of impairment.  

2.9.11 Income tax 
Income tax on the profit or loss for the year comprises current 
and deferred tax. Current and deferred tax is charged or 
credited to profit or loss, except when it relates to items charged 
or credited directly to Other comprehensive income (OCI) or 
to equity, in which case it is recognized in OCI or in equity, as 
appropriate. Current income tax is based on the taxable result 
for the period and any adjustment to tax payable in respect of 
previous years. The taxable result for the period differs from 
the result as reported in profit or loss because it excludes items 
which are non-assessable or disallowed and it further excludes 
items that are taxable or deductible in other periods. It is 
calculated using tax rates that have been enacted or sustantively 
enacted by the end of the financial period. 

Deferred tax is accounted for using the balance sheet liability 
method in respect of temporary differences arising from  
differences between the carrying amount of assets and 
liabilities in the Financial Statements and the corresponding  
tax bases used in the computation of taxable profit.  

Deferred tax liabilities are generally recognized for all taxable 
temporary differences, and deferred tax assets are recognized 
to the extent that it is probable that taxable profits will be 
available against which deductible temporary differences can 
be utilized. Deferred tax is calculated at the tax rates that are 
expected to apply to the period when the asset is realized or the 
liability is settled, based on tax rates that have been enacted or 
substantively enacted by the end of the reporting period. 

Current tax assets and liabilities are offset when the Group has 
a legally enforceable right to set off the recognized amounts 
and intends either to settle on a net basis, or to realize the asset 
and settle the liability simultaneously. 

Deferred tax assets and liabilities are offset when the Group 
has a legally enforceable right to set off its current tax assets 
and liabilities, and the deferred tax assets and liabilities relate to 
income taxes levied by the same taxation authority on either the 
same taxable entity or different taxable entities which intend 
either to settle current tax liabilities and assets on a net basis, 
or to realize the assets and settle the liabilities simultaneously 
in each future period in which significant amounts of deferred 
tax liabilities or assets are expected to be settled or recovered. 
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2.9.12 Provisions 
The Group recognizes a provision if it has a present legal or 
constructive obligation to transfer economic benefits as a result 
of past events and if a reasonable estimate of the obligation 
can be made and an outflow of resources is probable.  

2.9.13 Employee benefits- retirement and long-service leave benefit 
plans (IAS 19) 
The Group has different pension agreements within the group 
subsidiaries.   
 
Both the Group and the participants provide monthly contri-
butions to the pension plan which are based on the covered 
salary. The respective saving parts of premium are credited 
to employees’ accounts. In addition, interest is credited to 
employees’ accounts at the rate provided in the plan. The 
pension plan provides for retirement benefits as well as benefits 
on long-term disability and death.  
 
The Swiss pension plan required by the Swiss Federal Law on 
Occupational Retirement, Survivors’ and Disability Pension 
Plans (BVG) qualifies as a defined benefit plan in accordance 
with IFRS. The cost of providing benefits under the defined 
benefit plan is determined using the projected unit credit 
method.  

Remeasurements, comprising actuarial gains and losses,  
the effect of the asset ceiling (excluding net interest) and the 
return on plan assets (excluding net interest), are recognized 
immediately in the statement of financial position with a 
corresponding debit or credit to retained earnings through OCI 
in the period in which they occur. Remeasurements are not 
reclassified to the statement of profit and loss in subsequent 
periods.  

Actuarial Valuation Methods – To determine the present value 
of the defined benefit obligation and the related current service 
cost and, where applicable, past service cost, the Projected Unit 
Credit Methods has been used. This method is based on the 
amount of working years at the date of the actuarial valuation 
and considers the future by including:  

• A discount rate  

• The salary development and leaving probability up to the 
beginning of the benefit payment 

• Inflation adjustments for the years after the first payment for 
recurring benefits 

 
All economic and demographic assumptions used in the 
calculation should be unbiased, i.e. neither imprudent nor 
excessively conservative, and mutually compatible. They can be 
considered as mutually compatible if they reflect the economic 
relationships between factors such as inflation, rate of salary 
increase, the return on plan assets and discount rates.  
Economic assumptions should be based on market expectations, 
at the balance sheet date, for the period over which the 
obligations are to be settled.  

The liability recognized in the balance sheet in regard to 
defined benefit retirement benefit plans is the present value 
of the defined benefit obligation at the end of the reporting 
period less the fair value of plan assets for funded plans. The 
defined benefit obligation is calculated annually by independent 
actuaries using the projected unit credit method, considering 
possible risk sharing arrangements. When the calculation 
resulting in a benefit to The Group, the recognized asset is 
limited to the present value of economic benefits available in 
the form of any future refunds from the plan or reductions in 
future contributions to the plan.  

The components of defined benefit costs are as follows:  

• Service costs, which are recognized in the consolidated 
statement of profit and loss within operating result 

• Interest expense or income on net liability or asset, which is 
recognized in the consolidated statement of profit and loss 
within operating result 

• Remeasurements, which are recognized in the statement of 
comprehensive income  

 
Service costs include current service costs, past service costs 
and gains or losses on plan curtailments and settlements. 
When the benefits of a plan are changed, or when a plan is 
curtailed or settled, the portion of the changed benefits related 
to employee service in prior periods (past service costs), or the 
gains or losses on curtailments and settlements, are recognized 
immediately in profit or loss when the plan amendments or 
curtailments and settlements occur.  

Interest expense or income is calculated by applying the 
discount rate to the net defined benefit liability or asset, taking 
into account any changes in the net defined benefit liability or 
asset during the period as a result of contribution and benefit 
payments.  

2.9.14 Trade and other payables 
These amounts represent liabilities for goods and services 
provided to the group prior to the end of the financial year which 
are unpaid. The amounts are unsecured and are usually paid 
within 30 days of the recognition. Trade and other payables are 
presented as current liabilities unless payment is not due with 
12 months after the reporting period. They are recorded initially 
at their fair value and subsequently measured at amortized cost 
using the effective interest method. 

2.9.15 Non-current borrowings 
The non-current borrowings are initially recognized at fair value. 
As their due date is in the future the nominal amount gets 
discounted to the present value at the balance sheet date. Any 
unwinding of discount during the period is charged as interest 
to financial expenses and recognized in profit or loss. The 
non-current borrowings are removed from the balance sheet 
when the obligation specified in the contract is discharged, 
cancelled or expired. If due date is within 12 months, the 
position will be reclassified to short-term. 
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2.9.16 Government Grants 
Government grants are recognized where there is reasonable 
assurance that the grant will be received, and all attached 
conditions will be complied with. When the grant relates to an 
expense item, it is recognized as income on a systematic basis 
over the periods that the related costs, for which it is intended 
to compensate, are expensed. When the grant relates to an 
asset, it is recognized as income in equal amounts over the 
expected useful life of the related asset.  

When the Group receives grants of non-monetary assets, the 
asset and the grant are recorded at nominal amounts and 
released to profit or loss over the expected useful life of the 
asset, based on the pattern of consumption of the benefits of 
the underlying asset by equal annual instalments. 

2.9.17 Share-based payment arrangements 
The Group has a share bonus plan for Executive Management 
and a share option plan to employees and consultants, providing 
services similar to those rendered by employees, in place, 
whereby these individuals render services as consideration for 
equity instruments (equitysettled transactions). 

The cost of equity-settled transactions is measured with 
reference to the fair value of the underlying equity instruments 
at the date on which they are granted. The fair value is  
determined based on external valuation experts using an 
appropriate pricing model. 

The cost of equity-settled transactions is recognized, together 
with a corresponding increase in equity, over the period in which 
the performance and/or service conditions are fulfilled, ending 
on the date on which the employee or consultants become fully 
entitled to the award (‘the vesting date’). 
 
The cumulative expense recognized for equity-settled trans- 
actions at each reporting date until the vesting date reflects the 
extent to which the vesting period has expired and the Group’s 
best estimate of the number of equity instruments that will 
ultimately vest. The profit or loss charge or credit for a period 
represents the movement in cumulative expense recognized at 
the beginning and end of that period. 

No expense is recognized for awards that do not ultimately vest 
because non-market performance and/or service conditions 
have not been met. Where the terms of an equity-settled award 
are modified, the minimum expense recognized is the expense 
if the terms had not been modified. An additional expense is 
recognized for any modification that increases the total fair 
value of the share-based payment arrangement or is otherwise 
beneficial to the employee as measured at the date of modifi-
cation. 

Where an equity-settled award is cancelled, it is treated as if it 
had vested on the date of cancellation, and any expense not yet 
recognized for the award is recognized immediately.  

2.9.18 Revenue Recognition 
Revenues on the sale of the Group’s products are recognized 
when a contractual promise to a customer (performance  
obligation) has been fulfilled by transferring control over the 
promised goods to the customer, in the case for distributor 
sales at the point in time when the goods are available at The 
Group’s premises, or in the case of direct sales at hospitals, when 
the product is taken from the consignment inventory. There is 
only one performance obligation being the sale of the good. 

The amount of revenue to be recognized is based on the consi-
deration the Group expects to receive in exchange for its goods. 
If products are sold with a right of return and future returns can 
be reasonably estimated, a refund liability (included in ‘Trade 
and other payables’) and a right of return asset (included in ‘Trade 
and other receivables’) are recognized. In doing so, the estimated 
rate of return is applied, determined based on historical experience 
of customer returns and considering any other relevant factors. 
This is applied to the amounts invoiced, also considering the 
amount of returned products to be destroyed versus products 
that can be placed back in inventory for resale. 

The transaction price may comprise both fixed and variable 
components. Products are, in most transactions sold at 
pre-defined fixed prices, however in some contracts a volume 
discount is agreed based on specific targets. Revenue is 
recognised, as soon as the performance obligation is satisfied, 
at the transaction price identified. 

On a monthly basis, revenue is adjusted by the estimated 
volume discounts to be applied to individual customers based 
on achievement of set sales targets; The Group applies the 
“most likely amount” method in order to estimate the variable 
considerations. 

3. SEGMENT REPORTING 
The Group has only one operating segment.  

The criteria applied to identify the operating segments is 
consistent with the way The Group is managed. In particular, 
the segment reporting reflects the internal organizational and 
management structure used within the group as well as the 
internal management reporting reviewed regularly by the Chief 
Operating Devision Maker (CODM), which has been identified as 
the Executive Management Board (EMB). The EMB is responsible 
for the operational management of the Group, in line with the 
instructions issued by the Board of Directors. It is also respon-
sible for global strategy and stakeholder management. 
 
In 2020, 2019 and 2018 no single customer represents 10% 
or more of the total Group revenues. Resource allocation and 
performance assessment are performed at Group level and not 
at single-component level.  

Information by geographic area 
The Group operates through the Group’s subsidiaries and 
through the distributor network in Europe, Middle East and 
Africa (MEA), Asia Pacific (APAC) and the Americas (includes 
Canada, North and South America). 
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Sales are attributed to geographic area based on the customer’s 
location, whereas property, plant and equipment based on the 
geographic area where legal entities are located. The Group did 
not report other non-current assets by geographic since the 
cost to develop the information would be excessive and will not 
provide any material value to the reader.  

in TEUR 2020 2019 2018 

Revenue    

Europe 18,704 20,876 16,815

MEA 2,023 2,386 3,254

APAC 3,909 4,733 4,122

Americas 2,066 2,880 2,232

Total revenue 26,702 30,875 26,423

Set out below is the disaggregation of the Group’s revenue from 
contracts with customers transferred at a point in time:

in TEUR 2020 2019 2018 

Direct markets 15,446 16,382 13,071 

Distributor markets 11,256 14,493 13,352 

Total 26,702 30,875 26,423 

4. OTHER OPERATING INCOME

in TEUR 2020 2019 2018 

Government grants 539 503 201 

Interest on financial items  13 44 2 

Currency exchange differences  
on operating items 

21 89 165 

Total operating income  573 636 368 

5. OPERATING EXPENSES BY NATURE

in TEUR 2020 2019 2018 

Employee benefits expense (note 6)  -14,813  -14,047  -11,390 

Marketing -657 -1,085 -1,156 

Material & equipment -221 -170 -94 

Rental expense  -884 -676 -496 

Consulting expense -3,330 -2,090 -2,231 

Communication & IT -760 -883 -501 

Clinical studies -793 -160 -868 

Regulatory fees -167 -102 -138 

Depreciation -1,017 -760 -568 

Other R&D expenses -920 -640 182 

Insurance, charges & capital taxes -465 -414 -417 

Other operating expense -2,273 -2 537 -250 

Total operating expenses by nature  -26,300  -23,564  -17,927 

Other R&D expenses include in 2018 EUR 1.12 million reversal 
for accrued milestone payments for a project that was stopped 
in 2018. 
 
Other operating expense includes audit fees TEUR 112 for 
2020, TEUR 98 for 2019 and TEUR 64 for 2018 as well as other 
administrative expenses of TEUR 86 for 2020, TEUR 80 for 
2019 and TEUR 89 for 2018.  

6. EMPLOYEE BENEFITS EXPENSE

in TEUR 2020 2019 2018 

Salaries and wages -11,546 -10,479 -8,977 

Social security contributions -2,016 -1,907 -1,490 

Pension cost -332 -239 -220 

Share based compensation -387 -893 -387 

Other personnel expenses -532 -529 -316 

Total employee benefits expenses  -14,813  -14,047  -11,390 

Number of employees 253 225 189 

Number of employees (full-time 
equivalent basis)  

235 208 173 

7. FINANCIAL INCOME AND EXPENSE

in TEUR 2020 2019 2018 

Bank interest income  25 46 45 

Financial gain from revaluation of 
derivatives and debt modifications 
(note 17) 

1,834 375 26 

Currency gains on financial items  277 0 25 

Total finance income 2,136 421 96 

     

Interest on debt and borrowings -798 -1,229 -1,182 

Financial expense from revaluation 
of derivatives and debt modifications 
(note 17) 

-681 -2,984 -1,682 

Interest on lease liability -108 -88 -71 

Currency losses on financial items -24 -39 -72 

Other finance expense  -60 -18 -14 

Total finance expense -1,671 -4,358 -3,021 
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The foreign exchange gains/-losses are primarily driven by 
short-term accounts receivable and payable denominated in 
foreign currency; USD/GBP/SEK. 

In TEUR  Accounts Receivable (% Split) Accounts Payable (% Split) 

Currency 2020 2019 2018 2020 2019 2018 

EUR 60% 47% 46% 52% 51% 63% 

USD 24% 36% 44% 20% 19% 8% 

GBP 13% 14% 9% 3% 2% 0% 

SEK 0% 0% 0% 16% 13% 10% 

TRY - 0% - 6% 9% 8% 

Other  3% 3% 1% 0% 1% 5% 

CHF - - - 4% 3% 5% 

8. INCOME TAXES

8.1 INCOME TAXES IN STATEMENT OF PROFIT OR LOSS AND 
RECONCILIATION

in TEUR 2020 2019 2018 

Current income taxes  -1,033  -861 -860 

Adjustments in respect of current 
income tax of previous year 

164 4 -76 

Deferred income taxes -240 334 -137 

Total income taxes -1,109 -523 -1,073 

The income taxes can be analyzed as follows: 

in TEUR 2020 2019 2018 

(Loss)/Profit before taxes -4,937 -3,669 231 

Group's weighted average rate 13 % 13 % 13 % 

Income taxes at expected Group tax rate 642 477 -31 

Decrease tax due to other local tax rate -196 -339 -181 

Tax losses not capitalized -1,514 -481 -264 

Expenses not deductible for tax purpo-
ses and other permanent differences 

-60 -38 -21 

Expenses and income not taxable 40 62 -93 

Adjustment for tax for prior years 164 4 -76 

Other income taxes -187 -208 -407 

Income taxes reported -1,109 -523 -1,073 

Effective tax rate -22.5 % -14 % 457 % 

The tax rate of the Group is the weighted average tax rate 
obtained by applying the currently expected rate for each 
individual jurisdiction to its respective loss before taxes.  

in TEUR 
31December  

2020 
31 December  

2019 
31 December  

2018 
1 January  

2018  

Deferred tax assets 2,566 2,524 2,040  1,852 

Deferred tax liabilities -906 -624 -479 -154 

Net deferred tax assets at December 31 1,660 1,898 1,561 1,698 

8.2 DEFERRED INCOME TAXES 

8.2.1 Overview 

in TEUR 
2020 

Deferred tax assets / 
(liabilities) Jan-1 

Deferred tax  
(expenses) / income 

Deferred tax  
through OCI 

Translation  
differences 

Deferred tax assets /  
(liabilities)  31-Dec 

Share based compensation 116 12   128 

Employee Benefits 38 2 1  41 

Financial instruments, Tranche A and Tranche B 439 -127   312 

Financial instruments, Tranche C 115 -23   92 

Leasing  12 5   17 

Inventory (intercompany profit elimination) 1,804 172   1,976 

Total deferred tax assets 2,524 41 1 0 2,566 

Untaxed reserve -340 -114  -1 -455 

Intangible assets -284 -167   -451 

Total deferred tax liabilities -624 -281  -1 -906 

Deferred tax assets and liabilities are attributable to the following: 
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in TEUR 
2019 

Deferred tax assets / 
(liabilities) Jan-1 

Deferred tax  
(expenses) / income 

Deferred tax  
through OCI 

Translation  
differences 

Deferred tax assets /  
(liabilities)  31-Dec 

Share based compensation 29 87   116 

Employee Benefits 26 8 4  38 

Financial instruments Tranche A and Tranche B 178 261   439 

Financial instruments, Tranche C 38 77   115 

Leasing 6 4   10 

Inventory (intercompany profit elimination) 1,764 42   1,806 

Total deferred tax assets 2,041 479 4 0 2,524 

Untaxed reserve -256 -86  2 -340 

Intangible assets -225 -59   -284 

Total deferred tax liabilities -481 -145 0 2 -624 

in TEUR 
2018  

Deferred tax assets / 
(liabilities) Jan-1 

Deferred tax  
(expenses) / income 

Deferred tax  
through OCI 

Translation  
differences 

Deferred tax assets /  
(liabilities)  31-Dec 

Share based compensation  9 20   29 

Employee Benefits 18 7 1  26 

Financial instruments Tranche A and Tranche B  178   178 

Financial instruments, Tranche C  38   38 

Leasing  6   6 

Inventory (intercompany profit elimination) 1,825 -62   1,763 

Total deferred tax assets 1,852 188 1 0 2,040 

Untaxed reserve -154 -102   -256 

Intangible assets  -223   -223 

Total deferred tax liabilities -154 -325 0 0 -479 

8.2.2 Not capitalized tax loss carry-forwards 
The tax loss carry-forward not capitalized refers to the losses in 
Holding AG and Procora Holding AG, both based in Switzerland. 

Losses carry forward in Switzerland could be utilized up to 
seven years following the realization of the respective tax loss 
for corporate income tax purposes.  

Gross value Potential tax benefits 

in TEUR 2020 2019 2018 2020 2019 2018 

Expiring in        

1st-7th year 36,363 25,527 26,299 4,727 3,319 1,972 

Unlimited  4 36    

Tax loss carry-forwards not capitalized at 31 December 36,363 25,531 26,335 4,727 3,319 1,972

Total tax loss carry-forwards 36,363 25,531 26,335 4,727 3,319 1,972
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9. EARNINGS PER SHARE 
For purposes of the earnings per share calculation, manage- 
ment has used the weighted, average outstanding shares 
between 1 January, and 31 December, 2020 as the denominator. 
The share capital of the Group is TEUR 3 822, fully paid and 
divided into 4 634 420 registered shares, each with a nominal 
value of 1 CHF. Earnings per category of share were calculated 
on the basis of the portion of net profit/(loss) attributable to the 
shareholders in Occlutech Holding AG, based on their portion 
of the share capital and the average number of outstanding 
shares (issued shares less treasury shares). The impact of 
share-based payments arrangements are considered in the 
diluted earnings per share. The basic and diluted earnings per 
share are as follows: 

in TEUR 2020 2019 2018 

Loss for the period,  
attributable to shareholders  

-6,046 -4,192 -842 

Number of shares  
outstanding, thousands 

4,263  4,031 3,986

Earnings per share, before dilution, EUR -1.42 -1.04 -0.21

Number of diluted shares  
outstanding, thousands1 

4,263 4,031 3,986

Earnings per share, after dilution, EUR -1.42 -1.04 -0.21

1) The Group has options and warrants outstanding, that are anti-dilutive and 
therefore no impact on conversion is assumed. 

10. PROPERTY, PLANT AND EQUIPMENT

in TEUR 
Technical equipment and 

production machines 
Office equipment/ 

furniture    IT/hardware 
Leasehold 

improvements Total

At cost          

Balance at 1 January, 2018 861 125 185 7 1,178 

Additions 454 21 194 0 669  

Disposals -1 0 -2 0 -3 

Balance at 31 December, 2018 1,314 146 377 7 1,844 
       
Balance at 1 January, 2019 1,314 146 378 7 1,845 

Additions 290 66 169 0 525 

Disposals -1 0 0 -2 -3 

Balance at 31 December, 2019 1,603 212 547 5 2,367 
       
Balance at 1 January, 2020 1,603 212 547 5 2,367 

Additions 684 115 278 350 1,427 

Disposals 0 0 -1 0 -1 

Balance at 31 December, 2020 2,287 327 824 355 3,793 

in TEUR 
Technical equipment and 

production machines 
Office equipment/ 

furniture    IT/hardware 
Leasehold 

improvements Total

Accumulated depreciation          

Balance at 1 January, 2018 0 1 18 0 18 

Annual depreciation 193 25 102 1 321 

Balance at 31 December, 2018 193 26 120 1 340 
       
Balance at 1 January, 2019 193 26 120 1 340 

Annual depreciation 195 34 120 1 349 

Disposals 0 2 0 0 2 

Balance at 31 December, 2019 388 62 240 2 691 
      
Balance at 1 January, 2020 388 62 240 2 691 

Annual depreciation 246 34 207 12 499 

Balance at 31 December, 2020 634 96 447 14 1,190 

in TEUR 
Technical equipment and 

production machines 
Office equipment/ 

furniture    IT/hardware 
Leasehold 

improvements Total

Net book value      

Net book value 31 December, 2018 1,121 120 258 6 1,504 

Net book value 31 December, 2019 1,215 150 307 4 1,676 

Net book value 31 December, 2020 1,653 231 377 342 2,603 
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11. INTANGIBLE ASSETS 
The intangible assets consist of two categories including 
software and development cost for medical devices. Software 
is amortized over its useful life. Intellectual property is amortized 
over their useful life. All other products are not yet available 
for use and therefore not amortized but tested for impairment 
annually. Amortization will only commence upon market launch.

in TEUR 
Intellectual 

property Software Total

At cost      

Balance at 1 January, 2018 0 0 0 

Additions 1,077 0 1,077 

Balance at 31 December, 2018 1,077 0 1,077 

     

Balance at 1 January, 2019 1,077 0 1,077 

Additions 240 50 290 

Balance at 31 December, 2019 1,317 50 1,367 

    

Balance at 1 January, 2020 1,317 50 1,367 

Additions 835 39 874 

Balance at 31 December, 2020 2,152 89 2,241 

in TEUR 
Intellectual 

property Software Total

Net book value      

Net book value 31 December, 2018 1,077 0 1,077 

Net book value 31 December, 2019 1,317 50 1,367 

Net book value 31 December, 2020 2,152 89 2,241 

The impairment test is performed by comparing the carrying 
value of the assets with their recoverable amount of the cash 
generating unit. The Group determines the recoverable amount 
by applying a value-in-use calculation. An impairment will be 
recorded if the carrying value of the cash-generating units 
exceeds its value in use. The valuation is carried out on the 
basis of projected future free cash flows from cash-generation 
using the discounted cash flow (DCF) method. The values 
assigned to the key assumptions outlined further below 
represent management’s assessment of the core product’s 
commercialization potential as well as of future trends in the 
relevant industry and have been based on historical data from 
both external and internal sources. The projected cash flows 
are derived from the applicable parts of the Business plan of 
the Group which has been prepared by the management. For 
the annual impairment test the applied (pre-tax) weighted 
average cost of capital (WACC) is 23%. The WACC has been 
derived by using market data from peer group companies and 
considering the development status of the Groups products. 
The terminal long-term growth rate is assumed to be 2%, which 
is consistent with the assumptions that a market participant 
would make.    
 

12. RIGHT-OF-USE ASSETS 
Set out below are the carrying amounts of right-of-use assets 
recognized and the movements during the period: 

in TEUR 
Real  

Estate 
Motor  

Vehicle 
Other 

equipment Total 

Balance at 1 January 2018 1,729 172 9 1,910 

At 31 December 2018 1,589 211 7 1,808 

At 31 December 2019 2,738 303 9 3,051 

At 31 December 2020 2,226 200 7 2,434 

      

Depreciation Expense     

At 31 December 2018 -333 -118 -2  -453 

At 31 December 2019 -489 -162 -3 -654 

At 31 December 2020 -724 -180 -3  -908 

     

Additions to right-of-use assets 2018 104 158 0 262 

Additions to right-of-use assets 2019 807 261 5 1,073 

Additions to right-of-use assets 2020 76 107 0 184 

Set out below are the carrying amounts of lease liabilities (included 
in Other liabilities) and the movements during the period:

in TEUR 2020 2019 2018 

Interest expenses 108 88 70 

Payments -971 -727 -493 

Current  873  648  465 

Non-Current  1,519 2,353 1,320 

Total 2,392 3,001 1,785 

The maternity analysis of lease liabilities is presented in Note 25.2 

13. INVENTORIES

in TEUR 
31 December 

2020 
31 December 

2019 
31 December 

2018 

Raw materials 1,579 1,226 506 

Work in progress 247 220 326 

Finished goods  4,910 3,670 3,381 

Total stocks 6,736 5,116  4,213  
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14.TRADE AND OTHER RECEIVABLES

in TEUR 2020 2019 2018 

Trade receivables 5,373 7,420 7,911 

Allowances for expected credit losses -1,216 -1,025 -911 

Total Trade receivables 4,157 6,395 7,000 

    

VAT and other tax receivables 47 394 380 

Prepaid expenses 419 377 425 

Accrued income 244 704 747 

Other receivables, accruals and prepaid expenses 710 1,475  1,552 

Credit risk analysis of accounts receivable 

2020 2019 2018

Gross carrying 
amount at  

risk of default 

Expected 
credit  

loss rate
Expected 

credit loss

Gross carrying 
amount at  

risk of default 

Expected 
credit  

loss rate 
Expected 

credit loss 

Gross carrying 
amount at  

risk of default 

Expected 
credit  

loss rate 
Expected 

credit loss 

 TEUR % TEUR TEUR % TEUR TEUR % TEUR 

Amounts due:  2,579  1,216 3,040  1,025 3,218  911 

Not due 2,794 0% 0 4,380 0% 0 4,692 0% 0 

Within 30 days 593 0% 0 616 0% 0 1,208 0% 0 

30-60 days 210 10% 21 591 0% 0 338 0% 0 

61-90 days 243 15% 37 253 0% 0 272 0% 0 

After 90 days 1,533 75% 1,157 1,580 65% 1,025 1,399 65% 911 

Total 5,373  1,216 7,420  1,025 7,911  911 

15. EQUITY 
The fully paid-in share capital of the Company amounts to 
CHF 4 634 420.00 (TEUR 3 822) and is divided into 4 634 420 
registered shares with a par value of CHF 1.00.  
 
Authorized capital  
The Board of Directors is authorized to increase the share capital 
in one or more tranches within two years from 10 September 
2020 by maximum amount of CHF 1 578 652. Increases of the 
share capital in partial amounts is permitted. 

Number of issued shares developed as follows: 

Number of shares 2020 2019 2018 

Outstanding at 1 January 4,200,665 3,990,061 3,981,325 

Issued on 22 June 2018  
from authorized capital 

  8,736 

Issued on 26 March 2019  
from authorized capital 

 10,604  

Issued on 8 November 2019  
from authorized capital 

 200,000  

Issued on 16 March 2020  
from authorized capital 

12,407   

Issued on 16 November 2020  
from authorized capital 

421,348   

Outstanding at 31 December 4,634,420 4,200,665 3,990,061 



F-34 Occlutech Holding AG

Conditional capital for employee share option plans 
The share capital may be increased by a maximum amount of 
CHF 500 000 by issuing a maximum number of 500 000 fully 
paid up registered shares with a nominal value of CHF 1.00 
each by exercise of option rights, granted to the employees, 
members of the Executive Management or of the Board of 
Directors and its subsidiaries. Shareholders’ subscription rights 
are excluded in relation to these registered shares.  
 
15.1  CAPITAL INCREASES 
In 2020 the Company issued 12 407 bonus shares (more infor-
mation in note 16.2), and 421 348 new shares to shareholders 
for a total of MCHF 8.1, respectively 10 604 bonus shares and 
200 000 new shares for a total of MCHF 4.9 in 2019. In 2018,  
8 763 bonus shares were issued.  

15.2 TRANSLATION DIFFERENCES 
The translation reserve comprises all foreign currency differences 
arising from the translation of the Financial Statements of 
foreign operations.  

15.3 SHARE PREMIUM ACCOUNT 
As per 31 December2020, the reserves from capital contribu-
tions of the Company amount to CHF 47 621 666. 
  
16. SHARE-BASED COMPENSATION 
The Group has committed to a share option-based compen-
sation plan to employee and consultants who distinguished 
themselves by a particular strong commitment to the Group. 
The total share-based payment expenses amount to TEUR 91  
in 2020, TEUR 667 in 2019 and TEUR 157 in 2018. 
 
In addition, share bonus payments for Executive Management 
amounted to TEUR 295 in 2020, TEUR 224 in 2019 and TEUR 
194 in 2018.  

16.1 SHARE OPTION PROGRAM WITH EMPLOYEES AND 
CONSULTANTS 

The Group has committed since 2016 to a share option-based 
compensation plan to employees and consultants providing 
services similar to those rendered by employees who distinguished 
themselves by a particular strong commitment to the Group.  

The Group has an obligation to settle the award in its own 
equity instruments (shares), and no present obligation to settle 
in cash. In case of a liquidity event (e.g. IPO, trade sales), the 
options will be converted into a net worth and paid out in cash. 
The award is classified as equity-settled share-based payment 
transaction. The share options granted have an exercise price 
of EUR 17.40. Vesting periods are individually determined and 
may last up to four years. The exercise period varies between 
one and four years after the end of the vesting period. 

In 2019 the exercise period of share options granted in 2016 
was extended from 31 March 2021 until 31 December 2023. As 
a result of this modification the Group recognized an additional 
expense in the amount of TEUR 254. The amount represents 
the difference between the fair value of the modified share 
options and that of the original share options, both estimated 

as at the date of the modification, i.e., 30 September 2019. 
Since the modification occurred after the vesting dates and 
there is no requirement to complete an additional period 
of service before becoming unconditionally entitled to the 
modified share options, the incremental fair value granted was 
recognized immediately. 

The following table illustrates the number of and movements in 
share options during the year (no options have been exercised 
or forfeited): 

Share Option during the year 2020 2019 2018 

Outstanding at 1 January 183,919 132,193 114,950 

Granted during the year 5,748 51,726 17,243 

Outstanding at 31 December 189,667 183,919 132,193 

Exercisable at 31 December 185,356 172,424 132,193 

The weighted average fair value of options granted during the 
year 2020 was EUR 3.40 (2019: EUR 10.30, 2018: EUR 7.00). 
The weighted average remaining contractual life for the share 
options outstanding as at 31 December 2020 was 2.78 years 
(2019: 3.84 years, 2018: 2.41 years) which equals expected life 
of share options. As there is no publicly traded market price 
available for the Group at the grant date of the share options, 
the share price fair value was determined using the Black- 
Scholes-Merton formula by a third-party valuation firm for  
each year of the financial statements. 

The fair value at grant date of the equity-settled share-based 
payment plans which materially equals weighted average share 
price amounted to EUR 17.7 in 2020 (2019: EUR 24.4, 2018: 
EUR 20.1). The assumptions used for estimating the fair values 
of the granted share-based options for the periods 2018 until 
2020 are a risk-free interest rate of zero, no expected annual 
dividend yield and volatility of approx. 35%. 
 
The share-based payment expenses under share-option plan 
amounted to TEUR 91 in 2020, TEUR 667 in 2019 and TEUR 
157 in 2018. 

Additionally, in 2010 2 947 options were granted to an employee 
with strike price of 0. The options are exercisable upon change 
of control event (sale or IPO). As the options were granted and 
vested before 1 January 2018, they are exempt from IFRS 2 
application.  

16.2 SHARE BONUS PLAN 
In addition, the Group has a share bonus plan for Executive 
Management, that is rewarded annually with shares in the 
company (for this purpose referred to as “Common Stock”, 
equivalent to an aggregate value per calendar year as long 
as engaged with the Company (i.e., the relevant employment, 
management or similar agreement has not been terminated or 
will (foreseeably) be terminated.)   
 
The value of the relevant Common Stock is either established 
by a recent transaction (if any) or by a relevant third-party 
evaluation. The granting of Common Stock is valid for one year 
(i.e., the relevant shares “vest” over the year of tenure). The 
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number and weighted average fair value of granted shares 
during the period at the measurement date amounted to: 

2020 2019 2018 

Number of Company stocks   10,604 12,407 9,811 

Weighted average fair value (EUR) 18 18 19 

16.3 MEASUREMENT OF FAIR VALUES 
All equity-settled transactions are measured at fair value at 
grant date and recognized as expenses over the vesting period. 
Share-based payment transactions with employees are mea-
sured with reference to the fair value of the equity instruments 
granted. Since the services acquired from consultants cannot 
be measured reliably, the services are measured indirectly – i.e. 
with reference to the fair value of the equity instruments 
granted. 

As there is no publicly traded market price available for the 
Group at the grant date of the share agreements, the share 
price fair value was determined by a third-party valuation firm 
for each year of the financial statements. 

The fair value at grant date of the equity-settled share-based 
payment plans which materially equals weighted average share 
price amounted to EUR 18 in 2020 (2019: EUR 18, 2018: EUR 
17), considering a risk-free interest rate of zero, no expected 
annual dividend yield and volatility of approx. 33%.  
 
17. INTEREST BEARING LOANS AND BORROWINGS 

in TEUR 2020 2019 2018 

Secured bank loan – non- current  2,500 0 0 

Loan from  third parties/shareholders 11,011 10,564 9,196 

Other loans and borrowing  776 1,457 2,696 

Total 14,287 12,021 11,892 

Current 11,342 10,646 4,522 

Non-current  2,945 1,375 7,370 

Total 14,287 12,021 11,892 

In 2014 and 2016 respectively the Group entered into three loan 
agreements with third parties to finance its ongoing operations. 
Two tranches were entered into in 2014, Tranche A with a 
nominal value of TCHF 5 000 pays 7% interest and Tranche B 
pays 9% on a nominal value of TCHF 5 500. The third Tranche 
pays 7% on TCHF 1 500 nominal value and was entered into in 
2016. Additionally, to the interest payable the loan agreements 
included embedded derivatives in the form of warrants on the 
Group’s own shares and cash-settled instruments based on 
the equity value of the Group (equity kicker). Both embedded 
derivatives, warrants and equity kicker, were bifurcated from the 
host liability and initially recorded at fair value and presented 
in a separate financial statement line Derivatives. Subsequent 
measurement was at fair value through profit or loss with 
changes in fair value recorded in finance income and expenses. 
The tranches A and B were amended in 2018 in extending the 

maturity date by one year, revoking the equity kicker derivative 
and by issuing further warrants. The amendment resulted in 
debt modification gain and a gain on derecognition of the equity 
kicker derivative, both accounted for in finance income. 
In 2020 tranches A, B and C got amended in extending the ma-
turity date to 30 September 2020 with extension options until 
31 January 2021 the latest. At the same time, the remaining 
equity kicker derivatives on tranche C were revoked and further 
warrants issued. The amendment resulted in debt modification 
gain and a loss on derecognition of the equity kicker derivative, 
both accounted for in finance income and expenses. 

The following table illustrates the number of and movements of 
outstanding warrants during the year (no warrants have been 
exercised): 

Warrants during the year 2020 2019 2018 

Outstanding at 1 January 307,687 307,687 283,352 

Granted during the year 34,069 0 24,335 

Outstanding at 31 December 341,756 307,687 307,687 

Exercisable at 31 December 0 0 0 

in TEUR 2020 2019 2018 

Warrants  5,413 6,102 5,248 

Equity-kicker 0 858 62 

Total 5,413 6,960 5,310 

Current 5,413 6,960 0 

Non-current  0 0 5 ,310 

Total 5,413 6,960 5,310 

On 1 June 2022, or immediately prior to a liquidity event (sale 
or IPO) of more than 80% of the Company shares, the warrants 
shall be converted into the corresponding number of shares 
against the prepayment of the strike process of CHF 1.00 per 
share (see more information in note 25.5).
 
The secured bank loan of TEUR 2 500 is an investment  
loan provided to the German subsidiary Occlutech GmbH in 
2020. The loan is repayable on a quarterly basis starting 30 
September 2021, last repayment on 30 June 2026. The facility 
is secured by a first charge over certain of the German subsidiary 
balance sheet accounts, with a carrying value of TEUR 2 500. 

18. TRADE AND OTHER PAYABLES

in TEUR 2020 2019 2018 

Trade payables 1,195 1,909 1,952 

Interest payables 175 1 0 

Total trade and other payable 1,370    1,910 1,952 
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19. OTHER LIABILITIES

in TEUR 2020 2019 2018 

Other current liabilities    

Accrued expenses 1,983 1,277 1,416 

Current lease liabilities 872 849 465 

Deferred income (government grants) 145 68 31 

VAT and other tax payables 105 96 46 

Income tax liability 481 354 788 

Current government grants 80 3 4 

Other liabilities 570 760 429 

Total other current liabilities 4,236 3,407 3,179 

    

Other non- current liabilities    

Non-current lease liabilities  1,519 2,152 1,321 

Non-current government grants 201 2 5 

Total non-current liabilities 1,720 2,154 1,326 

20. PENSIONS AND OTHER POST-EMPLOYMENT BENEFIT PLANS 
The Group has a defined benefit plan. For a description and detailed information see note 2.9.13  Employee benefits- retirement 
and long-service leave benefit plans (IAS 19) whereas only the defined benefit plan maintained in Switzerland is significant for the 
Group. The details for the Swiss pension plan are as follows: 

Net employee defined benefit liabilities 

in TEUR 
31 December 

2020 
31 December 

2019 
31 December 

2018 
1 January  

2018 

Present value of defined benefit obligation 883 751 604 540 

Fair value of pension fund assets 689 580 481 441 

Net defined liability 194 171 123 101 

Changes in the present value of the defined benefit obligations and fair value of pension fund assets

in TEUR 2020 2019 2018 

Present value of defined benefit obligation at 1 January 751 604 540 

Interest cost 2 6 4 

Current service cost 46 41 41 

Actuarial gains/losses arising from changes in demographic assumptions 0 0 0 

Actuarial gains/losses arising from changes in financial assumptions 18 61 -18 

Experience adjustments 32 -11 -10 

Employee contributions 31 27 27 

Exchange difference 3 23 20 

Present value of defined benefit obligation at 31 December 883 751 604 

in TEUR 2020 2019 2018 

Fair value of pension fund assets at 1 January 580 481 441 

Interest income 2 5 3 

Return on plan assets (excluding amounts included in interest income) 44 21 -32 

Employee contributions 31 27 26 

Employer contributions 31 27 26 

Exchange difference 1 19 17 

Fair value of pension fund assets at 31 December 689 580 481 
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Pension fund assets consist of cash and cash equivalents 
which are not traded on active markets.
 
The expenses recognized in the statement of profit and loss are 
as follows: 

in TEUR 2020 2019 2018 

Service costs 46 41 41 

Net interest on the net  
defined benefit liability 

0 1 1 

Expenses recognized  
in personnel expenses 

46 42 42 

The actuarial gains/(losses) recognized in the other compre-
hensive statement of profit and loss are as follows:

in TEUR 2020 2019 2018 

Cumulative amount at 1 January 25 2 0 

Recognized during the year 6 29 5 

Exchange difference -2 -4 -3 

Cumulative amount at 1 January 29 25 2 

The calculation was performed on the basis of the following 
assumptions:

in TEUR 2020 2019 2018 

Discount rate 0.15% 0.30% 0.90% 

Interest credit rate  
on savings accounts 

1.00% 1.00% 1.00% 

Salary increase 0.00% 0.00% 0.50% 

Pension increase 0.00% 0.00% 0.00% 

The discount rate has been identified as a significant actuarial 
assumption. The following sensitivity analysis shows how 
the present value of the benefit obligation would change if the 
principal actuarial assumption was changed.

in TEUR 2020 

Discount rate  

Discount rate + 0.25% -30

Discount rate - 0.25% 33

The following are the expected payments or contributions to 
the defined benefit plan in future years: 

in TEUR 2020 

Expected employer contributions next year 25 

Expected employee contributions next year 25 

Expected benefits payments next year 10 

21. GOVERNMENT GRANTS 
Three loans have been classified to include a government grant 
as the interest rate of the loans are at below market rate of 
interest.  The parent company has received a loan in 2020 of 
TCHF 400  without interest rate (included in Non-current Other 
liabilities, see note 19). Amortization is voluntary and the loan 
is due for payment on 31 of Dec 2025. In Germany subsidiary 
received two loans with a lower than market interest rate, one in 
2020 with nominal value of TEUR 2 500 at 1% interest (included 
in Non-current Interest bearing loans and bowings, see note 
17), and the other in 2016 with nominal value of TEUR 342 at 
1.9% interest. The benefit of the lower interest rate received is 
adjusted for under IFRS as another operating income and an 
additional interest expense during the length of the loan. 

in TEUR 2020 2019 2018 

At 1 January  5 9 14 

Received during the year 831 482 187 

Released to the statement of profit or loss -555 -486 -192 

At 31 December  281 5 9 

Current (presented in Note 19) 80 3 4 

Non-Current (presented in note 19) 201 2 5 

22. PROVISIONS

in TEUR 2020 2019 2018 

Warranty 70 90 115 

Pension 331 285 218 

Total provisions 401 375 333 
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23. COMPANIES INCLUDED IN CONSOLIDATED FINANCIAL STATEMENTS 

Company Domicile Purpose Share in % 
Share  

Capital 2020 2019 2018 

Occlutech Holding AG Switzerland Holding -  3,813 3,407 3,215 

Occlutech GmbH Germany R&D, Manufacturing, Distribution 100%  53 53 53 

Occlutech International AB Sweden Management, Distribution/Marketing 100%  10 10 10 

Occlutech Tibbi  Ürünler 
Sanayi ve Ticaret Ltd 

Turkey R&D, Manufacturing 100%  3,696 3,696 
3,696 

Occlutech France SARS France Distribution 100%  1,402 1,402 1,402 

Occlutech Italia s.r.l. Italy Distribution 100%  2,926 2,814 1,019 

Occlutech UK Ltd. United Kingdom Distribution 100%  556 588 559 

Occlutech Australia Pty. Ltd. Australia Distribution 100%  377 375  

Occlutech NZ Ltd. New Zealand Distribution 100%  353 360  

Occlutech Procora AG Switzerland Holding 100%  93   

24. CONTINGENT LIABILITIES, COMMITMENTS, AND  
ENCUMBRANCES OF ASSETS

There are non-contingent liabilities, commitments or other 
encumbrances of assets. 
 
25. FINANCIAL RISK MANAGEMENT 
The Group has exposure to the following risks from financial 
instruments: 

• Credit risk  

• Liquidity risk  

• Market risk 
 
This note presents information about the Group’s exposure to 
each of the above risks, the Group’s objectives, policies and 
processes for measuring risk, and the Group’s management of 
capital.    

25.1  CREDIT RISK 
Credit risk arises from cash and cash equivalents, credit 
exposures to customers including outstanding trade and other 
receivables.  Financial credit risks constitute the risk of losses 
if the counterparties do not fully meet their commitments. The 
Group’s customers are found primarily in the public sector, 
which means that its credit risk is generally low. Both past 
experience and forward looking information is used when 
assessing risk exposure in receivables.  

The Group always measures the loss allowance for trade  
receivables at an amount equal to lifetime ECL. The expected 
credit losses on trade receivables are estimated using a 
provision matrix by reference to past default experience of the 
debtor and an analysis of the debtor’s current financial position, 
adjusted for factors that are specific to the debtors, general 
economic conditions of the industry in which the debtors 
operate and an assessment of both the current as well as the 
forecast direction of conditions at the reporting date. The Group 
has recognized a loss allowance of 100% against all receivables 
over 365 days past due because historical experience has 
indicated that these receivables are generally not recoverable. 
See note 14 for an analysis of credit exposure in accounts 
receivable.  

25.2  LIQUIDITY RISK 
Liquidity risk is the risk that the Group will encounter difficulty 
in meeting the obligations associated with its financial liabilities 
that are settled by delivery of cash or another financial asset. 
The Group’s approach to managing liquidity is to ensure, as 
far as possible, that it will always have sufficient liquidity to 
meet its liabilities when due, without incurring unacceptable 
losses or risking damage to the Group’s reputation. The Group 
avail themselves from a letter of financial support from their 
ultimate controlling shareholder which confirms that he is able 
to continue to provide financial support to the group companies 
to enable them to meet in the ordinary course of business their 
financial needs for at least the next twelve months from the 
date of approval of the financial statements. The Group evaluate 
financing alternatives to address the financing requirements to 
support the continued expansion. 
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The table below summarizes the maturity profile of the  
Group’s financial liabilities based on contractual undiscounted 
payments:  

in TEUR 
Up to 1 

year 
From 1 to  

5 years 
More than  

5 years 
Carrying 
amount 

1 January 2018     

Trade accounts payable  1,833   1,833 

Other short-term liabilities 2,749   2,749 

Lease liabilities 398 1,073 1,471

Loans and borrowings 432 11,596 146 12,174

Total 5,412 12,669 146 18,227

31 December 2018         

Trade accounts payable   1,952        1,952  

Other short-term liabilities 3,179     3,179 

Lease Liabilities  789 2,437 308 3,534

Loans and borrowings  4,520 7,288 144 11,952

Total 10,440 9,725 452, 20,617

      

31 December 2019     

Trade accounts payable 1,910   1,910

Other short-term liabilities 3,407   3,407

Lease Liabilities 1,160 2,516  3,676

Loans and borrowings  11,505 1,231 144 12,880

Total 17,982 3,747 144 21,873

     

31 December 2020     

Trade accounts payable 1,370   1,370 

Other short-term liabilities 4,236   4,236 

Lease Liabilities 952 1,610 2,563

Loans and borrowings  11,347 2,175 770 14,291

Total 17,905 3,785 770 22,460

25.3 MARKET RISK 
Market risk is the risk that changes in market prices, such as 
interest rates and foreign exchange rates will affect the Group’s 
income or the value of its holdings of financial instruments. The 
objective of market risk management is to manage and control 
market risk exposures within acceptable parameters, while 
optimizing the return. The Group is not significantly exposed to 
interest risk. 
 
The following table shows the sensitivity to interest rate 
changes, with all other variables held constant, of the Group’s 
Profit or Loss and Equity: 

TEUR 
Amount  

in EUR 
Increase 

50bp 

Credit loan facilities , Tranches A,B and C (CHF) 11,111 56 

Secured bank loan 2 500 12.5 

Other loans   400 2 

Total  14,011 70.5 

The following table demonstrates the sensitivity to a reasonable 
possible currency rate change of the Group’s Revenue and 
Profit before taxes and of the Group’s Equity, with all other 
variables held constant. The sensitivity analysis considers 
major foreign currency risk exposures.

Translation effects EUR vs (+5%)

EUR (million) SEK CHF TRY GBP USD 

Profit/(Loss) -0.4 -0.2 -0.2 0.1 0.3 

Equity -0.4 -0.8 -0.2 0.1 0.3 

25.4 CAPITAL MANAGEMENT 
The directors’ policy is to maintain a strong capital base so as 
to sustain future development of the business. The directors 
monitor the return on capital, which the Group defines as result 
from operating activities divided by total shareholders’ equity. 
There were no changes in the Group’s approach to capital 
management during the period. The Group is not subject to 
externally imposed capital requirements

Carrying amount (by measurement basis)

31 December, 2018 in TEUR 
Amortized 

cost Level 1
Fair Value 

Level 2 Level 3  Total 
Comparison 

Fair Value 

Financial assets 

Cash and cash equivalents 4,773 4,773

 

Financial liabilities 

Loans and borrowings  11,892 11,892

Derivatives 5,310 5,310

25.5 FINANCIAL ASSETS AND FINANCIAL LIABILITIES 
The table below shows a comparison by class of the carrying amounts and fair values of the Group’s financial instruments carried 
in the consolidated financial statements: 
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Carrying amount (by measurement basis)

31 December, 2019 in TEUR 
Amortized 

cost Level 1
Fair Value 

Level 2 Level 3  Total 
Comparison 

Fair Value 

Financial assets 

Cash and cash equivalents 6,624 6,624 

 

Financial liabilities 

Loans and borrowings  12,021 12,021 

Derivatives 6,960 6,960 

Carrying amount (by measurement basis)

31 December, 2020 in TEUR 
Amortized 

cost Level 1
Fair Value 

Level 2 Level 3  Total 
Comparison 

Fair Value 

Financial assets 

Cash and cash equivalents 9,321 9,321 

 

Financial liabilities 

Loans and borrowings  12,454 12,454 

Derivatives 5,413 5,413 

Secured bank loan 2,500 2,500 

The fair value of current financial assets and liabilities at  
amortized cost is assumed to approximate their carrying amounts 
due to the short-term nature of these financial instruments. 

The Group uses the following hierarchy for determining and 
disclosing the fair value of financial instruments: 

Level 1: Quoted prices (unadjusted) in active markets for 
identical assets or liabilities 

Level 2: Inputs other than quoted prices included within level 
1 that are observable for the asset or liability, either 
directly or indirectly 

Level 3: Techniques that use inputs with a significant effect 
on the recorded fair value and that are not based on 
observable market data 

The fair value of the fixed kicker, which are treated as embed-
ded derivative which are bifurcated from the host contract, 
is determined by aggregating the probability-weighted fixed 
payments that have to occur in the scenario of a change- 
of-control. The assumed underlying company valuations that 
will dictate the magnitude of the potential fixed payments 
before applying probabilities are based on the company 
valuation as per valuation date, whose future values are derived 
by multiplying the valuation per valuation date with the factor 
(1+ CoE)^t, whereas CoE is the cost of equity per valuation date 
and t is the period to the respective fixed kicker breakpoint (date 
at which the fixed kicker conditions change, in accordance with 
the credit agreements that are in place at the valuation date).  

The obtained future values are then discounted using the risk-
free rate to obtain the present value of the assumed future fixed 
payments.The following tables provide the effect of changes in 
the unobservable inputs on the financial result:  

In TEUR  
31 December, 2019 Effect on financial result 

Change in Equity Value 5% 43

Value -5% -43

In TEUR  
31 December, 2018 Effect on financial result 

Change in Equity Value 5% 3

Value -5% -3

Consequently, the primary inputs used for the fixed kicker 
valuation include: company valuations, fixed kicker conditions in 
accordance with the credit agreements, probabilities of change 
of control per period, WACC and risk-free rate. The WACC is 
calculated based on a peer group in accordance to valuation 
best practice. The risk-free rate is consistent with the risk-free 
rate incorporated in the WACC. 

The fair value of the warrants is calculated using the 
Black-Scholes model. The primary unobservable inputs used 
in the model include the implicit share price at valuation date 
(31 December 2020: EUR 17.7; 31. December 2019: EUR 24.4, 
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31 December 2018: EUR 20.1 fully diluted) and term-specific 
volatility (31 December 2020: 34.81% - 46.64%; 31 December 
2019: 30.15% - 33.90%; 31 December 2018: 31.77% - 34.46% 
based on a peer group). The following tables provide the effect 
of changes in the unobservable inputs on the financial result:  

In TEUR  
31 December, 2020 Effect on financial result 

Change in share price 5% 286 

-5% -286

Change in volatility 5% 0

-5% 0

In TEUR  
31 December, 2019 Effect on financial result 

Change in share price 5%  318

-5% -318

Change in volatility 5% 0

-5% 0

In TEUR  
31 December, 2018 Effect on financial result 

Change in share price 5% 275

-5% -275

Change in volatility 5% 0

-5% 0

Further, the maintenance of a dividend yield of 0.0% has been 
assumed. At valuation dates where the credit agreements 
linked the warrant transfer to an event of “no change of control”, 
the warrant values have been probability weighted in accor-
dance with fixed kicker components. Given that the borrower 
is not publicly listed, actual stock prices and volatilities of 
the borrower are not observable. Therefore, all relating input 
parameters underly professional judgement. 

The below tables shows how the fair value for the level 3 
derivative instruments moved from period to period: 

2020 2019 2018 

Opening balance 6,960 5,310 4,044 

Modification gains 322 0 409 

Modification losses -858 0 -345 

Revalutation gains   -1,011 0 0 

Revaluation losses 0 1,650 1,202 

Ending balance 5,413 6,960 5,310 

There were no transfers between the different hierarchy levels 
as of 31 December 2020, 31 December 2019, and 31 December 
2018. 

The below tables shows the net gain/loss on financial  
instruments recorded per period in the consolidated statement 
of profit or loss: 

2020 2019 2018 

Gain/(losses) on derivative  
revaluations and (de)recognitions

1,547 -1,650 -1,266 

Interest expense on financial  
liabilities at amortized cost

1,944 2,053 2,365 

26. RELATED PARTIES 
Related parties primarily comprise members of Group Executive  
Management, members of the Board of Directors and 
significant shareholders. Tor Peters (Member of the Board of 
Directors) is the ultimate controlling party and holds more than 
50% of the issued share capital of the Group’s ultimate parent 
Occlutech Holding AG. Transactions with related parties are 
carried out at arm’s length. Details of transactions between the 
Group and its related parties are disclosed below. 

in TEUR 2020 2019 2018 

Short-term exployee benefits 1,117 1,094 1,219 

Post-employment benefits  54 54 61 

Other long-term benefits to management  100 100 100 

Share-based payment  300 250 0 

Total 1,572 1,499 1,381 

Operating transactions 
Except for salaries, management fees, and related taxes, 
transactions with related parties occurred as reported in below 
table: 

in TEUR 2020 2019 2018 

Accounting and consulting services 497 401 413 

There are outstanding balances with related party as reported 
in below table:

in TEUR 2020 2019 2018 

Related parties receivables  309 309 

Related parties liabilities 70 386 391 

27. EVENTS AFTER THE BALANCE SHEET DATE 
In February 2021 the Company issued 702 247 new shares 
with proceeds of MCHF 12 to finance its ongoing regulatory 
and clinical effort and to replace the credit facilities. At same 
time the shareholder loans A, B and C (see more information in 
Note 25) with nominal value of MCHF12 were terminated, and 
replaced with a new loan amounting to MCHF 6. The company 
received net proceeds in the amount of MCHF 6 in cash from 
the capital increase and the debt restructuring.  

Lars Wadell was appointed new Group CFO of the Group.  
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INDEPENDENT AUDITOR'S REPORT 

To the Board of Directors of Occlutech Holding AG, registration number CHE-101.329.851 

REPORT ON THE AUDIT OF THE CONSOLIDATED FINANCIAL 
STATEMENTS 

Opinion 
We have audited the consolidated financial statements of 
Occlutech Holding AG and its subsidiary companies (the 
Group), which comprise the consolidated statements of 
financial position as at 31 December 2020, 2019 and 2018 
and the consolidated statement of comprehensive income, the 
consolidated statements of changes in equity and the consoli-
dated statements of cash flows for the years then ended, and 
notes to the consolidated financial statements, including a 
summary of significant accounting policies (the “Consolidated 
Financial Statements”). 
 
The Consolidated Financial Statements have been prepared 
for the purpose of inclusion in the offering circular prepared in 
accordance with commission regulation (EC) No 2017/1129 
and commission delegated regulation (EC) 2019/980. The 
offering circular has been prepared in connection with the 
initial public offering and the listing of Occlutech Holding AG’s 
SDR’s on the First North Premier Growth Market maintained by 
Nasdaq Stockholm AB. 
 
In our opinion, the accompanying consolidated financial sta-
tements give a true and fair view of the consolidated financial 
position of the Group as at 31 December 2020, 2019 and 2018 
and its consolidated financial performance and its consolidated 
cash flows for the financial years then ended in accordance 
with International Financial Reporting Standards (IFRS). 

Basis for Opinion 
We conducted our audit in accordance with International 
Standards on Auditing (ISA). Our responsibilities under those 
standards are further described in the “Auditor’s Responsibilities 
for the Audit of the Consolidated Financial Statements” section 
of our report. We are independent of the Group in accordance 
with the International Code of Ethics for Professional Accoun-
tants (including International Independence Standards) of the 
International Ethics Standards Board for Accountants (IESBA 
Code), and we have fulfilled our other ethical responsibilities in 
accordance with these requirements. 
 
We believe that the audit evidence we have obtained is 
sufficient and appropriate to provide a basis for our opinion. 

Emphasis of Matter Regarding Going Concern 
The accompanying financial statements have been prepared 
assuming that the Company will continue as a going concern. 
As discussed in Note 2.2 to the financial statements, the 
Company is experiencing difficulty in generating sufficient cash 
flow to meet its obligations and sustain its operations, and has 
stated the existence of a material uncertainty that may cast 
significant doubt about the Company’s ability to continue as 
a going concern. Management’s evaluation of the events and 
conditions and management’s plans regarding these matters 
are also described in Note 2.2. The financial statements do not 
include any adjustments that might result from the outcome of 
this uncertainty. Our opinion is not modified with respect to this 
matter.

Responsibility of the Board of Directors for the Consolidated 
Financial Statements 
The Board of Directors is responsible for the preparation of 
the consolidated financial statements that give a true and fair 
view in accordance with IFRS, and for such internal control as 
the Board of Directors determines is necessary to enable the 
preparation of consolidated financial statements that are free 
from material misstatement, whether due to fraud or error.

In preparing the consolidated financial statements, the Board 
of Directors is responsible for assessing the Group’s ability to 
continue as a going concern, disclosing, as applicable, matters 
related to going concern and using the going concern basis 
of accounting unless the Board of Directors either intends to 
liquidate the Group or to cease operations, or has no realistic 
alternative but to do so. 
 
Auditor’s Responsibilities for the Audit of the Consolidated 
Financial Statements 
Our objectives are to obtain reasonable assurance about 
whether the consolidated financial statements as a whole 
are free from material misstatement, whether due to fraud or 
error, and to issue an auditor’s report that includes our opinion. 
Reasonable assurance is a high level of assurance, but is not 
a guarantee that an audit conducted in accordance with ISAs 
will always detect a material misstatement when it exists.  
Misstatements can arise from fraud or error and are considered 
material if, individually or in the aggregate, they could reasonably 
be expected to influence the economic decisions users taken 
on the basis of these consolidated financial statements. 
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Deloitte AG

Matthias Gschwend   Dominik Voegtli
Licensed Audit Expert   Licensed Audit Expert

Zurich, 9 September 2021

MGS/DVO/nmn

 As part of an audit in accordance with ISAs, we exercise 
professional judgment and maintain professional skepticism 
throughout the audit. We also: 

• Identify and assess the risks of material misstatement of 
the consolidated financial statements, whether due to fraud 
or error, design and perform audit procedures responsive to 
those risks, and obtain audit evidence that is sufficient and 
appropriate to provide a basis for our opinion. The risk of not 
detecting a material misstatement resulting from fraud is 
higher than for one resulting from error, as fraud may involve 
collusion, forgery, intentional omissions, misrepresentations, 
or the override of internal control. 

• Obtain an understanding of internal control relevant to the 
audit in order to design audit procedures that are appropriate 
in the circumstances, but not for the purpose of expressing 
an opinion on the effectiveness of the Group’s internal 
control. 

• Evaluate the appropriateness of accounting policies used 
and the reasonableness of accounting estimates and related 
disclosures made. 

• Conclude on the appropriateness of the Board of Directors’ 
use of the going concern basis of accounting and, based 
on the audit evidence obtained, whether a material uncer-
tainty exists related to events or conditions that may cast 
significant doubt on the Group’s ability to continue as a 
going concern. If we conclude that a material uncertainty 
exists, we are required to draw attention in our auditor’s 
report to the related disclosures in the consolidated financial 

statements or, if such disclosures are inadequate, to modify 
our opinion. Our conclusions are based on the audit evidence 
obtained up to the date of our auditor’s report. However, 
future events or conditions may cause the Group to cease to 
continue as a going concern. 

• Evaluate the overall presentation, structure and content 
of the consolidated financial statements, including the 
disclosures, and whether the consolidated financial state-
ments represent the underlying transactions and events in a 
manner that achieves fair presentation. 

• Obtain sufficient appropriate audit evidence regarding the 
financial information of the entities or business activities 
within the Group to express an opinion on the consolidated 
financial statements. We are responsible for the direction, 
supervision and performance of the Group audit. We remain 
solely responsible for our audit opinion. 

 
We communicate with the Board of Directors or its relevant 
committee regarding, among other matters, the planned scope 
and timing of the audit and significant audit findings, including 
any significant deficiencies in internal control that we identify 
during our audit. 
 
We also provide the Board of Directors or its relevant committee 
with a statement that we have complied with relevant ethical  
requirements regarding independence, and to communicate 
with them all relationships and other matters that may 
reasonably be thought to bear on our independence, and where 
applicable, actions taken to eliminate threats or safeguards 
applied.
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ADDRESSES
THE COMPANY

Occlutech Holding AG

Feldstrasse 22, 8200 
Schaffhausen, Switzerland

GLOBAL COORDINATOR

Carnegie Investment Bank AB (publ)
Regeringsgatan 56

SE-103 38 Stockholm, Sweden

JOINT BOOKRUNNER

Bryan, Garnier & Co. Limited
 Beaufort House, 15 St. Botolph Street
EC3A 7BB, London, United Kingdom

Bryan Garnier Securities SAS
26 avenue des Champs Elysées 

75008 Paris, France

THE COMPANY’S AUDITOR

Deloitte AG
Pfingstweidstrasse 11 
8005 Zürich, Schweiz

LEGAL ADVISER 
TO THE COMPANY

Baker & McKenzie Advokatbyrå KB
Vasagatan 7
P.O. Box 180

SE-101 23 Stockholm, Sweden

LEGAL ADVISER  
TO GLOBAL COORDINATOR

Roschier Advokatbyrå AB
Brunkebergstorg 2

P.O Box 7358
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