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About Formycon

Formycon is a leading, independent 
developer of high-quality biosimi-
lars, which are follow-on products 
to biopharmaceutical drugs. In the 
dynamically growing biosimilar 
market, we are consistently working 
to expand and further develop our 
scalable biosimilar platform. This 
platform currently includes three 
approved biosimilars for indications 
in ophthalmology and immunology, 
providing millions of patients world-
wide with access to life-saving and 
cost-effective therapies. Five additio-
nal biosimilar candidates in various 
stages of development, on their way 
to approval, complement our valua-
ble pipeline.

As a pure-play biosimilar company, 
Formycon has a decisive competitive 
advantage: thanks to our focused 
strategy, agile development proces-
ses, and strong partnerships, we are 
able to efficiently develop high-qua-
lity follow-on products and adapt 
quickly to market changes. This 
flexibility, combined with our deep 
scientific expertise, positions us as a 
reliable and preferred partner in the 
highly regulated biopharmaceutical 
market.
 
Our goal is to meet the growing glo-
bal demand for biosimilars and ensu-
re long-term value creation through 
a diversified portfolio and strong 
partnerships. Around 200 highly 
qualified employees are working to-
ward this goal at our Martinsried site 
near Munich.



Our Biosimilar Assets

fyb201
ranibizumab

In 24 countries worldwide 
on the market

OPHTHALMOLOGY

fyb206
pembrolizumab

Clinical development 
successfully completed

IMMUNO-ONCOLOGY

fyb210
undisclosed

Technical development 
advanced

IMMUNOLOGY

fyb202
ustekinumab

In the U.S. and Europe 
on the market

IMMUNOLOGY

fyb208
dupilumab

Technical Proof 
of Similarity Achieved

IMMUNOLOGY

fyb286
undisclosed

Technische Entwicklung  
gestartet

fyb203
aflibercept

To be launched in Europe  
and the U.S. in 2026 

OPHTHALMOLOGY

fyb209
undisclosed

Technical development 
advanced

IMMUNOLOGY

Learn more about our 
biosimilar portfolio 
starting on page 48
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An interview with our 
Management Board 
  

 

From left to right: Dr. Andreas Seidl (CSO),  Enno Spillner (CFO), Dr. Stefan Glombitza (CEO), Nicola Mikulcik (CBO) 

The financial year of 2025 was 
characterized by important regulatory 
milestones, progress in the pipeline and 
new partnerships. However, the market 
environment was quite challenging, 
especially in the US. Looking back, how do 
you assess the year?  

Dr. Stefan Glombitza, Chief Executive Officer: “In 

review, 2025 was strategically and operationally 

successful, shaped by important decisions. We 

reached key milestones in our development pipe-

line that will sustainably strengthen our medium- 

and long-term growth. Particularly noteworthy is the 

data-driven scientific coordination with the FDA, 

which made it possible to waive a separate efficacy 

study (Phase III) for FYB206. This regulatory break-

through represents a significant time and cost 
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advantage for us and underlines the agility and cre-

ativity with which Formycon is breaking new 

ground in product development. 

This was further enhanced by the earlier-than-

planned initiation of the clinical pharmacokinetic 

study for FYB206. Patient recruitment was already 

completed in mid-2025, securing us a leading com-

petitive position in one of the world’s most com-

mercially attractive biosimilar opportunities. 

The successful out-licensing of FYB206 in North 

America and the MENA region lays the foundation 

for strong commercialization partnerships in these 

key markets. 

To achieve the operational objectives, it was im-

portant to combine stringent implementation with 

innovative approaches: 

With FYB201 as the first ranibizumab biosimilar dis-

tributed through a pre-filled syringe, we have set a 

technological milestone in Europe. The fact that we 

were the first biosimilar developer ever to obtain a 

second approval for an existing product in the U.S. 

confirms our pioneering work in the regulatory 

field. For FYB203, we have reached a patent 

agreement with the reference drug manufacturer, 

which will enable market entry in 2026 and make 

yet another product from our ophthalmic pipeline 

accessible to patients worldwide. With the so-called 

"Technical Proof of Similarity" (TpoS), we have 

demonstrated the high analytical comparability of 

FYB208 with the reference drug and have thus 

successfully entered the next development phase 

for this attractive product from our pipeline. 

The milestone achievements were not adequately 

reflected in the capital market’s response, primarily 

due to the challenging environment in the U.S. bio-

similars market. At the beginning of the year, our 

announcements regarding the significant impair-

ments on FYB201 and FYB202, as well as the tem-

porary pause in the U.S. commercialization of 

FYB201, also represented challenging news for the 

capital markets. 

However, our strategic positioning and the long-

term potential of biosimilars remain unchanged. We 

are entering 2026 with a clear focus and confi-

dence. 

What strategical factors are decisive for 
Formycon’s long-term success? 

Dr. Stefan Glombitza: “Our long-term success is 

based on four clearly defined strategic pillars: 

First, geographical diversification. In addition to the 

core markets of Europe and the U.S., we specifi-

cally address high-growth regions such as the 

MENA region, Sub-Saharan Africa and Latin Amer-

ica – in close partnership with experienced regional 

market players. 

Second, through a balanced selection of candi-

dates, we ensure that we consistently build and ad-

vance a smart portfolio to market maturity. Stream-

lined clinical requirements enable more efficient 

development and open up opportunities in indica-

tions that were previously considered less commer-

cially attractive. 

Third, excellence and innovation are at the core of 

what we do. Our technological and regulatory ex-

pertise positions Formycon as a high-performing 

development powerhouse. Innovative product solu-

tions and novel regulatory approaches enable us to 

differentiate ourselves from the competition. 

Fourth, rigorous cost efficiency is an increasingly 

important success factor. Through process optimi-

zation, regulatory simplifications and the targeted 

use of digital technologies, we are sustainably re-

ducing development and production costs and 

strengthening our competitiveness.” 

What goals have you set for 2026? 

Dr. Stefan Glombitza: “For the current year, we aim 

to further advance the company strategically and op-

erationally while accelerating the transition to sus-

tained growth and sustainable EBITDA profitability. 
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A key milestone on this path has already been 

acieved: The primary study endpoints for the Key-

truda®biosimilar candidate FYB206 have been suc-

cessfully met and are currently being incorporated 

into the regulatory submission dossier together with 

the manufacturing and analytical data. In parallel, we 

are conducting licensing discussions for regions that 

have not yet been partnered in order to further ex-

pand the project’s international commercialization 

potential. 

Operationally, we expect additional momentum from 

the relaunch of our Lucentis® biosimilar Cimerli® in 

the U.S. and from the market entry of a second 

FYB201 product in the U.S., Nufymco®. For our 

Stelara® biosimilar FYB202, we see encouraging 

signs of improving market access despite the still 

challenging market environment, which should pro-

gressively translate into stronger growth throughout 

2026. 

Another key milestone in 2026 will be the market 

launch of our Eylea® biosimilar FYB203 under the 

brand names Ahzantive® and Baiama®. With this 

product, we are, for the first time, managing the com-

plete organization of the supply chain and market 

supply, further strengthening our position as an inte-

grated development and supply partner. 

In parallel, we are firmly focused on achieving oper-

ating profitability and consolidating it over the long 

term. This will be supported by the continued expan-

sion of partnerships, regulatory efficiencies, and on-

going optimization of our cost base.” 

Is there a risk that biosimilars will 
increasingly be treated like classic 
generics? 

Stefan Glombitza: “In individual markets, we are 

observing a stronger convergence towards ge-

neric-like mechanisms, for example through the in-

troduction of automatic substitution in Germany. 

This increases price pressure and exacerbates the 

supply situation. 

That said, barriers to entry in the biosimilar market 

remain high, both technologically and financially. 

Despite regulatory simplification of restrictions, we 

therefore expect only a limited number of new en-

trants, who will also need time to establish them-

selves. Instead, we believe that the increasing num-

ber of biosimilars as a distinct market segment, 

combined with numerous new product opportuni-

ties, will drive continued growth of the overall ad-

dressable market. In this environment, we believe 

Formycon remains very well positioned.” 

Geographical diversification was cited as a 
strategically decisive success factor. What 
are the advantages of regional partner-
ships for Formycon? 

Nicola Mikulcik, CBO: “Geographical diversification 

offers both strategic and commercial advantages 

for Formycon. The biosimilars market is character-

ized by distinct local competitive dynamics, national 

reimbursement structures, and regulatory specifici-

ties. Market leadership in one region does not auto-

matically translate into leadership in others. 

By placing greater emphasis on regional partner-

ships with leading local companies, we leverage 

their strong reputation and in-depth market exper-

tise. Established relationships with physicians, phar-

macists, payers and purchasing organizations are 

key. This enhances market penetration, reinforces 

our competitive positioning and mitigates market 

entry risks. 

For Formycon, this approach enables efficient inter-

national commercialization without the need to 

build our own cost-intensive sales structures, while 

at the same time ensuring broader risk diversifica-

tion.” 

How do you succeed in gaining access in 
markets where the reference product is al-
ready competitively priced? 

Nicola Mikulcik: “Opportunities also arise in such 

markets. A biosimilar can gain meaningful market 

share if, alongside competitive manufacturing 

costs, reliable supply and strong commercial posi-

tioning are ensured. This requires cost- and effi-

ciency-optimized development and manufacturing, 
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allowing us to compete effectively even in price-

sensitive markets.” 

Why is early market entry for biosimilars 
so important? 

Nicola Mikulcik: “Early market entry represents a 

significant competitive advantage. Market shares 

are typically allocated at the outset, and price lev-

els tend to be more stable during this phase. Com-

panies entering the market at a later stage phase 

considerably more intense competition and well-es-

tablished structures. Achieving early entry requires 

fast development and approval timelines, the es-

tablishment of a flexible supply chain and partners 

willing to assume a certain level of risk in order to 

set the course for timely market entry, even under 

conditions of uncertainty.” 

What impact does the Phase III waiver 
have on future development projects? 

Dr. Andreas Seidl, CSO: “Waiving Phase III efficacy 

studies can shorten development timelines by up 

to three years and generate substantial cost 

savings. This makes additional biosimilar projects 

financially viable, including in indications that have 

previously been less commercially attractive. At the 

same time, safety, efficacy, and quality remain fully 

assured. Market entry nevertheless remains 

demanding, as development and manufacturing 

continue to require deep technological expertise 

and significant investment.” 

Do you expect similar regulatory develop-
ments outside the U.S.? 

Dr. Andreas Seidl: “Yes. Other regulatory authori-

ties are also moving in this direction. Last year, the 

EMA published a draft reflection paper that sup-

ports the waiver of Phase III studies under certain 

conditions. Similar guidelines are now also availa-

ble from the British MHRA and the Canadian au-

thorities. In addition, a new ICH guideline1 address-

ing this topic is currently being developed at the 

global level. The trend towards scientifically sound, 

 
1  ICH Guidelines (International Council for Harmonisation) are international 

standards for harmonizing drug development and approval 

more efficient approval channels is thus clearly evi-

dent. For us, this is a substantial economic oppor-

tunity that we are already actively leveraging.” 

In fiscal year 2025, three of four key per-
formance indicators – EBITDA, adjusted 
EBITDA and working capital – performed 
better than originally forecast, while reve-
nues fell short of guidance. In addition, an 
impairment was recognized. How should 
this development be assessed? 

Enno Spiller, CFO: “The development of our key 

performance indicators in fiscal year 2025 reflects 

the operational reality of a project-, royalty-, and 

milestone-driven business model. The favourable 

development of working capital demonstrates that 

we have managed our cost base and resource allo-

cation with a high degree of discipline while secur-

ing additional liquidity in a timely manner. EBITDA 

was positively impacted by stringent cost manage-

ment, a higher share of capitalized development 

costs, and the later timing of certain development 

expenses. Adjusted EBITDA benefited significantly 

from a better-than-expected Investment gain from 

our 50% stake in Bioeq AG, which reflects the over-

all performance of the FYB201 ranibizumab biosimi-

lar and was positively influenced by the partnership 

with Zydus. 

Revenues below guidance were primarily attributa-

ble to three factors: first, timing shifts in the conclu-

sion of commercialization and development part-

nerships; second, the deferral of milestone pay-

ments into fiscal year 2026; and third, a more mod-

erate than expected increase in royalty income 

from product sales of FYB202. 

In this context, we have adjusted our valuation ap-

proach and the accounting treatment of FYB202 

accordingly. The U.S. reimbursement landscape — 

particularly the pharmacy benefit manager (PBM) 

system — is only gradually opening up to immunol-

ogy biosimilars. As a result, short-term market pen-

etration remains limited, which in turn affects our 

medium-term royalty expectations. We have 



To our Shareholder — Formycon AG  Annual Report 2025 13 

 

 

prudently reflected these developments in our fi-

nancial planning and valuation. 

Looking ahead, we benefit from a growing number 

of marketed products, additional market launches 

and an increasing share of recurring royalties. This 

enhances the predictability and stability of our rev-

enues. At the same time, we remain disciplined in 

our capital allocation and financially flexible. On this 

basis, we are confident that we will achieve our 

goal of operating profitability in the near term and 

sustain it over the long term.” 

How does Formycon ensure financial 
flexibility in a challenging environment? 

Enno Spillner: “Our financial flexibility is built on an 

increasingly broad and diversified revenue base, 

supported by a forward-looking financing strategy. 

With FYB201 and FYB202, we already have mar-

keted products that generate revenues, and 

FYB203 will add another product in 2026. For this 

product, we will assume full responsibility for sup-

ply chain management and market supply and will 

be compensated accordingly. In addition, we gen-

erate recurring royalty income as well as upfront 

and milestone payments from our partnerships. 

Another key pillar is the corporate bond success-

fully placed in 2025, which has established a relia-

ble long-term financing base and significantly en-

hanced our planning certainty. This overall financ-

ing and revenue structure enables us to continue 

executing our growth strategy while preserving fi-

nancial stability.” 

What are your expectations for the 2026 
fiscal year, particularly with regard to 
Formycon’s financial performance? 

Enno Spillner: “The 2026 fiscal year will be charac-

terized by the continued transformation from a pre-

dominantly development-oriented company to one 

with increasingly commercially revenue structures. 

The established biosimilars FYB201 and FYB202, 

including the relaunch of FYB201 in the U.S. since 

January 2026, as well as the market entry of 

FYB203 in key markets planned for this year, are 

relevant drivers in this regard. 

Against this backdrop, we anticipate growing sales 

revenue from marketing across the Group. In addi-

tion, we expect contributions from development, li-

censing, and milestone payments, particularly in 

connection with further progress on projects such 

as FYB206. At the same time, we continue to invest 

significantly in our existing pipeline as well as in the 

launch of additional development programs. These 

investments are an integral part of our long-term 

growth strategy. 

Based on growing revenue on the one hand and 

continued disciplined cost and investment manage-

ment on the other, we are aiming for positive 

EBITDA in fiscal year 2026. This represents an im-

portant intermediate step toward sustainable profit-

ability in the medium to long term, even though the 

market environment—particularly in the U.S.—re-

mains characterized by high volatility and intense 

competition.” 

 

Thank you very much for the interview 
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Report of the  
Supervisory Board
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Dear Shareholders, 

Formycon AG (hereinafter also “Company”) can 

look back on an eventful and successful year 2025. 

In my capacity as Chair of the Company’s Supervi-

sory Board, I am pleased to provide you with this 

overview of the Supervisory Board’s work during 

the fiscal year 2025.  

Composition of Supervisory Board 

As established by the current Articles of Associa-

tion (Satzung) of the Company, the Supervisory 

Board consists of six members:  

 

 

 

 

 

 

 

 

 

The composition of the Supervisory Board has 

changed compared to the prior fiscal year. At the 

Annual General Meeting held physically in Munich 

on June 18, 2025, Klaus Röhrig (Founding Partner 

and Co-Chief Investment Officer of Active Owner-

ship Capital S.à.r.l., Luxembourg) was re-elected to 

the Supervisory Board by a large majority. In addi-

tion, the Annual General Meeting resolved to in-

crease the number of Supervisory Board members 

from five to six members, and Graham Keith Dixon, 

Ph.D. (Chief Executive Officer of Estetra SRL) was 

elected as a Supervisory Board member with effect 

from July 30, 2025. In its current composition, the 

Supervisory Board is very well-equipped with di-

verse and complementary skills. For potential fu-

ture members of the Supervisory Board, we will es-

pecially focus on diversity, in particular with respect 

to the gender quota. 

 

  

Composition of Supervisory Board 

Name 
 

  Role   In office since   Elected until the end of the 
annual general meeting in 

Wolfgang Essler   Chair   2023   2027 

Colin Bond   Deputy Chair   2024   2028 

Nicholas Haggar   Member   2024   2028 

Klaus Röhrig   Member   2020   2029 

Dr. Bodo Coldewey   Member   2024   2027 

Dr. Graham Dixon   Member   2025   2029 
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Cooperation between Management Board and 
Supervisory Board 

The Management Board involved the Supervisory 

Board at an early stage in all important transactions 

which were of material importance for the assess-

ment of the Company’s situation and development. 

The Management Board regularly reported to the 

Supervisory Board in both written and oral form, 

providing comprehensive and timely information 

about all business transactions and events of mate-

rial importance. These reports fully met the require-

ments established by the Supervisory Board in 

terms of both content and scope. Based on these 

reports, the current development status of the bio-

similar candidates, the regulatory environment, 

strategic growth options, the business model, the 

Company’s economic and financial situation and its 

organizational alignment were discussed. The Su-

pervisory Board also closely monitored the Com-

pany’s risk situation, risk management and its com-

pliance with legal requirements and ethical stand-

ards. 

In addition, the Chair of the Supervisory Board held 

regular meetings with the Management Board to 

discuss current business developments and key in-

dividual topics and decisions. Through this ap-

proach, the Supervisory Board was well-informed 

detail between meetings. 

The cooperation with the Management Board was 

therefore characterized by responsible and fo-

cused action in every respect. 

 

 

 

Activities of the Supervisory Board 

Throughout the fiscal year, the Supervisory Board 

duly performed the tasks and duties incumbent 

upon it in accordance with the law and the Articles 

of Association. It dealt intensively with the Com-

pany’s operational and strategic development, reg-

ularly advised the Management Board on the Com-

pany’s management and continuously monitored 

the Company’s management. The Chair of the Su-

pervisory Board was available to discuss Supervi-

sory Board-related issues with investors. During its 

meetings, the Supervisory Board dealt with all busi-

ness transactions and pending decisions that re-

quired its approval according to the law and the Ar-

ticles of Association, and passed the corresponding 

resolutions. 

In the fiscal year 2025, the Supervisory Board held 

four ordinary meetings and eight extraordinary 

meetings, of which two were held in person, two as 

hybrid meetings and eight via video conference. 

The Supervisory Board also met without the Man-

agement Board on a regular basis, either in whole 

or in part, in order to deal with agenda items that 

either concerned the Management Board itself or 

required internal discussion by the Supervisory 

Board. 

The following table contains an overview of attend-

ance at the meetings of the Supervisory Board and 

its committees: 

 

 

 

 

 

Attendance at regular quarterly meetings of the Supervisory Board and its committees 

Member of the Supervisory Board   
Supervisory Board 
plenum   Audit Committee   

Nomination and  
Remuneration  
Committee 

Wolfgang Essler   9/9   -   2/2 

Colin Bond   7/9   8/8   2/2 

Nicholas Haggar   8/9   8/8   2/2 

Klaus Röhrig   9/9   -   - 

Dr. Bodo Coldewey   9/9   8/8   - 

Dr. Graham Dixon (since July 30, 2025)   2/2   -   - 
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Main topics of discussion in the fiscal year 2025 

During its meetings in the fiscal year 2025, the Su-

pervisory Board discussed, among other topics, the 

following regularly recurring agenda items: 

— Reports on the biosimilar candidates under 

development and the commercialization of 

the already approved biosimilar FYB201 as 

well as the marketing start of FYB202; in 

particular discussion of the approval pro-

cesses and commercialization opportunities 

for the biosimilar candidates; 

— corporate planning, key financial figures and 

securing the Company's financial resources 

as well as the evaluation of different prod-

ucts; 

— discussion of various financing options to 

strengthen liquidity; 

— discussion of the overall corporate strategy, 

focus, alignment and vertical vs. horizontal 

integration along the value chain; 

— current and future development of the busi-

ness and the market environment and rele-

vant regulatory environment; 

— human resources and planning, as well as 

the determination and confirmation of STI 

and LTI target objectives for 2025 and 

2026; 

— Management Board contracts, remunera-

tion, long-term commitment and remunera-

tion programs, composition of the current 

and future Management Board; and  

— outlook for the fiscal year 2026 and be-

yond. 

In addition, further discussion topics of particular 

importance included: 

— IT/cybersecurity reporting and further devel-

opment of risk reporting within the plenum;  

— costs, capacities, and personnel structures 

against the backdrop of optimized competi-

tiveness; 

— addition of three new biosimilar candidates 

in 2026 in accordance with the new portfo-

lio concept;  

— strategic growth options, their value crea-

tion potential and financing; 

— the increase of the number of Supervisory 

Board members and partial replacement of 

Supervisory Board members; and 

— the approval of the agenda for the Annual 

General Meeting. 

The Supervisory Board also strengthened the Com-

pany's corporate governance. It adopted new rules 

of procedure for both the Management Board and 

the Supervisory Board. In addition, the Supervisory 

Board adopted targets for its composition, includ-

ing with respect to the competence profile, inde-

pendence and diversity concept. 
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Audit committee 

In order to efficiently perform its duties in connec-

tion with the audit of the financial statements, the 

Supervisory Board formed an Audit Committee con-

sisting of three members: 

 

In the fiscal year 2025, the Audit Committee held 

eight meetings, of which one meeting was held in 

person and seven as video conference. 

In the presence of the auditor, the Audit Committee 

dealt with the Company’s annual financial state-

ments, the consolidated financial statements and 

the combined management report. It also dis-

cussed the annual report and its review. The Audit 

Committee discussed with the auditor the assess-

ment of the audit risk, the audit strategy, the audit 

focus and audit planning as well as the audit re-

sults. The Chair of the Audit Committee frequently 

discussed the progress of the audit with the auditor 

and reported back to the Audit Committee. The Au-

dit Committee also regularly consulted with the au-

ditor without the Management Board. 

The half-year report and quarterly reports (Q1 and 

Q3 2025) were also reviewed and discussed in de-

tail with management. 

 

 

 

 

 

The Audit Committee recommended that the Su-

pervisory Board propose KPMG AG 

Wirtschaftsprüfungsgesellschaft, Munich, as the au-

ditor for the financial statements and the consoli-

dated financial statements to the Annual General 

Meeting 2025. The Audit Committee issued the au-

dit mandate to the auditor for the fiscal year 2025 

as auditor and group auditor, determined the audit 

focus and set the auditor's fee. 

The Audit Committee also monitored the selection, 

independence, qualifications and effectiveness of 

the auditor. It focused particularly on evaluating the 

quality of the audit process. 

Finally, the Audit Committee reviewed the Com-

pany’s accounting process, further securing of fi-

nancing along with the various possible forms of fi-

nancing and ensuring going concern, and business 

risks and was regularly informed about compliance 

matters. 

 

 

Audit committee 

Name   Function 

Colin Bond   Chair of the Audit Committee 

Dr. Bodo Coldewey   Deputy Chair of the Audit Committee 

Nicholas Haggar   Member of the Audit Committee 
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Nomination and Remuneration Committee 

The Supervisory Board established a Nomination 

and Remuneration Committee consisting of three 

members:  

 

In the fiscal year 2025, the Nomination and Remu-

neration Committee held four meetings, of which 

one was held in person and three were held as a 

video conference. 

Declaration of Conformity with the German Cor-
porate Governance Code 

Pursuant to Section 161 para. 1 sentence 1 AktG, the 

Management Board and the Supervisory Board 

must declare annually that the recommendations of 

the Government Commission on the German Cor-

porate Governance Code published by the Federal 

Ministry of Justice in the official section of the Fed-

eral Gazette have been and are being complied 

with or which recommendations have not been or 

are not being applied and why not (so-called Decla-

ration of Conformity). On April 28, 2022, the Gov-

ernment Commission on the German Corporate 

Governance Code presented a new version of the 

German Corporate Governance Code, which was 

published in the official section of the Federal Ga-

zette on June 27, 2022. In March 2026, the Man-

agement Board and the Supervisory Board pub-

lished the annual declaration of conformity, which 

was published on the Company's website 

https://www.formycon.com/en/investor-rela-
tions/governance/. Further information on the 

Company's corporate governance can be found in 

the corporate governance declaration. 

 

 

 

Training and further professional development 

measures 

The Supervisory Board members independently un-

dertook the training and professional development 

measures necessary for their duties. The Company 

provided appropriate support to the Supervisory 

Board members in their training and professional 

development measures. 

Audit of annual and consolidated financial state-
ments 

The auditor, KPMG AG Wirtschaftsprüfungsgesell-

schaft, Munich, audited the Company’s consoli-

dated financial statements and the unconsolidated 

financial statements as well as the combined man-

agement report of the Company and the Formycon 

Group for the fiscal year 2025 and issued an un-

qualified audit opinion in each case. The Com-

pany’s unconsolidated financial statements and the 

combined management report for the Company 

and the Formycon Group were prepared in accord-

ance with the German statutory accounting provi-

sions of the German Commercial Code (Han-

delsgesetzbuch). The Company’s consolidated fi-

nancial statements were prepared in accordance 

with International Financial Reporting Standards 

(IFRS), as adopted by the European Union, and the 

additional requirements of German commercial law 

pursuant to Section 315e (1) of the German Com-

mercial Code (Handelsgesetzbuch). 

 

 

Nomination and Remuneration Committee 

Name   Function 

Nicholas Haggar   Chair of the Nomination and Remuneration Committee 

Wolfgang Essler   Deputy Chair of the Nomination and Remuneration Committee 

Colin Bond   Member of the Nomination and Remuneration Committee 
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The financial statement documents with the audit 

reports of the auditor, including the audit opinion 

on the remuneration report, were sent to the Super-

visory Board members in a timely manner. They 

were thoroughly reviewed and discussed, particu-

larly in terms of legality and correctness, in the 

presence of the auditor during the Audit Committee 

meeting on April 21, 2026, and during the Supervi-

sory Board meeting on April 21, 2026, both held at 

the Company's business premises. The auditor re-

ported on the key findings of the audit, the estab-

lished audit focus areas, as well as the key audit 

matters described in the respective audit opinion, 

and the related audit procedures. The Management 

Board and the auditor were available to the Audit 

Committee and the Supervisory Board for further 

questions and additional information. After thor-

ough discussion, the Audit Committee decided to 

recommend to the Supervisory Board that it ap-

proves the financial statement documents. 

The Supervisory Board agreed with the audit re-

sults. Based on the final results of its review, the Su-

pervisory Board found no grounds for objection. In 

line with the recommendations of the Audit Com-

mittee, the Supervisory Board approved the uncon-

solidated financial statements and the consolidated 

financial statements for the fiscal year 2025, as well 

as the combined management report of the Com-

pany and the Group, in its meeting on April 21, 

2026; thus, the unconsolidated financial statements 

for the fiscal year 2025 were adopted. 

Conflicts of interest in the Supervisory Board and 

Management Board 

The Chair of the Supervisory Board, Wolfgang Ess-

ler, is managing director of Santo Holding (Deutsch-

land) GmbH, a 100 % subsidiary of ATHOS KG. Due 

to a potential conflict of interest arising from this 

function, Wolfgang Essler did not participate in the 

resolution regarding the conclusion of a service 

agreement between the Company and Klinge 

Pharma GmbH, nor in the resolution concerning the 

conclusion of a service agreement between the 

Company and Aristo Pharma GmbH; Klinge Pharma 

GmbH and Aristo Pharma GmbH are indirect 

wholly-owned subsidiaries of ATHOS KG. Wolfgang 

Essler disclosed the potential conflict of interest to 

the other members of the Supervisory Board. Wolf-

gang Essler agreed to the resolution being passed 

by the other members of the Supervisory Board. 

Furthermore, no conflicts of interest were reported 

in fiscal year 2025. 

Change in the composition of the Management 

Board 

There were no changes to the composition of the 

Management Board in the fiscal year 2025. 

Thanks for dedicated services 

On behalf of the entire Supervisory Board, I would 

like to thank the members of the Management 

Board for their excellent cooperation and success-

ful management of the Company in the past chal-

lenging fiscal year. 

We would also like to thank our employees for their 

extraordinary commitment and outstanding perfor-

mance. Thanks to their efforts, Formycon AG's pipe-

line has continued to mature and expand, and vari-

ous important milestones have been reached. 

We would also like to thank our partners, who have 

also made a significant contribution to the success 

of our company. 

Munich, April, 2026 

 

Wolfgang Essler                                                     

Chair of Supervisory Board 
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on the Capital Market 
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Shares and the  
market environment 

German and international stock market environ-
ment 

At the start of 2025, the performance of the world’s 

capital markets was generally subdued and marked 

by increased volatility. Negative factors included 

the continuation of restrictive monetary policies, 

geopolitical uncertainties, and high valuation levels, 

particularly in the United States technology sector.2 

In addition, the U.S. “Liberation Day” in the spring 

of 2025, with the announcement of new trade poli-

cies involving extensive import tariffs, led to a tem-

porary expansion of risk premiums and increased 

market uncertainty at the global level.3 

However, a significant recovery took hold later in 

the year, with broad advances in equity markets.4 

This upturn was primarily due to falling inflation 

rates, increasing expectations of monetary easing, 

and robust corporate profits.5 While the U.S. stock 

market recorded significant gains over the year, the 

performance of European markets was even 

stronger, with the difference arising primarily due to 

already high U.S. valuations at the start of the year 

and the increased sensitivity of U.S. benchmarks to 

 
2  https://www.bis.org/publ/arpdf/ar2025e.pdf 
3  https://www.dlapiper.com/en-kr/insights/publications/2025/04/president-

trumps-liberation-day-tariffs? 

4  https://live.deutsche-boerse.com/nachrichten/aktien-2025-das-dritte-starke-
jahr-in-folge 

5  https://www.reuters.com/world/us/us-economic-growth-likely-remained-
strong-third-quarter-2025-12-23/ 

6  https://thefinancialanalyst.net/2025/02/22/european-stocks-outshine-us-
markets-in-2025/ 

7  https://www.spglobal.com/spdji/en/commentary/article/us-equities-market-
attributes 

8  https://www.nasdaq.com/articles/index-monthly-scorecard-december-2025 

9  https://www.spglobal.com/spdji/en/commentary/article/us-equities-market-
attributes 

trade policy risks and regulatory uncertainties.6 The 

Dow Jones Industrial Average posted double-digit 

gains over the course of the year, ending 2025 with 

a 13% increase.7 The NASDAQ-100, after hitting a 

low in April 2025, closed the year with a 20% year-

on-year gain,8 while the S&P 500 rose by 17%.9 The 

MSCI World Index performed slightly better, record-

ing an increase of nearly 22% during 2025.10  

In comparison to the U.S., European stock markets 

outperformed thanks to lower valuation levels, a 

greater weighting of cyclical and industrial sectors,11 

and strong fiscal policy measures, particularly from 

Germany.12 Furthermore, the sharp depreciation of 

the U.S. dollar against other currencies, particularly 

the euro, reduced the relative attractiveness of dol-

lar-denominated assets.13 The Euro STOXX 50, 

which tracks the performance of the 50 largest 

companies in the eurozone, rose by 22% over the 

year.14 Germany’s DAX benchmark index delivered 

a similarly strong performance, ending 2025 with a 

gain of 23%.15  

  

10  https://www.handelsblatt.com/finanzen/anlagestrategie/etf-beim-msci-world-
waechst-die-skepsis-der-analysten-01/100185361.html 

11  https://am.jpmorgan.com/us/en/asset-management/liq/insights/market-in-
sights/market-updates/on-the-minds-of-investors/is-the-strong-performance-
in-european-equities-sustainable/ 

12  https://www.allianzgi.com/en/insights/outlook-and-commentary/european-
equities-outlook-q4-2025 

13  https://www.msci.com/research-and-insights/blog-post/some-see-a-renais-
sance-for-european-equities 

14  https://www.boerse.de/historische-kurse/Euro-Stoxx-50-
Perf/EU0009658152? 

15  https://de.finance.yahoo.com/nachrichten/plus-23-prozent-dax-legt-
135930133.html? 
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The International Monetary Fund (IMF) expects con-

tinued robust global economic growth over the 

coming years. Following an estimated 3.3% in 

2025, growth of 3.3% is projected for 2026 and 

3.2% for 2027.1 This steady expected growth re-

flects the balance between opposing forces: While 

the changing trade policy environment and escalat-

ing geopolitical conflicts have a negative impact, in-

creasing technology-related investments – particu-

larly in North America and Asia – as well as the 

supportive fiscal and monetary policy environment 

provide positive impetus.2  

Global inflation is expected to further diminish, 

dropping from 4.1% in 2025 to 3.8% in 2026 and 

3.4% in 2027.3 Overall, the IMF outlook points to 

continued solid global economic growth, accompa-

nied by a moderate slowdown in inflationary mo-

mentum. At the same time, the economic outlook 

remains subject to heightened downside risks, par-

ticularly those arising from geopolitical develop-

ments, trade tensions and monetary policy uncer-

tainty.4 

 
1  World Economic Outlook Update, January 2026: Global Economy: Steady amid 

Divergent Forces; World Economic Outlook 2026/003 
2  World Economic Outlook Update, January 2026: Global Economy: Steady amid 

Divergent Forces; World Economic Outlook 2026/003 

3  World Economic Outlook Update, January 2026: Global Economy: Steady amid 
Divergent Forces; World Economic Outlook 2026/003 

 

Performance of the biotechnology sector 

Following several weak years and a subdued start 

in 2025, the biotechnology sector gained signifi-

cant momentum during the second half of the 

year.5 Following a market low in April of 2025, in-

ternational biotech indices quickly recovered and 

sustained the rally throughout the remainder of the 

year. The NASDAQ Biotechnology Index, for exam-

ple, finished the year with a gain of over 31%.6 A 

similar trend was observed in the S&P Biotechnol-

ogy Index (XBI), which, due to its equal weighting in 

U.S. small- and mid-cap biotechnology companies, 

benefited even more from the improved market 

sentiment, closing the year with a gain of almost 

34% and outperforming most other sector ETFs.7 

Other indices, however, were characterized by in-

creased volatility during 2025, including the 

DAXsubsector Biotechnology index of German 

4  World Economic Outlook Update, January 2026: Global Economy: Steady amid 
Divergent Forces; World Economic Outlook 2026/003 

5  Deutsche Bank Research, Jan. 9, 2026: 2026 SMID-Cap Biotechnology Outlook 
– Back in Business (For Now) 

6  https://indexes.nasdaqomx.com/Index/History/NBI 
7  https://www.financecharts.com/etfs/XBI/performance? 

https://www.imf.org/-/media/files/publications/weo/2026/january/english/text.pdf
https://www.imf.org/-/media/files/publications/weo/2026/january/english/text.pdf
https://www.imf.org/-/media/files/publications/weo/2026/january/english/text.pdf
https://www.imf.org/-/media/files/publications/weo/2026/january/english/text.pdf
https://www.imf.org/-/media/files/publications/weo/2026/january/english/text.pdf
https://www.imf.org/-/media/files/publications/weo/2026/january/english/text.pdf
https://www.imf.org/-/media/files/publications/weo/2026/january/english/text.pdf
https://www.imf.org/-/media/files/publications/weo/2026/january/english/text.pdf
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biotech companies, which ended the year with a 

slight decline of 0.6%.1 

The performance of biotechnology stocks in 2025 

was impacted by several factors. In the first half of 

the year, concerns about potential drug tariffs and 

uncertainties regarding the future regulatory direc-

tion of the U.S. Food and Drug Administration (FDA) 

weighed heavily on share prices.2 However, a sig-

nificant recovery began in early April, supported by 

the FDA remaining functional despite budget cuts 

and personnel changes, as well as by political sig-

nals that offered the industry some flexibility to miti-

gate price and tariff risks.3  

Against this backdrop, the positive momentum in 

the biotechnology sector is likely to continue into 

2026, supported by increasing investor risk appe-

tite, ongoing M&A activity in the context of upcom-

ing patent expirations, improved capital market 

conditions, and revaluations of selected companies 

following operational and clinical successes.4  

 

 
1  https://www.finanzen.net/index/daxsubsector-biotechnology-

kurs/hochtief?utm_source=chatgpt.com 

2  https://www.janushenderson.com/de-de/advisor/article/why-healthcare-
stocks-could-excel-in-2026/ 

3  https://www.janushenderson.com/de-de/advisor/article/why-healthcare-
stocks-could-excel-in-2026/ 

4  Deutsche Bank Research, Jan. 9, 2026: 2026 SMID-Cap Biotechnology Out-
look. – Back in Business (For Now) 
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Performance of Formycon shares 

Shares of Formycon AG started 2025 at € 54.10 

and reached a high of € 63.70 following its inclu-

sion in Germany’s SDAX index of small- to medium-

sized companies at the end of 2024 and the 

TecDAX index of technology companies on January 

13, 2025.27 Due to the necessary adjustments to 

the valuation model and accounting treatment for 

the biosimilars FYB201 and FYB202, Formycon's 

share price declined significantly in February. In the 

generally challenging market environment, further 

and specifically impacted by the announcement of 

potential U.S. tariffs, Formycon’s share price hit its 

year low of € 20.00 in April 2025.28  

Even the extremely positive news of an optimized 

clinical development program for FYB206 was not 

enough to offset these downward forces. 

During the second quarter, the share price recov-

ered slightly from the significant declines in the 

early part of the year but remained volatile despite 

a number of favorable company announcements as 

well as improved market conditions. A key impetus 

came from the successful placement of an unse-

cured, floating-rate bond issue totaling € 70 million. 

Further share price support resulted from the set-

tlement agreement with Regeneron announced in 

October 2025, which secures the U.S. market 

launch of the aflibercept biosimilar FYB203 for the 

fourth quarter of 2026, and from Formycon’s part-

nership deals in December 2025 covering its Key-

truda® biosimilar candidate FYB206 in the United 

States as well as the MENA region. Despite these 

positive developments, the share price did not fully 

recover and closed 2025 at € 25.50.29 

Both the TecDAX and the SDAX, to which 

Formycon respectively belonged until September 

22, 2025, and December 22, 2025, ended the year 

with increases. While the TecDAX rose only just 

over 4%, the SDAX posted a strong year-over-year 

gain of almost 23%.30,31 The Prime All Share index, 

which reflects the performance of all companies 

listed in the Prime Standard segment of the Frank-

furt Stock Exchange, likewise showed strong per-

formance, closing 2025 with a full-year gain of 

more than 22%.32  

The resumption of U.S. commercialization activities 

for the FYB201 product in the first quarter of 2026, 

clinical data and further partnerships for FYB206 

and expanded market penetration for FYB202 

could contribute to improved business momentum, 

thus potentially supporting further share price in-

creases. 

 

Formycon shares: Trading information 

Ticker symbol   FYB 

German securities identifier (WKN)   A1EWVY 

ISIN   DE000A1EWVY8 

Listed exchange, Market segment   Frankfurt Stock Exchange, Prime Standard 

Trading venues   Xetra, Berlin, Düsseldorf, Frankfurt, Hamburg, Munich, Stuttgart, Tradegate 

Designated Sponsors   Oddo BHF Corporates & Markets AG 

M.M. Warburg & Co. 

    

 
27  https://www.boerse.de/historische-kurse/Formycon-Aktie/DE000A1EWVY8 
28  https://www.finanzen.net/historische-kurse/formycon 

29  https://live.deutsche-boerse.com/nachrichten/AKTIE-IM-FOKUS-Formycon-
klar-erholt---Einigung-auf-US-Start-fuer-FYB203-a6620ab4-b994-403e-bdc4-
ca678088d873 

30  https://www.boerse.de/performance/TecDax/DE0007203275 
31  https://www.boerse.de/performance/SDax/DE0009653386 

32  https://www.onvista.de/index/Prime-All-Share-Index-6623220 
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Formycon shares: Performance information 

in Euro   2025   2024 

Opening price (Xetra) 

on Jan. 3, 2024 / Jan. 2, 2025 

  54.10   55.50 

Closing price (Xetra) 

on Dec. 30, 2024 / Dec. 30, 2025 
  25.50   53.10 

Average price 

(Xetra closing price) 

  28.71   49.23 

Market capitalization 

as of Dec. 31 

  450,659,638   937,581,496 

in shares       

Total shares traded 

(on all trading venues) 
  13,022,488   2,979,222 

Daily average shares traded 

(on all trading venues) 

  51,472   11,729 

Total shares issued 

as of Dec. 31 

  17,672,927   17,656,902 

    

Formycon 2025/2029 bond issue 

In the first half of 2025, Formycon AG successfully 

launched a public corporate bond issue totaling 

€ 70 million. The Formycon 2025/2029 bond 

(ISIN: NO0013586024 / WKN: A4DFJH) was origi-

nally planned with a target volume of € 50 million 

but was increased in response to strong investor 

demand. 

The senior unsecured four-year bond was issued 

with a final maturity date of July 9, 2029, and bear-

ing a variable interest rate of 7.00% p.a. over three-

month EURIBOR. 

The bond has been listed for trading on the Open 

Market of the Frankfurt Stock Exchange since June 

30, 2025, and on the Euronext ABM of the Oslo 

Stock Exchange since December 15, 2025. 

Through this bond market transaction, Formycon 

has strengthened its liquidity base. The issuance 

proceeds are being used to finance the ongoing 

development and commercialization of Formycon’s 

biosimilar portfolio and to provide Formycon with 

additional flexibility to implement its medium- to 

long-term growth strategy. The broad investor base 

and strong demand reflect confidence in the Com-

pany's position in the growing global market for bi-

osimilars.   
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Price performance of 2025/2029 bonds 

from July 2025 through Dec. 202533 

 

 

 
33  The chart shows the performance of the bond on the German stock exchange. 

 

 

  

 

Formycon 2025/2029 bond issue: Trading information 

    

Issuer   Formycon AG, Planegg-Martinsried, Germany 

Total issuance amount   € 70,000,000 

ISIN /  German securities identifier (WKN)   NO0013586024 / A4DFJH 

Interest rate (coupon)   3-Monats EURIBOR plus 7.0 % p.a. 

Issuance price   100% 

Nominal amount (face value) per bond   € 1,000 

Interest payment   Quarterly, starting October 9, 2025 

Term   Four years, from July 9, 2025 until July 9, 2029 

Scheduled repayment 
  Due on July 9, 2029 

Status 
  Senior unsecured 

Covenants 

  

Customary covenants including restriction of distribu-

tions, maintenance of liquidity, and quarterly financial 

reporting. 

Trading venue and market segment 

  

Listed for trading on the Quotation Board, part of the 

Open Market segment of the Frankfurt Stock Ex-

change. 
Additional listing on the Euronext ABM of the Oslo 
Stock Exchange expected within six months. 

Issuance and value date   July 9, 2025 

Joint Lead Manager 
  

IKB Deutsche Industriebank AG, 

Pareto Securities AS, Frankfurt Branch 
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Shareholder structure 

If certain voting rights thresholds are exceeded, the 

relevant shareholders are required, under German 

law, to file a notification thereof with the respective 

issuing company as well as with the German.  

Federal Financial Supervisory Authority (BaFin). As 

a member of the Frankfurt Stock Exchange’s Prime 

Standard segment, Formycon AG is an issuer within 

Germany’s Regulated Market and is thus subject to 

the provisions of sec. 33 ff. of the German Securi-

ties Trading Act (Wertpapierhandelsgesetz), includ-

ing the resulting notification obligations in case of 

changes in significant shareholdings. The relevant 

thresholds under this law are 3%, 5%, 10%, 15%, 

20%, 25%, 30%, 50% and 75%. 

 

Based upon the Company’s registered capital 

(Grundkapital) as of Dec. 31, 2025, and upon Voting 

Rights Notifications provided to Formycon in ac-

cordance with the Securities Trading Act, a com-

bined total of approx. 60% of Formycon’s share 

capital was held by anchor investors, with the re-

maining approx. 40% of shares held in free float. 

Copies of such notifications received may be found 

on the Formycon website under  

Votingrights – Formycon AG.

    

 

Shareholder structure as of Dec. 31, 2025 

 

 

https://www.formycon.com/en/investor-relations/%20votingrights/


To our Shareholder — Formycon AG  Annual Report 2025 30 

 

 

Reportable securities transactions by  

company executives (directors’ dealings) 

 

During fiscal year 2025, members of the Manage-

ment Board or Supervisory Board conducted secu-

rities transactions subject to reporting requirements 

under article 19 of the Market Abuse Regulation 

(MAR) as listed in the accompanying table. Further 

information regarding such transactions may be 

found on the Formycon website under 

https://www.formycon.com/en/investor-rela-
tions/ directors-dealings/. 

Subscribed capital 

As of January 1, 2025, the registered capital 

(Grundkapital) of Formycon AG was 

€ 17,664,427.00, divided into 17,664,427 bearer 

shares without par value but with an imputed nomi-

nal value of € 1.00 per share. 

On the basis of the Conditional Capital 2015, re-

solved and approved on June 30, 2025, 3,500 new 

shares were issued on a subscription basis, thereby 

raising the Company’s registered capital to a total 

of € 17,667,927.00.  By resolution of the Supervisory 

Board on July 14, 2025, Section 4 of the Company’s 

Articles of Association (Satzung), governing the 

amount and division of registered and conditional 

capital, was amended accordingly. 

The total share capital held by the Company's 

shareholders as of December 31, 2025, was thus 

€17,672,927.00, divided into 17,672,927 bearer 

shares with an imputed nominal value of € 1.00 per 

share. All shares are fully paid up, and all shares 

carry the same rights and obligations, which are 

governed by the provisions of the German Stock  

 

Corporation Act (Aktiengesetz) and by the Com-

pany’s Articles of Association. 

Each share is entitled to one vote at the Annual 

General Meeting, with each entitled to an equal 

share of the Company’s profit, but excluding treas-

ury shares held by the Company, which do not enti-

tle the Company to any rights. As of December 31, 

2025, the Company did not hold any treasury 

shares. 

More detailed information on subscribed capital 

can be found in the management report under the 

heading “Information relevant to takeovers (pursu-

ant to Sections 289a and 315a of the German Com-

mercial Code (HGB)) and explanatory report” – Sec-

tion VII. starting on page 124. 

  

https://www.formycon.com/en/investor-relations/%20directors-dealings/
https://www.formycon.com/en/investor-relations/%20directors-dealings/
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Annual General Meeting 

The Annual General Meeting of Formycon AG was 

held in Munich on June 18, 2025, in presence form. 

In its presentation to shareholders, the Manage-

ment Board provided detailed information about 

the company’s progress over the year and an-

swered all questions raised in the general Q&A ses-

sion.  

Shareholders representing approx. 67% of the 

Company’s share capital followed the proposals of 

the Management Board and Supervisory Board by 

voting in favor of all management-proposed resolu-

tions with large majorities. The actions of members 

of the Management and Supervisory Boards during 

the past fiscal year were ratified with majorities of 

more than 97% for each individual member, a 

strong expression of confidence. 

To reflect the increased demands placed on the Su-

pervisory Board as a result of the Company’s up-

graded Prime Standard exchange listing, it was re-

solved to expand the board from five to six mem-

bers. Klaus Röhrig, Co-Chief Investment Officer of 

Active Ownership Capital S.à r.l. and Active Owner-

ship Corporation S.à r.l., whose term as a member 

of the Supervisory Board automatically ended at 

the close of the Annual General Meeting on June 

18, 2025, was re-elected to the Board by a large 

majority. 

To further broaden the international focus and 

strengthen the expertise of the Supervisory Board, 

Dr. Graham Keith Dixon, Chief Executive Officer 

(CEO) of Estetra SRL, a subsidiary of Gedeon Rich-

ter Plc., was elected by a large majority as a new 

sixth member of the expanded Supervisory Board. 

Further information regarding the 2025 Annual 

General Meeting may be found on the Formycon 

website under  https://www.formycon.com/en/ 
investor-relations/annual-general-meeting-
2025/. 

Investor relations activities 

Professional dialog with investors and with the in-

ternational capital markets forms an important 

component of Formycon’s investor relations pro-

gram. During fiscal year 2025, Formycon’s manage-

ment presented the Company at a number of inves-

tor conferences within Germany and abroad, in-

cluding the following: 

— J.P. Morgan Healthcare Conference, San Fran-

cisco 

— UniCredit & Kepler Cheuvreux German Corpo-

rate Conference, Frankfurt 

— Oddo BHF Small & Mid Cap Conference, Frank-

furt 

— Metzler Small Cap Days, Frankfurt 

— mwb Research German Select Conference (vir-

tual event) 

— Equity Forum Spring Conference, Frankfurt 

— Berenberg European Conference, New York 

— Warburg Highlights, Hamburg 

— mwb Research Roundtable (virtual event) 

— Montega Hamburg Investor Days (HIT), Ham-

burg 

— H.C. Wainwright Annual Investment Confer-

ence, New York 

— Oddo BHF Fall Roundtable, Frankfurt 

— Berenberg & Goldman Sachs German Corpo-

rate Conference, Munich 

— Jefferies London Healthcare Conference, Lon-

don 

— German Equity Capital Forum, Frankfurt 

— mwb Research Roundtable (virtual event) 

 

file://FYB-S14/formycon/Department/13-Corporate%20Communications/Gesch%C3%A4ftsberichte/2026/FY%202025/%C3%9Cbersetzung/03_Formycon%20an%20der%20B%C3%B6rse/%20https:/www.formycon.com/en/%20investor-relations/annual-general-meeting-2025/
file://FYB-S14/formycon/Department/13-Corporate%20Communications/Gesch%C3%A4ftsberichte/2026/FY%202025/%C3%9Cbersetzung/03_Formycon%20an%20der%20B%C3%B6rse/%20https:/www.formycon.com/en/%20investor-relations/annual-general-meeting-2025/
file://FYB-S14/formycon/Department/13-Corporate%20Communications/Gesch%C3%A4ftsberichte/2026/FY%202025/%C3%9Cbersetzung/03_Formycon%20an%20der%20B%C3%B6rse/%20https:/www.formycon.com/en/%20investor-relations/annual-general-meeting-2025/
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Beyond these organized conferences and road-

shows, Formycon has strived to maintain active 

contact with existing and potential investors and to 

increase its visibility on the capital markets, such as 

through virtual roundtable and fireside chat events.  

As of December 31, 2025, 11 national and interna-

tional analysts were regularly providing equity re-

search coverage with investment recommendations 

on Formycon AG. In the case of three of the banks 

or research providers, the assigned analyst was 

changed in the course of the fiscal year. 34 

Further information about Formycon and its inves-

tor relations activities may be found in the Investor 

Relations section of the Company’s website at 

https://www.formycon.com/en/ 
investor-relations/formycon-shares/ 

 
* Hauck & Aufhäuser Lampe Privatbank AG and M.M. Warburg have  
   completely discontinued their research business activities as part of 

 

 
Formycon believes in open dialogue with its inves-

tors and with the capital markets, as an integral part 

of its corporate philosophy. In this spirit, the inves-

tor relations department of Formycon AG stands 

ready to respond to any questions or suggestions:  

Formycon AG 

Sabrina Müller 

Director Investor Relations &  

Corporate Communications 

phone +49 89 864 667 149 

ir@formycon.com 

 

 

 

 

restructurings and have discontinued research coverage with effect from Janu-
ary 1, 2026. 

 

During fiscal year 2025, the following banks or other research providers published studies on Formycon: 

Bank or research provider 
 

  Analyst 

Berenberg   Benjamin Thielmann 

B. Metzler seel. Sohn & Co. KGaA     Alexander Neuberger  

First Berlin Equity Research GmbH    Simon Scholes  

Hauck Aufhäuser Lampe Privatbank AG*    Alexander Galitsa (until Dec. 31, 2025) 

H.C. Wainwright   Yi Chen 

Jefferies   
  Brian Balchin (until March 31, 2025) 

Shan Hama (starting April 1, 2025) 

Kepler Cheuvreux    Nicolas Pauillac  

mwb Research    Alexander Zienkowicz   

M.M. Warburg*   Dr. Christian Ehmann (until Dec. 31, 2025) 

Oddo BHF 
  

Damien Choplain (until May 31, 2025) 

Martial Descoututred (starting June 1, 2025) 

Royal Bank of Canada  
  

Alistair Campbell (until Sep. 30, 2025) 

Natalia Webster (starting Oct. 1, 2025) 

https://www.formycon.com/en/investor-relations/formycon-shares/
https://www.formycon.com/en/investor-relations/formycon-shares/
mailto:ir@formycon.com


Geographic diversification, an intelligent portfolio 
strategy, scientific excellence, and cost-efficient  

product development are the keys to Formycon’s  
sustained long-term growth



Smart Portfolio

Lean Development

Geographic diversification

Excellenc & Innovation
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The biosimilars market is in a phase of global 
growth and regulatory realignment. The landscape 
is being fundamentally transformed by demand 
which is expanding beyond just the traditional 
key markets of the United States and Europe, by 
increasing competition, and by more efficient drug 
development pathways. In particular, the shift of 
regulatory frameworks toward approval models fo-
cused more on analytical comparability is opening 
up new opportunities for specialized developers of 
biosimilars.

In this dynamic environment, Formycon is posi-
tioning itself with                                 – a clearly 
defined, long-term oriented strategy based upon 
four key pillars.
 

                               – 
four strategic pillars  for greater  
competitiveness, value creation  
and growth

35



Geographic diversification

In addition to the established key markets of Euro-
pe and the United States, Formycon is specifically 
targeting other high-growth regions with burgeo-
ning demand for affordable biopharmaceutical 
therapies, particularly the Middle East and North 
Africa (MENA), Latin America (LATAM), and the 
Asia-Pacific region (APAC). Through collaborations 
with experienced regional partners, Formycon is 
strengthening its resilience internationally because 
this deliberate diversification serves to reduce de-
pendencies while also unlocking new and untap-
ped growth opportunities. 

Smart  
Portfolio

Formycon’s intelligent and focused portfolio stra-
tegy strategically combines blockbuster molecules 
with carefully selected niche drugs. In pursuing 
this strategy, Formycon is taking full advantage of 
the accelerated development times and optimized 
investment profiles offered by new and more ef-
ficient regulatory development pathways. Formy-
con’s intelligently structured portfolio approach 
improves the risk-reward ratio, increases pipeline 
diversity, and lays the foundation for sustainable 
value creation.

01 02
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Innovation and  
scientific excellence

Formycon’s consistent focus on quality, its respec-
ted capabilities for precise analysis of biopharma-
ceutical comparability, and its innovative develop-
ment approach is enabling it to play an active role 
in shaping regulatory changes. In addition, Formy-
con is working to strategically leverage its exper-
tise to pursue innovations driven by patient needs 
– for example, by developing new drug applicati-
ons. This scientific strength is a key differentiator 
against international competitors, particularly those 
who primarily rely upon economies of scale or cost 
leadership.

Lean 
Development

Lean processes, optimized development structures 
and the increasing use of digital technologies are 
enabling Formycon to make significant and sustai-
nable reductions in development and production 
costs. An agile organizational model, data-driven 
decision-making processes and efficient partner 
management are increasing speed, transparency 
and controllability along the entire biosimilar value 
chain. In this way, Formycon is able to combine its 
innovative power with rigorous business discipline.
Through the interplay of these four strategic pillars, 
Formycon is creating a solid foundation for sustai-
nable growth, international competitiveness and 
long-term value creation.

On the following pages, we will illustrate how this 	
		  strategy works in practice and 
explain how Formycon is further strengthening its 
position as one of the world’s leading independent 
biosimilar specialists.

03 04
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A deliberate focus on market opportunities 
beyond Europe and the U.S.

Diversification
Geographic 
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Traditionally, biosimilars have been developed 

with the core markets of Europe and the U.S. in 

mind. Both regions have established regulatory 

frameworks, transparent approval processes, and 

markets of an attractive size. The global healthcare 

landscape, however, is changing: In addition to the 

traditional, highly developed markets, emerging 

economies are increasingly gaining in importance, 

not only in economic weight but also in terms of 

their healthcare systems.

This is precisely where Formycon’s strategic focus 

comes in. Geographic diversification means not 

just selectively targeting a few individual countries 

but rather systematically and deliberately building 

regional expertise. Through partners with powerful 

marketing resources, in-depth and market-specific 

know-how, and extensive networking within the 

healthcare sector, Formycon is working to develop 

these markets for sustainable long-term growth.

Emerging economies are countries that, due to their 

recent economic growth, are no longer considered 

developing countries but have not yet reached the 

economic maturity of the traditional industrialized 

nations. These countries are undergoing a structu-

ral transformation process characterized by rising 

gross domestic product, increasing industrialization, 

and growing investments in infrastructure and so-

cial security systems. During this phase of develop-

ment, healthcare is among the market sectors that 

experience particularly dynamic growth.

Rapid economic development in numerous count-

ries in Latin America, the Asia-Pacific region, and 

particularly the Middle East is enabling substantial 

investment into healthcare systems. A look at key 

indicators such as life expectancy illustrates the 

impact which this is having: Through improved 

healthcare structures, the expansion of specialized 

clinics and broader access to modern therapies, 

life expectancy has, in the examples of Jordan and 

Developing growth markets – 
building supply to meet demand 

Geographic Diversification 
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Saudi Arabia, increased by more than 8% since 

2000.1

Growth in Latin America has been similarly striking. 

Brazil, the region’s largest market, has for years 

been investing into the expansion of its public and 

private healthcare systems – and since the turn of 

the millennium, life expectancy has increased by 

9%.2 Over this same period, per-capita healthcare 

spending has more than doubled,3 and modern 

treatments for chronic ailments such as diabetes, 

cardiovascular disease and cancer are placing 

increasing demands on these systems.4 Throug-

hout all of these growth markets, policymakers 

and providers have been struggling to balance the 

rising demand for innovative biologics against the 

growing cost pressures which are straining health-

care systems.

It is against this backdrop that biosimilars are unle-

ashing their strategic potential. Because treatment 

with innovative biologics typically entails high costs, 

the availability of biosimilars also enables broader 

access to these life-saving treatments. For nume-

rous emerging economies, this means that the in-

troduction of biosimilars means not only savings for 

healthcare systems but also broader patient access 

to the most modern biologics. “Access to medicine” 

is more than just an abstract concept for policyma-

kers and healthcare administrators; to patients in 

these countries, affordable biosimilars can mean 

the difference between untreated disease and life-

saving treatment.

In the Middle East and North Africa (MENA), de-

mand for biologic therapies has likewise risen 

sharply. Due to the high prevalence of chronic 

diseases such as diabetes and the resulting enor-

mous burden on healthcare systems, increasing 

attention is being paid to cost-effective solutions.5 

Governments are making targeted investments to 

expand and improve national health programs and, 

in some countries, are explicitly promoting the es-

tablishment of local production and value creation 

within the healthcare sector. At the same time, the 

regulatory framework for the approval of biosimilars 

within the region has been, and continues to be, 

further developed.6 With the first approvals only in 

the mid to late 2010s, these markets have lagged 

behind Europe, with the first biosimilar waves thus 

hitting later. Those providers who are now develo-

ping an early market presence have the opportunity 

to establish a strong and sustainable position in the 

region’s tender and procurement structures. This, 

however, means that particular regional obstacles 

and uncertainties must be overcome, including 

currency risks and political instabilities. Furthermo-

re, many markets in the region are heavily reliant 

upon tender processes, placing particularly high 

demands upon supply capabilities, pricing and 

long-term partnerships. Within this heterogeneous 

regional environment, MS Pharma has proven itself 

to be a strong regional and reliable distribution 

partner for Formycon.

1, 2	 Quelle: Weltbank - https://fred.stlouisfed.org/
3	 Quelle: Weltbank - https://data.worldbank.org/indicator/SH.XPD.CHEX.		
	 PC.CD?locations=BR
4	 https://www.scielosp.org/article/csc/2021.v26n9/3991-4006/en/

5	 https://diabetesatlas.org/data-by-location/region/ 
	 middle-east-and-north-africa/ 
6	 https://www.iqvia.com/locations/middle-east-and-africa/blogs/2023/06/		
	 unlocking-the-promising-opportunities-of-biosimilars-in-the-middle-east-	
	 and-africa-market



Over the past few years, MS Pharma has become 

a leader for biosimilars marketing within the Middle 

East and North Africa region, where it has its head-

quarters in Amman, Jordan. Formycon established 

its first partnership with the company already in 

2021 for the introduction in MENA of FYB201, For-

mycon’s biosimilar to Lucentis®. Since then, similar 

regional licensing agreements have followed for 

Formycon’s other approved biosimilar products, 

FYB202 and FYB203, along with for FYB206, For-

mycon’s candidate biosimilar to Keytruda®.

MS Pharma’s combination of regulatory expertise, 

local manufacturing, deep understanding of tender 

mechanisms, and strong network within the health-

care sector enables Formycon’s chosen partner 

to bring complex biologics to MENA markets with 

exceptional efficiency. These advantages have 

been strikingly demonstrated by the successful 

regional launches of FYB201 products Uptera® and 

Ravegza® while also broadly validating Formycon’s 

strategy of additional value creation through geo-

graphic diversification.

„With its deep regional 
footprint, advanced biologics 
capabilities, and proven 
biosimilar execution, MS Pharma 
expands access to high‑quality 
biologics across MENA. 
The partnership with Formycon 
unites global excellence with 
regional strength to deliver 
sustainable impact for patients 
and healthcare systems.“

Kalle Känd

Chief Executive Officer

MS Pharma

MS Pharma – a strong performer  
with deep regional roots

Our partner in the MENA region:
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Within MENA, biosimilars are the fastest-growing 

pharmaceutical segment. What makes MS Pharma 

so uniquely successful within the region is its ability 

to bring scientific excellence at the global level 

together with detailed market understanding at the 

local level. MS Pharma operates several GMP-cer-

tified manufacturing facilities within the region and 

has an extensive sales and marketing network.

While Formycon specializes in developing high-

quality biosimilars, MS Pharma ensures rapid regu-

latory approvals, market-specific positioning and 

a reliable supply chain. In markets where supply 

security is an important criterion for public procure-

ment decisions, this combination provides a distinct 

competitive advantage.

Geographic diversification means far more than 

simply expanding into new countries. It is a strate-

gic response to changes happening in the global 

market. It reduces dependence on individual core 

markets, unlocks additional revenue potential, and 

positions the company as a biosimilar specialist 

with truly global reach. Last but definitely not least, 

it allows Formycon to make a real contribution to 

improving patient access to modern treatments in 

some of the world’s most rapidly developing health-

care markets.

In a world where the fastest growth is increasingly 

being seen outside of the most developed, highly 

industrialized economies, this strategy for biosimi-

lars is pioneering. It combines significant growth 

potential with a sense of mission for improving 

and broadening healthcare, thereby strengthening 

Formycon’s long-term position as an international 

partner of choice within the biosimilars sector.
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An intelligently designed  
and consistently executed product  

portfolio balancing blockbusters  
with niche drugs 

Portfolio
Smart
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fyb201
ranibizumab

On the market in  
24 countries around  
the world

OPHTHALMOLOGY

fyb202
ustekinumab

On the market in the  
U.S. and Europe

IMMUNOLOGY

fyb203
aflibercept

European and U.S. market 
launches in 2026

OPHTHALMOLOGY

*	 Detailed information about indications 	
	 for which the drug has been approved 	
	 may be found in the approved drug 	
	 information from the European  
	 Medicines Agency (EMA) and U.S. Food 	
	 and Drug Administration (FDA).

**	 Annual sales of the reference drug  
	 represent only the market size of the  
	 reference drug. Upon market entry by one 	
	 or more biosimilars, this figure reflects only 	
	 a portion of the total market. This  
	 distinction is particularly relevant for the 	
	 2025 annual sales figures for ranibizumab 	
	 and ustekinumab.

Biosimilars

Reference drug:
Eylea®

Reference drug  
indications
Neovascular (wet) age-re-
lated macular degeneration, 
diabetic macular edema, 
choroidal neovasculariza-
tion, proliferative diabetic 
retinopathy, macular edema 
due to retinal vein occlu-
sion*

Market Launch
2026

Aflibercept market** 
Aflibercept is a leading 
active ingredient used in 
ophthalmic anti-VEGF drugs. 
In 2025, reference drug Ey-
lea® in the 2 mg regular do-
sage and 8 mg high dosage 
generated combined sales 
of approx. US$ 7.9 billion.

Reference drug:
Stelara® 

Reference drug  
indications
Crohn’s disease, ulcerative 
colitis, plaque psoriasis, 
psoriatic arthritis *

Market Launch
2025

Ustekinumab Market** 
Ustekinumab is an establis-
hed and frequently used 
biologic for the treatment 
of chronic inflammatory 
diseases. In 2025, referen-
ce drug Stelara® generated 
global sales of approx. US$ 
6 billion.

Reference drug: 
Lucentis®

Reference drug  
indications
Neovascular (wet) age-re-
lated macular degeneration, 
diabetic macular edema, 
choroidal neovasculariza-
tion, proliferative diabetic 
retinopathy, macular edema 
due to retinal vein occlu-
sion*

Market Launch
2022

Ranibizumab Market** 
Ranibizumab is a standard 
therapy where anti-VEGF 
(vascular endothelial growth 
factor) drugs are indicated. 
In 2025, reference drug 
Lucentis® generated global 
sales of approx. US$ 600 
million.

#fyb4Growth — Formycon AG  Annual Report 2025 48



fyb206
pembrolizumab

Positive clinical results from 
the Dahlia PK study

IMMUNO-ONCOLOGY

fyb208
dupilumab

Technical Proof of  
Similarity (TPoS) attained

IMMUNOLOGY

Lucentis® ist eine eingetragene Marke von Genentech Inc.
Stelara® ist eine eingetragene Marke von Johnson & Johnson
Eylea® ist eine eingetragene Marke von Regeneron Pharmaceuticals Inc.
Keytruda® ist eine eingetragene Marke von Merck Sharp & Dohme LLC
Dupixent® ist eine eingetragene Marke von Sanofi Biotechnology

in mid- to late-stage development

Biosimilar candidates 

Reference drug: 
Dupixent®

Reference drug  
indications 
Moderate to severe atopic 
dermatitis (eczema), severe 
asthma, chronic rhinosinusi-
tis with nasal polyps, chro-
nic obstructive pulmonary 
disease (COPD)*

Market Launch
In the U.S. and EU following 
expiry of the reference 
drug’s patent exclusivity

Dupilumab market 
Due to its ease of use, good 
tolerability, efficacy and bro-
ad range of indications, the 
global market for dupilumab 
is projected to continue its 
double-digit growth over 
the coming years. In 2025, 
the drug generated sales 
of approx. US$ 17.8 billion, 
a 26% increase over the 
preceding year.

Reference drug:
Keytruda® 

Reference drug  
indications
Advanced melanoma, non-
small cell lung cancer, Hod-
gkin’s lymphoma, urothelial 
carcinoma, tumors in the 
head and neck region, other 
tumor diseases*

Market Launch
In the U.S. and EU following 
expiry of the reference 
drug’s patent exclusivity

Pembrolizumab market
With its broad range of 
indications in oncology and 
2025 sales of US$ 31.7 bil-
lion, Keytruda® is one of the 
world's top-selling drugs.
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Reference drug indications 

and reference market 

undisclosed

Reference drug indications 

and reference market 

undisclosed

in early-stage development

Biosimilar candidates 
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fyb209
undisclosed

Advanced technical 
development

IMMUNOLOGY

fyb210
undisclosed

Advanced technical  
development

IMMUNOLOGY



Smart Portfolio Mix

Strategic vision for sustainable success

The biopharmaceuticals world is undergoing a 

transformation. Sophisticated biologics are increa-

sing losing their patent exclusivity. At the same 

time, the demand for these modern treatments is 

growing. This dynamic environment is creating a 

window of opportunity for biosimilars, high-quality 

follow-on products that create competition, relieve 

cost pressures on healthcare systems, and broaden 

patient access around the globe to treatment with 

these advanced drugs. Amidst the increasingly 

fierce competition for market share, however, the 

barriers to entry for biosimilar developers remain 

high: The development of these complex molecu-

les through to market maturity requires substantial 

investment, highly specialized scientific expertise, 

and – last but not least – strategic decisions which 

are sound and forward-looking.

Against this backdrop, Formycon is pursuing a ca-

refully structured and future-oriented approach with 

an intelligent product portfolio strategy, combi-

ning blockbuster opportunities with selected niche 

indications. This smart portfolio mix balances profit 

potential with risk predictability and calculability, 

“Our aim is to steadily expand our pipe‑
line each year. By doing this, we’re stra‑
tegically aligning our product portfolio 

for sustained long-term growth through 
an intelligent mix of blockbusters and 

niche drugs.”

Immunology

Ophthalmology [including niche indications]

Immuno-oncology

 
 
 
 
 

Dr. Stefan Glombitza

Chief Executive Officer

Formycon AG
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while also differentiating Formycon in the market.

Blockbuster candidates with large market sizes and 

large profit potential, such as Formycon’s biosimi-

lar candidates FYB208 (dupilumab) and FYB206 

(pembrolizumab), form the backbone of the de-

velopment pipeline. These projects offer outsized 

revenue opportunity and a high-profile competitive 

position in the global biosimilars market. These are 

complemented by carefully selected projects for 

niche busters,2 meaning biosimilars for less com-

mon indications, with a global market size which is 

smaller but nonetheless attractive – and with the 

advantage of less competition than typically the 

case with biosimilars for high-profile blockbusters. 

With less pricing pressure from competing biosimi-

lars, the price of the future biosimilar is expected to 

be more stable and thus more predictable.

A balanced and socially responsible business 

model

By balancing blockbuster and niche development 

opportunities, Formycon is able to construct a 

robust and balanced product portfolio combining 

sustainable long-term growth with diversification 

of target markets and market-specific risks. At the 

same time, Formycon is able, by offering its biosimi-

lars around the world, to make a significant con-

tribution to improving patient access to treatment 

with high-quality biologics while easing the cost 

burden which is straining the world’s healthcare 

systems.

With three approved biosimilars, two of which are 

already successfully established in the market, and 

five further candidates in various stages of develop-

ment, Formycon has a strong pipeline already in 

place, with a strong conceptual foundation based 

on this intelligent portfolio strategy. In combination 

with Formycon’s scientific excellence, rational busi-

ness thinking and cost management, and sense of 

social responsibility, it forms the corporate philoso-

phy which is guiding Formycon into the future.

Reference market1 for Formycon’s announced biosimilar 

pipeline (including both products on market)
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Ranibizumab

Ustekinumab

Aflibercept

Pembrolizumab

Dupilumab

US$
bn

US$
bn

US$
bn

US$
bn

US$
bn

US$
bn

2	 We define a “niche buster” as a drug for a niche indication with global 		
	 annual sales in the low- to mid-single-digit billions of US$.

1	 Annual sales of the reference drug represent only the market size of the 	
	 reference drug. Upon market entry by one or more biosimilars, this figure 	
	 reflects only a portion of the total market. This applies to ranibizumab 		
	 starting from 2022 and to ustekinumab starting from 2024. In contrast  
	 to the reference drug, sales statistics for biosimilars are not generally 		
	 available.
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Operating milestones during 2025

The year in review:

Ophthalmology 
FYB201 / FYB203

Immunology 
FYB202 / FYB208 / FYB209 / FYB210

Immuno-oncology 
FYB206

FYB201  

U.S. regulatory approval of Nufymco  

New marketing partnerships 

with BioUSawa for Sub-Saharan Africa, 

with Sandoz for Germany, and 

with Zydus for the U.S.

European launch of innovative

pre-filled syringe

FYB202  

Market launch of Otulfi in the  

U.S., Europe and Canada

Market launch of Fymskina  

in Germany

 

FYB206  

Agreement with the FDA on a  

streamlined, faster clinical  

development program, with focus  

now on the Dahlia clinical  

pharmacokinetic (PK) study. As  

agreed with the FDA, the Lotus  

comparative efficacy study is  

no longer necessary, as the  

clinically relevant data can be  

obtained from the PK study.

Completion of patient  

recruitment for the Dahlia PK study

Marketing partnerships with  

Zydus for the U.S. 

and Canada and with MS Pharma  

for the MENA region

February 2026

Marketing partnership 

with Lotus Pharmaceutical 

covering larche parts of the 

Asia-Pacific region

Positive clinical data

from the Dahlia PK study

FYB203 

 

EU and UK regulatory approval

New marketing partnerships

with Valorum for the U.S. and Canada, 

with Teva for large parts of Europe,

with Horus for selected EU countries,

with NTC for Italy,

with Megalabs for Latin America, 

with Actor for Australia, and

with Lotus for the APAC region

Settlement reached with  

Regeneron enabling U.S.  

market launch in 4Q 2026

März 2026

Settlement with Regeneron and  

Bayer for marketing in  

Europe starting in May 2026

FYB208  

Attainment of Technical Proof of  

Similarity (TPoS) and completion of 

technical development

FYB209  

Significant progress in the  

technical development 

of both active ingredients 

 

FYB210  

Significant progress in the  

technical development 

of both active ingredients
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0303

Scientific excellence leads to  
innovative solutions

Innovation
Excellence & 
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Surface sterilization using  

NO₂ gas offers advantages over 

the otherwise commonly 

used ethylene oxide

A specially coated 

plunger ensures precisely  

controlled sliding without the 

need for lubricant

The Formycon pre-filled syringe is 

optimized for injecting very small 

volumes.

Silicone-oil-free pre-filled syringe 

made of cyclic olefin polymer
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With Formycon’s FYB201, a ranibizumab biosimilar 

is for the first time available in the European Union 

in a pre-filled syringe which is free of silicone oil 

lubricant. What might at first glance appear to be 

an arcane technical advance represents far more 

strategically: It demonstrates how innovation in the 

biosimilar sector can create new value added in re-

sponse to real needs from physicians and healthca-

re systems while providing better care to patients, 

thereby clearly differentiating the biosimilar product 

in the market.

Intravitreal anti-VEGF injections have become 

the standard treatment for eye diseases such as 

neovascular (wet) age-related macular degenera-

tion, diabetic macular edema, and retinal vascular 

occlusions. These indications require repeated 

intravitreal injections of tiny volumes of fluid directly 

into the vitreous humor. Because of the sensitivity 

of the eye, the demands on precision, particle-free 

delivery and safety are extremely high. Conventio-

nal ophthalmic syringes typically use silicone oil as 

a lubricant for the plunger. This can lead to silicone 

oil droplets entering the eye with the injection and 

potentially causing intraocular reactions. In contrast, 

the pre-filled syringe used in FYB201 is made of 

cyclic olefin polymer (COP) and requires no silicone 

oil. The material is characterized by high purity, low 

extractability and leachability values, and precise 

dimensional accuracy, properties which in the case 

of small-dose intravitreal injections are absolute-

ly crucial. The specially coated plunger ensures 

steady and precisely controlled sliding without the 

need for lubricant, greatly reducing the number of 

subvisible particles which can enter the eye.

Furthermore, after filling, the surface of the inno-

vative Formycon syringe is sterilized with nitrogen 

dioxide (NO₂) gas at room temperature, a process 

that replaces the ethylene oxide sterilization typi-

cally used to date. Nitrogen dioxide is not only safer 

than highly toxic ethylene oxide but also far better 

in terms of emissions and sustainability. In addition, 

the safe and complication-free application of For-

mycon’s new syringe has been specifically confir-

med by a U.S. safety and usability study conducted 

among retinal specialists. 

While innovation in biosimilar development is ef-

fectively precluded at the molecular level because 

of the strict comparability required for regulatory 

approval, opportunities for differentiating innovati-

ons are still possible in the manufacturing process, 

in primary packaging, and – as in this example – in 

application design. Formycon’s pre-filled syringe is 

not just an add-on feature but rather an integral in-

novation which differentiates Formycon’s products 

in the market as part of a larger strategy. Building 

upon this success, the pre-filled syringe will like-

wise be used for Formycon’s second ophthalmic 

biosimilar, FYB203/aflibercept. 

Value creation through scientific excellence  – 
Formycon’s innovative pre-filled ophthalmic  
syringe

Excellence & Innovation
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Comparability Meets Optimization
From Product Details to Strategic 
Positioning

Excellence & Innovation

Biosimilars are, by definition, closely comparable to 

their reference product. Quality, efficacy and safety 

must be demonstrated based on comprehensive 

analytical and clinical comparisons. Although there 

is substantial scope for innovation, this poten-

tial – likewise by definition – lies not in improving 

the biosimilar’s mechanism of action but rather in 

innovation and optimization in processes, in the 

development process, and in drug application 

systems.

In a market with largely comparable and substitu-

table products, differences in material technology, 

in production and sterilization processes, and in 

treatment handling can be competitively significant. 

Especially in the case of chronic diseases requiring 

regularly repeated treatments, these factors can 

materially influence patient compliance.

Formycon leverages its extensive scientific experti-

se to strategically exploit this potential, thereby ma-

king innovation a source of competitive advantage 

in the market. It enables the company to evolve 

its own offerings from purely cost-driven “me too” 

products to high-quality, competitively differentiated 

alternatives. More broadly, Formycon’s innovative 

strength reinforces its resilience against global 

competitors, particularly in an environment in which 

suppliers from lower-cost regions are increasingly 

entering the market.

In the competition for market share, manufacturers 

of biosimilar reference medicines are responding 

to expiring patent exclusivity with various lifecycle 

management strategies: new dosage forms, optimi-

zed devices, modified dosing intervals, or additional 

service offerings intended to hold their market posi-

tion following expiry. For biosimilar developers, this 

means that competition based on price alone is no 

longer sufficient. At the same time, this means that 

strategic opportunities are emerging: For exam-

ple, a biosimilar that offers a more user-friendly or 

particle-free application solution can be seen in the 

market as qualitatively superior to the reference 

medicine. Thus, even in the biosimilars market, in-

novative developers can meaningfully differentiate 

their products.

Innovation is, however, about more than a clever 

improvement in a single product. It is the expres-

sion of an attitude: leveraging scientific excellence 

not only to meet regulatory requirements but – as 

part of a broader competitive strategy – to actually 

improve the quality of patient care. Formycon’s sili-

cone oil-free pre-filled syringe is a tangible example 

of this – and at the same time proof that innovative 

developments above and beyond the reference 

product are not only possible in the biosimilars 

market but also strategically effective.
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Competitive advantage arises from  
cost efficiencies in development and manufacturing  

– and from making best use of more efficient  
regulatory approval pathways

Development
Lean

61



#fyb4Growth — Formycon AG Annual Report 2025 62



Lean Development

The development of biosimilars is at a turning point. 

What was long presumed to be a basic prerequi-

site for approval – large-scale comparative effica-

cy studies (phase III clinical trials) – is now being 

reassessed by leading regulatory authorities. The 

FDA and EMA have made it clear that, in the case of 

biosimilars, such studies are no longer necessarily 

mandatory if comprehensive analytical data and ap-

propriate pharmacokinetic studies can convincingly 

demonstrate comparability.

This change is not just a minor detail in the drug 

approval process; it is a change in paradigm which 

fundamentally transforms the strategic and econo-

mic logic that drives the entire biosimilars industry. 

And it greatly increases the competitive potency of 

Formycon’s fourth strategic pillar, which is to combi-

ne operational excellence with lean, cost-effective 

development and manufacturing.

From mandatory clinical trials to more efficient 

approvals based on science

Traditionally, biosimilar development programs 

have consisted of three key components: analyti-

cal characterizations, clinical pharmacokinetic (PK) 

studies, and large-scale phase III clinical studies of 

comparative efficacy. Until now, this final stage has 

typically been the most expensive and time-consu-

ming part of the development process, with clinical 

trials typically involving hundreds of patients, mul-

tiple international study centers, and complex ope-

rational management of these over several years.

In contrast, clinical PK studies are significantly more 

streamlined, with smaller sample sizes, focused 

endpoints, shorter durations, and less coordination 

effort. Regulators are now recognizing that these 

studies are particularly sensitive and thus effective 

for identifying potential differences between biosi-

milars and their reference products.

Rethinking operational excellence: 
Regulatory evolution as enabler of faster 
product development and stronger growth

Structural  
Characterization

Functional  
Characterization

PK 
Study

CES

Until 2024, clinical efficacy studies  
(CES) were always mandatory

Since 2025, clinical efficacy studies (CES)  
for biosimilars have, in certain cases, been  

deemed unnecessary

Structural  
Characterization

Functional  
Characterization

PK 
Study Paradigm shift

in the regulatory framework for  
the clinical development  

of biosimilars

The changing regulatory approval 

environment for biosimilars
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This decision by the regulatory authorities is based 

on what is now many years of clinical experience 

with numerous biosimilars already on the market. 

Moreover, extensive regulatory analyses have 

shown that comparative efficacy studies have not 

historically provided any additional decision-rele-

vant information that could not already be derived 

from analytical and PK data.1

The shift in regulatory approval paradigm is thus 

driven by a clear logic: If modern analytical methods 

and functional assays are able to detect differences 

more sensitively than traditional clinical efficacy 

endpoints, then resources should be allocated whe-

re they deliver the greatest scientific value. Deci-

ding that a phase III efficacy study is superfluous 

does not mean a lowering of regulatory standards; 

to the contrary, it is because analytical methods for 

characterizing complex proteins have advanced 

dramatically in recent years. Structure, glycosyla-

tion, aggregation behavior and functional activity 

can now be directly compared with high precision. 

In vitro functional assays can be conducted within 

the sensitive range of the dose-response curve and 

detect even minimal deviations compared to the 

biosimilar’s reference drug.

In addition, retrospective analyses of European 

approvals have shown that decisions on biosimilars 

have invariably been consistent with these analyti-

cal results but not necessarily with the outcome of 

clinical efficacy studies. Biosimilars have already, 

in some specific cases, been approved despite 

formalistic failures in phase III trials because the 

analytical evidence was so compelling. In other 

cases, conversely, biosimilar candidates have been 

denied approval despite successful phase III trials 

due to questionable analytical results.2 This shows 

that, in deciding whether to grant approval of a 

biosimilar, phase III clinical trials have dubious value 

and limited decision-making relevance.

Finally, there is an ethical dimension: If the large 

number of clinical efficacy studies on biosimilars 

have been failing to reliably identify clinically 

relevant differences, is it fair to recruit seriously ill 

patients as study subjects? The new thinking of 

regulators, based on solid science, to dispense with 

studies of inferior informative value serves not only 

the interests of efficiency but also the interests of 

patients.

Formycon as a pioneer of a new 

development model

In this rapidly evolving environment for the regu-

latory approval of biosimilars, Formycon has been 

at the forefront: In the case of its pembrolizumab 

biosimilar candidate FYB206, the company was 

among the first developers to coordinate and 

successfully agree an optimized clinical develop-

ment program with the FDA without the need for a 

separate comparative efficacy study.

The success of this extraordinary, non-routine 

consultation process was the result of Formycon’s 

intensive scientific preparation, regulatory experti-

se, and clearly structured data strategy. It positions 

1, 2 The Tailored Biosimilar Approach: Expectations and Requirements 
	 https://doi.org/10.1007/s40265-025-02168-y
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Formycon among the leading biosimilar developers 

in an increasingly competitive global market.

Especially in the case of highly complex molecules 

like checkpoint inhibitors, the ability to identify and 

pursue the most efficient pathway through regu-

latory approval based on sound scientific data is 

a strategic competitive advantage. It means that 

development can become leaner and smarter, with 

faster programs, lower risks, and more efficient 

allocation of capital and scarce resources.

Economic leverage and the biosimilar void

The significance of Formycon’s new approach 

extends far beyond individual projects. Between 

2025 and 2034, 118 biologics will lose their pa-

tent protection, yet biosimilars are thought to be 

in development for only about 10% of these.3 This 

untapped 90% is known as the “biosimilar void,” 

and one of the main reasons for its existence has, 

until now, been the high development costs. With 

biosimilars being excepted from mandatory phase 

III trials, however, the economic calculus is fun-

damentally changing. Molecules involving smaller 

or more specialized target markets, until now a 

dubious business proposition, suddenly become 

interesting opportunities. This means, more broadly, 

that the new and more efficient regulatory approval 

process becomes an enabler of greater competi-

tion, broader market access, and ultimately more af-

fordable and stable healthcare systems. Physicians 

gain access to additional treatment options, while 

patients have better access to the most effective 

biologics – and not only the high-profile blockbus-

ters to treat prevalent diseases but also less-known 

and previously neglected niche drugs to treat less 

common diseases.

Lean development as strategic success factor

At Formycon, operational excellence and lean 

development mean far more than just process fine-

turning and day-to-day cost management. It means 

pioneering and actively shaping regulatory innovati-

on, working smart and thinking hard to consistently 

translate scientific evidence into efficient develop-

ment programs, and looking ahead to proactively 

minimize risks.

The shift in the regulatory approval paradigm is 

not a short-term trend but rather the expression of 

the maturing science which underlies biosimilars. 

Formycon's pioneering role with FYB206 demon-

strates how strategic foresight, scientific depth, and 

operational agility can work together to bring about 

a significant evolutionary leap. And rather than 

waiting to react, Formycon is taking full advantage 

of the new regulatory paradigm proactively, as a 

source of competitive advantage and competitive 

differentiation that will further strengthen its long-

term position as one of the world’s leading inde-

pendent biosimilar specialists.

3 A Momentous, Critical Step’: Paradigm ShiftAhead For US Biosimilars As 	
FDA FormalizesStreamlining - by Dave Wallace

65



formycon� 



67 



Combined Management Report — Formycon AG  Annual Report 2025 68   

 

 

Combined                                                    
Management Report 
  



Combined Management Report — Formycon AG  Annual Report 2025 69   

 

 

Basic Information about 
Formycon Group 

This Combined Management Report covers the re-
porting period from January 1, 2025 to December 
31, 2025 and encompasses the management re-
ports for both Formycon Group (hereinafter also 
“Formycon” or the “Group”) and Formycon AG. 
Unless otherwise noted, the presentation of busi-
ness performance and financial figures relevant 
to corporate management, both actual and fore-
casted, are for Formycon Group. 

Information which applies solely to the Formycon 
AG parent entity is specifically marked as such. 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Highly specialized biosimilar development from 

molecule selection through to market-ready  

product 

Biosimilars are follow-on products to biopharma-

ceutical drugs whose market exclusivity has ex-

pired. They possess comparable quality, efficacy 

and safety, and they are subject to stringent regula-

tory approval processes. 

Formycon is a globally operating, independent bio-

similar specialist with a broad product pipeline and 

an established, scalable development platform for 

biosimilars spanning various therapeutic indica-

tions. The Company covers the entire value crea-

tion chain, from the selection of promising biosimi-

lar candidates through to regulatory approval and 

the delivery of market-ready products. This in-

cludes, in particular: cell line development, compar-

ative analytics, formulation and process develop-

ment, as well as preclinical and clinical develop-

ment activities, the preparation of regulatory sub-

mission packages for the relevant regulatory au-

thorities, and the coordination of the respective ap-

proval processes. In addition, Formycon possesses 

comprehensive expertise in the planning, manage-

ment and oversight of its supply chains and interna-

tional product logistics. Formycon commercializes 

its biosimilars around the globe in collaboration 

with established pharmaceutical partners with the 

specialized resources necessary to successfully 

market biosimilars within defined geographic re-

gions. 

FYB201/ranibizumab, Formycon’s first approved bi-

osimilar product, is currently being marketed in Eu-

rope, Canada, Israel, and the Middle East and North 

Africa (MENA) region. Europe's first pre-filled sy-

ringe for a ranibizumab biosimilar, created by 

Formycon, has been introduced in Germany, 

France and the Netherlands. Further market 
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launches and approvals – including in Latin Amer-

ica and selected sub-Saharan African countries – 

are planned for 2026 and 2027. Following a mar-

keting pause in the second through fourth quarters 

of 2025, FYB201 was relaunched in the U.S. market 

in early January 2026. 

The approval of a second FYB201/ranibizumab bio-

similar in the United States will provide an addi-

tional treatment option for patients with serious reti-

nal diseases during 2026. This launch is being car-

ried out in collaboration with another U.S. partner. 

Since March of 2025, FYB202/ustekinumab, the 

second biosimilar product to emerge from 

Formycon’s project pipeline, has been available in 

the key markets of the United States, Canada and 

Europe for indications including Crohn’s disease, 

plaque psoriasis and psoriatic arthritis. Launches in 

additional regions are currently in preparation. 

FYB203/aflibercept has received regulatory ap-

proval in the high-revenue regions of the United 

States, the European Union and the UK. With an 

agreement now reached with the manufacturer of 

the reference drug, the U.S. market launch is 

planned for the fourth quarter of 2026. A corre-

sponding agreement to facilitate the European 

launch was also reached after the reporting date. 

Four additional biosimilar candidates are currently 

in development. In the case of FYB206/pembroli-

zumab, patient recruitment for clinical trials has 

been successfully completed.In addition, partner-

ships have been established for both the U.S. and 

the MENA region, as well as for the Asia-Pacific 

(APAC) region subsequent to the close of the re-

porting period. 

With the Technical Proof of Similarity (TPoS) mile-

stone reached in 2025, FYB208/dupilumab is now 

entering the large-scale manufacturing and clinical 

trials phase. 

Two further as-yet unannounced biosimilar candi-

dates, FYB209 and FYB210, are currently in the 

preclinical development phase.  

The continuous expansion of the portfolio through 

the targeted selection, development and commer-

cialization of new biosimilar candidates – whether 

independently or through partnerships – forms the 

foundation of Formycon’s strategy for long-term 

and sustainable growth. 
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What are biosimilars? 

Biosimilars are follow-on products to biopharma-

ceutical drugs whose market exclusivity has ex-

pired. They possess comparable quality, efficacy 

and safety, and they are subject to stringent regula-

tory approval processes in highly regulated mar-

kets such as the European Union, the United King-

dom, the United States, Japan, Canada and Aus-

tralia based upon the biosimilar’s proven similarity 

to the reference product, thereby ensuring compa-

rability in terms of efficacy and safety. 

 
1  Blockbuster is defined here as a drug with annual sales of more than USD$ 1 

billion in the peak year. Analysis based on timing of U.S. patent expiry. Sources: 
EvaluatePharma database, April 2022; press reports; McKinsey analysis 

 

 

Since the 1980s, biopharmaceuticals have revolu-

tionized the treatment of serious diseases such as 

cancer, diabetes, rheumatism, multiple sclerosis 

and acquired blindness. Over the next seven years 

(2026-2032), many of these biotech drugs will lose 

their patent protection, including 39 blockbuster 

drugs with total combined annual sales estimated 

at US$ 193.7 billion.1 

 

  

The biosimilar  
value chain 
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Product pipeline 

The development of new biosimilar drugs is the 

foundation for the Group’s sustainable long-term 

growth. Within the area of biosimilars development, 

Formycon has the following projects in various 

stages of development: 

 

  

 
1  Fig. Error! Main Document Only.: EvaluatePharma database, April 2022; 

press reports; McKinsey analysis 
 

Unaudited Information  

 

Biosimilar potential - 

by 2032, more than 39 blockbusters will  

lose their market exclusivity (in USD bn)1 
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Unaudited Information 

 

Formycon 
Biosimilar-Product-Pipeline 
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Even in the starting phase, the probability of a bi-

osimilar being successfully approved is almost 

70%1 

In terms of the risks and challenges involved, the 

biosimilar drug development approach differs fun-

damentally from the development of an innovative 

originator biopharmaceutical. While biosimilar drug 

development takes a confirmatory approach, 

whereby the biosimilar candidate is designed from 

the start to be demonstrably comparable to the ref-

erence drug and is accordingly managed over the 

entire development period of typically five to seven 

years, the research and development process for 

an entirely new biological entails an exploratory ap-

proach and thus a significantly higher level of de-

velopment risk along with significantly longer de-

velopment times and vastly higher development 

costs.  

With a comparable level of expertise and experi-

ence in the development of a biosimilar drug, the 

probability of success, i.e. that a biosimilar will be 

approved, is high from the start of the development  

 
1  Unaudited Information 
2  The path towards a tailored clinical biosimilar development, Schiestl et al. 2020 

 

 

process, as illustrated above.2 In the case of the 

development of an innovative drug, the success 

rate is dramatically different, with only one in 

twenty projects in preclinical development, on aver-

age, reaching final approval.3                                                                                              

Forthcoming regulatory changes to enable faster 

and more efficient biosimilar development4 

Recent initiatives by regulatory authorities, particu-

larly the U.S. Food and Drug Administration (FDA) 

and the European Medicines Agency (EMA), sug-

gest that the future regulatory framework for bio-

similar approvals will be even more favorable. Both 

agencies are increasingly concluding that, based 

on today’s available analytical depth, established 

development standards, and the high predictive re-

liability of clinical parameters, the probability of suc-

cess for a biosimilar is already so high at the outset 

of development that, in clearly defined cases, the 

costly and time-consuming phase III clinical trials to 

prove efficacy, which until now have been manda-

tory, are unnecessary. This paradigm shift toward a 

more analytically and pharmacokinetically based  

3  https://klinischeforschung.novartis.de/patienten/allgemeines-zu-klinischen-
studien/entwicklung-von-medikamenten/, Entwicklungsphasen im Überblick 

4  Unaudited Information 

Unaudited Information 

 
Biosimilar development 

Probability of success 
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demonstration of comparability can significantly 

shorten development times, substantially reduce 

development costs, thus further increasing the at-

tractiveness of the biosimilar segment. The in-

creased focus on comprehensive analytical  

comparability data plays well to Formycon’s exten-

sive scientific expertise in this area. 

Business objective and strategy 

Formycon’s long-term goal is to become one of the 

leading independent specialists and a develop-

ment partner of first choice in the dynamically 

growing biosimilars market. By acting as a driving 

force in the development of biosimilars, the Group 

strives to facilitate the democratization of patient 

access to highly effective drugs, while at the same 

time significantly easing the financial burden on the 

world’s healthcare systems. 

Group structure 

Formycon Group consists of the parent entity, 

Formycon AG, along with its 100%-owned subsidiar-

ies Formycon Project 201 GmbH, FYB202 Project 

GmbH and Formycon Project 203 GmbH, as illus-

trated in the accompanying figure. In addition, 

Formycon holds a 50% share of Bioeq AG, a joint 

venture between Formycon and Polpharma Biolog-

ics BV. As a 100% subsidiary of Formycon AG, Clini-

cal Research GmbH (formerly Bioeq GmbH) has 

acted as the sponsor of clinical trials. Specifically, it 

conducted the clinical trials for the FYB201, 

FYB202 and FYB203 development projects, which 

have since been successfully completed. There-

fore, the two companies have jointly decided to 

merge Clinical Research GmbH into Formycon AG, 

a transaction which was finalized through entry into 

the commercial register on August 4, 2025. In the 

clinical trials for FYB206 as well as future drug can-

didates, Formycon AG will directly serve as spon-

sor. 
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The corporate structure of Formycon Group reflects 

the establishment of dedicated legal entities for in-

dividual biosimilar projects, currently in advanced 

stages of development. Formycon AG performs re-

search and development activities for its own pro-

jects, on behalf of its affiliated companies (subsidi-

aries) and for development partners.   

The Formycon AG parent entity is a German stock 

corporation which is listed on the Frankfurt Stock 

Exchange and trades in the Exchange’s “Prime 

Standard” segment (ISIN DE000A1EWVY8), which 

has the highest transparency requirements of all 

segments. Formycon AG serves, both legally and 

operationally, as the holding company for 

Formycon Group. As the Group’s parent entity, 

Formycon AG determines corporate strategy and 

group-level strategic management as well as com-

munications with Formycon’s key target audiences 

and stakeholders. 

 

In its current phase of corporate and organizational 

growth, the focus of Formycon Group is on re-

search and development activities for both its own 

and out-licensed biosimilar projects. In addition, the 

Group’s supporting activities facilitate the efficient 

implementation of these development programs, 

particularly the management of the relevant supply 

chains for market supply of selected biosimilar can-

didates and the coordination of Formycon’s estab-

lished industry and development partnerships. 

Formycon’s aim is to consistently align the entirety 

of its operational processes toward the successful 

development, approval and collaborative commer-

cialization of its biosimilars. 

 

  

Group structure 
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Management Board members and allocation of resposibilities 
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Management and oversight 

As required under the German Stock Corporation 

Act (Aktiengesetz) for all German stock corpora-

tions, the Formycon AG parent entity is governed 

by a dual board system consisting of an Manage-

ment Board (Vorstand) and a separate Supervisory 

Board (Aufsichtsrat). The Management Board cur-

rently consists of four members who are appointed 

and monitored by the Supervisory Board. 

The Supervisory Board of Formycon AG consists of 

a total of six members. At the Annual General Meet-

ing on June 18, 2025, a resolution was passed ex-

panding the Board from five to six members. 

Remuneration of Management Board and Super-
visory Board 

The remuneration of Management Board members 

includes both fixed and variable components. The 

main features of the remuneration system for Man-

agement Board and Supervisory Board members 

may be found in the separate Remuneration Report 

at: https://www.formycon.com/en/investor-rela-

tions/governance.1 

Remuneration of senior management 

The performance of Formycon Group’s broader 

senior management team, including non-Manage-

ment Board members, is measured against agreed 

targets. These specific targets at both the Group-

wide and operational levels are regularly reviewed. 

Declaration of Corporate Governance 

The Declaration of Corporate Governance pursuant 

to sec. 289 and sec. 315d of the German Commer-

cial Code (Handelsgesetzbuch, HGB) may be found 

beginning on page 138. This report describes the 

working procedures of the Management Board and 

Supervisory Board, the Declaration of Conformity 

pursuant to sec. 161 of the Stock Corporation Act, 

information on key corporate governance practices, 

and further information on corporate governance. 

 

 
1  Unaudited information 

The Declaration of Conformity may be found on our 

corporate website, now and in the future, at: 

https://www.formycon.com/en/investor-rela-

tions/governance.2 

Important processes, partners and sales markets 

The development of biosimilar drugs for the world’s 

most stringently regulated markets is subject to 

very strict standards for their safety, quality, compa-

rability and efficacy. Within the EU, the require-

ments for quality assurance of the production pro-

cesses and production environment for the manu-

facture of medicinal products and active ingredi-

ents are established through a European Commis-

sion directive laying down the principles and guide-

lines of Good Manufacturing Practice (GMP) for all 

medicinal products for human use. Formycon’s la-

boratories are subject to these various guidelines 

and are periodically examined and audited by regu-

latory authorities, including the U.S. Food and Drug 

Administration (FDA) and the regional government 

of Upper Bavaria. 

Contract development and manufacturing organiza-

tions (CDMO) or “contract manufacturers” are im-

portant partners within the value chain for biosimi-

lars development and play a critical role for 

Formycon, including in the production of active in-

gredients. Formycon manages the product-specific 

supply chain for the commercial market supply of a 

product and provides its commercialization part-

ners with market-ready products. 

For the global marketing of its biosimilar products, 

Formycon relies upon commercialization partner-

ships within defined geographic regions with the 

following internationally renowned pharmaceutical 

companies: 

 

 

 

 

2  Unaudited information 
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Europe: 

— Fresenius Kabi AG 

— Horus Pharma 

— NTC s.r.l. 

— Ratiopharm GmbH (subsidiary of Teva Phar-

maceuticals Ltd.) 

— Sandoz AG 

— Teva Pharmaceuticals Ltd. 

United States and Canada: 

— Fresenius Kabi AG 

— Sandoz AG 

— Valorum Biologics LLC 

— Zydus Lifesciences Ltd. 

Latin America (LATAM): 

— Biomm SA 

— Megalabs SA 

Middle East and North Africa (MENA): 

— MS Pharma 

Sub-Saharan Africa: 

— Bio Usawa Biotechnology Ltd. 

Asia-Pacific (APAC): 

— Lotus Pharmaceutical 

 
1  Three imperatives for R&D in biosimilars | McKinsey 
2  With the likely introduction of phase III clinical trial waivers as well as further 

optimizations along the development chain, development costs are expected to 

Australia: 

— Actor Pharmaceuticals Pty. Ltd. 

The target market for Formycon’s biosimilar prod-

ucts is the global pharmaceuticals market, particu-

larly the United States, Europe (including also the 

UK), Japan and Canada, as well as Australia, the 

Middle East and North Africa (MENA) region, sub-

Saharan Africa and Latin America. 

While originator biopharmaceuticals are already 

available for the effective treatment of many seri-

ous diseases, these powerful drugs are very expen-

sive due to the complexity of their development 

and manufacture as well as their market exclusivity. 

Even in the world’s wealthiest countries, they can 

often be prohibitively expensive as a first-line ther-

apy for all patients. However, once the legal protec-

tion period for an originator biopharmaceutical ex-

pires can be made available for broader patient 

care. The reduced costs of effective treatment 

through new competition from biosimilars not only 

helps to relieve the burden on the world’s health 

providers such as statutory health insurers: They 

also make it possible to bring these powerful treat-

ments to more patients and at an earlier stage of 

disease progression, thereby potentially opening 

entire new markets. 

Competitive situation 

International market studies forecast a compound 

annual growth rate (CAGR) for the global biosimilar 

market over the years from 2025 to 2034 of ap-

prox. 16.5%.1 Despite high barriers to entry – specif-

ically including expected development costs in the 

range of US$ 150 million to US$ 300 million per 

project,2 long development cycles of five to seven 

years, and the necessity of highly specialized scien-

tific and regulatory approval expertise – a diverse 

and increasingly globalized competitive landscape 

has emerged. 

be lower in the future, with typical development timeframes likewise expected 
to be shortened to a range of five to seven years. 
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Beyond Formycon, other market leaders in the bio-

similars space include large biopharmaceutical 

companies such as Amgen, Biocon, Biogen, Frese-

nius Kabi, Samsung Bioepis, Sandoz and Teva as 

well as specialized biosimilar developers such as 

Alvotech, Celltrion and Xbrane, which – like 

Formycon itself – distinguish themselves through 

focused product portfolios and a high degree of 

vertical integration.1 

Asian manufacturers, particularly from India and 

China, are increasingly shaping the global competi-

tive landscape. A growing number of Chinese Com-

panies with development and production platforms 

are investing in modern GMP production facilities, 

scalable development structures and global regula-

tory strategies. These companies benefit from cost 

advantages, high manufacturing capacities, and in-

creasingly government-supported innovation eco-

systems, which could intensify future competitive 

pressure also in Europe and North America.2 

As an independent biosimilars specialist, Formycon 

operates in a market environment where other mar-

ket participants may be both competitors and po-

tential commercialization partners. Depending 

upon the indication, geographical region and pro-

ject structure, a company that competes against 

Formycon for one product may serve as an ideal 

marketing partner for another development pro-

gram. Formycon therefore pursues a selective and 

strategically oriented approach to find the optimal 

partner for each project and region.  

Competitive differentiation 

In an increasingly globalized and competitive bio-

similar market, Formycon differentiates itself 

through a clearly defined strategic foundation de-

signed to maintain and strengthen long-term com-

petitiveness. Against a market environment in 

which established international pharmaceutical 

companies and, to an increasing degree, cost-effi-

cient competitors from India and China are emerg-

ing with significant production capacities, govern-

ment support and ambitions to expand globally, 

 
1  Unaudited Information 

2  Unaudited Information 

Formycon pursues a deliberately focused approach 

built upon the following four strategic pillars. 

1. Geographic diversification: 

In addition to its primary target markets in the 

United States and Europe, Formycon is strategically 

expanding its international presence in regions with 

strong expected growth in demand, specifically in-

cluding Brazil/LATAM, MENA and Sub-Saharan Af-

rica. By strategically developing these markets, co-

operating with regionally established partners, and 

building local value creation, Formycon is actively 

striving to take advantage of additional growth op-

portunities outside of its traditional core markets by 

increasing its market penetration while also 

strengthening the security of its product supply. 

2. Intelligent portfolio strategy:  

Formycon’s product development pipeline follows a 

clearly structured portfolio methodology that com-

bines blockbuster molecules with a targeted “niche 

buster”3 approach. This intelligent mix improves the 

risk-reward profile while also clearly differentiating 

Formycon from competitors. At the same time, 

Formycon is working to fully leverage the ad-

vantages of an increasingly streamlined regulatory 

development (e.g. the likely future waivers for 

phase III clinical trials in defined cases), thereby ac-

celerating the path to market maturity while signifi-

cantly reducing development costs. 

3. Scientific excellence and innovation: 

Formycon relies upon its scientific excellence as a 

key source of competitive advantage. This has al-

ready been demonstrated, for example, through 

the development of state-of-the-art application 

technologies such as pre-filled ophthalmic syringe 

systems, innovative study designs that actively 

shape regulatory change, and Formycon’s recog-

nized high standards of analytical depth and tech-

nological precision. Formycon’s focus on scientific 

excellence ensures a level of recognized quality 

and scientific robustness that clearly defines and 

differentiates Formycon in the global market, 

3  Formycon defines a niche buster as a drug for a niche indication with global an-
nual sales in the low- to mid-single-digit billions of U.S. dollars. 
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particularly against emerging new competitors who 

seek to gain competitive advantage through low 

costs. 

4. Operational excellence and lean 
development: 

A fourth key factor in Formycon’s global competi-

tiveness is an organizational model which is lean 

and agile yet able to deliver operational excellence. 

Streamlined processes, short decision-making 

paths and a rigorously data-driven development 

approach allow Formycon to achieve shorter devel-

opment times, greater cost efficiency, and better 

utilization of its existing capacities than many com-

petitors. Furthermore, the Company systematically 

leverages its many years of biosimilar experience 

along with state-of-the-art digital methods, includ-

ing the use of AI, to further reduce development 

risks and bring projects to regulatory milestones 

faster and more reliably. 

By combining these strategic levers, Formycon is 

able to sustainably differentiate itself from its inter-

national competitors and to position itself within the 

global market as a reliable, high-quality and inde-

pendent biosimilars specialist with a clear and com-

pelling logic for value creation.  

Corporate strategy and management 

Formycon’s strategic goal is to sustainably expand 

the scope of its business activities with the aim of 

becoming one of the leading independent develop-

ment specialists and partner of choice in the rapidly 

growing biosimilars market. In order to achieve this 

goal, Formycon will continue to consistently invest 

into the advancement and expansion of its project 

pipeline in order to bring new biosimilars to market 

maturity at regular intervals. Formycon is – depend-

ing upon the profile of the respective molecule, the 

attractiveness of the market, and prevailing eco-

nomic conditions – capable of realizing this pipe-

line expansion both independently and within the 

framework of strategic partnerships. 

In addition, Formycon is pursuing a clearly defined 

growth strategy aimed at further developing the 

company into a profitable biosimilars specialist built 

on sustainable growth. In order to achieve this goal, 

the Management Board is open to considering me-

dium- to long-term cooperation arrangements and 

integration in selected areas of the manufacturing 

process as well as to building its own commerciali-

zation capabilities in certain geographies. In pursu-

ing this vision, Formycon’s strategic focus is on 

long-term profitability and sustainable cash flows. In 

pursuit of this aim, the Management Board consid-

ers partnerships and integrations – for example, in 

certain manufacturing process stages – as well as 

its own commercialization efforts in selected territo-

ries, to be viable medium-term and long-term op-

tions. The guiding focus will continue to be on 

achieving sustainable profitability, robust cash flows 

and an efficient risk-return profile. 

Formycon may, as necessary, adapt its strategy and 

operational approach to particular market condi-

tions. During the fiscal year, there was no need to 

make any significant changes in strategic orienta-

tion compared to the previous year. 
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Financial performance indicator 

In managing Formycon Group, the Management 

Board relies to a significant extent upon the follow-

ing set of financial performance indicators: reve-

nue, EBITDA, Adjusted EBITDA, and working capi-

tal. Adjusted EBITDA additionally includes 

Formycon’s participation in earnings from FYB201, 

which due to the current contractual structure is ac-

counted for at equity, thereby providing a broader 

and more complete measure of Formycon’s Group 

operating performance. This change is intended to 

improve measurability and transparency, for the 

Group’s management as well as readers of this re-

port. 

At the present time, Formycon AG limits itself to an-

nouncing specific guidance forecasts with regard to 

the above key performance indicators for the cur-

rent fiscal year only. Formycon holds a portfolio of 

partnered biosimilar candidates which, even after 

successful transfer to licensed or cooperation part-

nerships, generate revenue for Formycon from de-

velopment work performed, advance payments, 

milestone payments and license payments. As the 

pipeline of development projects matures, 

Formycon expects the proportion of revenue from 

milestone payments and license payments from 

product sales to further increase. 

Because future revenue depends to a significant 

extent upon the marketing performance of the re-

spective commercialization partner(s) in each re-

gion, Formycon is able only forecast such revenue 

within approximate ranges, acknowledging that the 

operational management of these commercial ac-

tivities – which are key factors influencing achieved 

sales volume and revenue – is the responsibility of  

 

 

the respective marketing partner and subject to 

Formycon’s direct influence to only a limited extent. 

EBITDA – Earnings before Interest (meaning specif-

ically finance income/expenses), Tax, Depreciation 

and Amortization – is a common measure of oper-

ating profitability which excludes non-cash depreci-

ation of property, plant and equipment and amorti-

zation of intangible assets. Because EBITDA ex-

cludes certain expense items that are not directly 

related to current business operations, the Man-

agement Board believes that the indicator is suita-

ble for measuring the Group’s operating perfor-

mance.  

As already noted, Adjusted EBITDA additionally in-

cludes Formycon’s participation in earnings from Bi-

oeq AG, which is under joint control. Bioeq AG’s 

earnings, in turn, result solely from its operating 

profit generated by our FYB201 product. Because 

this holding is under joint control and therefore 

necessarily accounted for at equity, earnings from 

this Formycon product are not included in operat-

ing income and therefore also excluded from 

EBITDA. Adjusted EBITDA, in contrast, includes 

these earnings from FYB201. 

Through close attention to the Group’s working 

capital, the Management Board is able to monitor li-

quidity needs and changes and to ensure that 

Formycon’s financial soundness is maintained into 

the future. Working capital measures the extent to 

which current assets (trade and other receivables, 

contract assets, and cash and cash equivalents) ex-

ceed current liabilities, including shareholder loans 

and the current portion of conditional purchase 

price payment obligations. All else being equal, a 

higher level of working capital means a lower risk 

of liquidity shortfalls. Formycon’s goal is to maintain 

Key financial performance indicators in accordance with IFRS    

in € million   2025   2024   2023 

Revenue   44.5   69.7   77.7 

EBITDA   -3.6   -13.7   1.5 

Adjusted EBITDA   -2.3   -1.6   13.3 

Working Capital   70.1   55.1   38.9 
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positive working capital on a consistent, long-term 

basis. 

These financial performance indicators are planned 

and continuously monitored on a Group-wide basis. 

Formycon measures deviations between planned 

and actual financial performance, not only for 

Formycon Group as a whole but also for the 

Formycon AG parent entity. These key indicators 

are analyzed monthly as well as quarterly. The Man-

agement Board also regularly reviews the detailed 

business plan against these actual monthly and 

quarterly figures. 

Moreover, the development plan for each of 

Formycon’s product candidates is intensively exam-

ined and reviewed in considerable detail three 

times per year, including any impact on the financial 

plan. In managing the Group, the key financial per-

formance indicators described above are supple-

mented by various non-financial management indi-

cators (see “Other non-financial aspects” below). 
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Report on business  
performance

Macroeconomic framework conditions 

During 2025, the global economy as a whole 

proved to be robust. The International Monetary 

Fund (IMF) estimates that global GDP growth for 

2025 will come out at 3.3%, matching the prior-year 

increase (3.2%)48. Adverse factors such as geopolit-

ical tensions, trade conflicts and higher tariffs were 

offset by continued technological investment, effi-

ciency gains, and a high degree of structural adapt-

ability among companies and institutions.49 

Over this same year, however, the U.S. macroeco-

nomic environment showed some signs of weaken-

ing. Real GDP growth slowed from 2.8% in the prior 

year to approx. 2.1%, with increasing uncertainty 

surrounding trade policy, high tariff levels and slug-

gish declines in the inflation rate serving as damp-

ers on investment activity.50,51  On the other hand, 

economic momentum over the course of the year 

was supported by stronger than expected eco-

nomic data and continued high levels of investment 

within the technology sector. Somewhat stronger 

U.S. economic growth is projected for 2026, with 

real GDP growth of approximately 2.4% driven by 

fiscal policy and the gradually diminishing impact of 

higher trade barriers.52 

In contrast, the Chinese economy continued to 

show solid growth, despite the U.S. tariffs. In 2025, 

the Chinese economy posted real GDP growth of 

approx. 5.0%, supported by robust exports and ad-

ditional investment provided through state-owned 

 
48  International Monetary Fund, Januar 2025 https://www.imf.org/en/public 

tions/weo/issues/2025/01/17/world-economic-outlook-update-january-2025 
49  International Monetary Fund, January 2026: https://www.imf.org/-/me-

dia/files/publications/weo/2026/january/english/text.pdf 

50  International Monetary Fund, January 2026: https://www.imf.org/-/me-
dia/files/publications/weo/2026/january/english/text.pdf 

51  https://www.wko.at/aussenwirtschaft/usa-wirtschaftslage 

52  International Monetary Fund, January 2026: https://www.imf.org/-/me-
dia/files/publications/weo/2026/january/english/text.pdf 

development banks. For 2026, another year of 

solid growth is projected at 4.5%, aided by a tem-

porary halt to further tariff increases providing 

some help to trade with the U.S. along with contin-

ued economic stimulus.53 

The outlook for the global economy in 2026 re-

mains generally stable. Following global GDP 

growth of around 3.3% in 2025, growth of approxi-

mately 3.3% is expected again in 2026, based on 

stable economic performance in the major econo-

mies and slowing inflationary pressures.54 Sup-

ported by declining energy prices and more re-

laxed supply chains, the macroeconomic environ-

ment should continue to stabilize, although geopo-

litical and trade risks persist.55  

Global pharmaceutical industry developments 
 

In 2025, the world’s pharmaceutical industry con-

tinued its growth trend. The pharmaceutical market 

reached approx. US$ 1.16 trillion in global sales rev-

enue and is projected to expand to roughly 

US$ 1.20 trillion in 2026.56 Two key growth drivers 

were the increasing demand for specialized thera-

pies, specifically including biologics as well as per-

sonalized medicine, and the growing use of digital 

technologies to improve efficiencies in research, 

development and supply chains.57 

Despite these positive market developments, the 

biopharmaceutical industry environment in 2025 

was significantly impacted by structural and 

53  International Monetary Fund, January 2026: https://www.imf.org/-/me-
dia/files/publications/weo/2026/january/english/text.pdf 

54  International Monetary Fund, January 2026: https://www.imf.org/-/me-
dia/files/publications/weo/2026/january/english/text.pdf 

55  https://desapublications.un.org/publications/world-economic-situation-and-
prospects-2026 

56  https://www.globalgrowthinsights.com/market-reports/pharmaceuticals-mar-
ket-103948 

57  https://www.globalgrowthinsights.com/market-reports/pharmaceuticals-mar-
ket-103948 

https://www.imf.org/en/public


Combined Management Report — Formycon AG  Annual Report 2025 85 

 

 

external challenges. Uncertainties related to poten-

tial trade policy measures, U.S. government initia-

tives to regulate drug prices, and temporary disrup-

tions to the predictability of regulatory processes at 

the U.S. Food and Drug Administration (FDA) ad-

versely impacted the market environment. Person-

nel changes and restructuring within the FDA fur-

ther exacerbated these challenges, leading to de-

lays and increased uncertainty in approval pro-

cesses in certain areas. As the year progressed, 

however, sentiment in the sector improved noticea-

bly, driven by successful approvals, increasing in-

vestment activity, and a growing number of strate-

gic partnerships between pharmaceutical and bio-

technology companies.58,59 

For 2026, the global pharmaceutical industry is ex-

pected to experience stable, moderate growth. In-

dustry studies anticipate global pharmaceutical 

market in the low- to mid-single digits, with new 

products in the areas of biologics, oncology, immu-

nology and rare diseases providing significant reve-

nue impetus.60  

Economic situation in Germany 

In 2025, the German economy once again posted 

modest growth of 0.2%, supported primarily by a 

continued recovery in private and public consump-

tion. The country’s domestic demand thus proved 

to be a key pillar of the economy, particularly in the 

final quarter, when private consumption and gov-

ernment spending served as stabilizing forces.61,62 

Over the course of the year, production showed 

slight signs of recovery. Within the country’s manu-

facturing sector, output showed several increases, 

with capital goods production, construction and en-

ergy generation providing notably positive impetus, 

and industrial production as a whole contributing to 

the modest growth. At the same time, however, 

 
58  BioPharma Dive, January 12, 2026: “5 questions facing biopharma in 2026”, 

https://www.biopharmadive.com/news/biotech-pharma-outook-2026-trump-
rfk-china-fda/808670/?utm_source=chatgpt.com 

59  https://www.deloitte.com/us/en/insights/industry/health-care/life-sciences-
and-health-care-industry-outlooks/2026-life-sciences-executive-outlook.html 

60  https://www.iqvia.com/insights/the-iqvia-institute/reports-and-publica-
tions/reports/the-global-use-of-medicines-outlook-through-2029 

61  International Monetary Fund, January 2026: https://www.imf.org/-/me-
dia/files/publications/weo/2026/january/english/text.pdf 

62  https://www.bundeswirtschaftsministerium.de/Redaktion/DE/Pressemittei-
lungen/Wirtschaftliche-Lage/2026/20260115-die-wirtschaftliche-lage-in-
deutschland-im-januar-2026.html 

cyclical weaknesses remained apparent, especially 

in foreign trade. Against the backdrop of the 

weaker international environment and persistent 

geopolitical and trade policy uncertainties, export 

activity was sluggish and thus failed to make a sig-

nificant contribution to growth, while investment ac-

tivity likewise remained subdued overall.63 

As of the beginning of 2026, leading indicators 

such as business and sentiment data continued to 

point to only moderate economic momentum. 

Overall, the German economy thus remained on a 

stable but moderate path of expansion, supported 

by domestic demand, but with growth constrained 

by structural challenges and an uncertain global 

environment.64,65 

Developments in the biosimilar market – 

Global perspective 

The global market for biosimilars remains on a dy-

namic growth trajectory and will, over the coming 

years, significantly shape the world market for bio-

logical therapies. According to forecasts, the global 

market volume is expected to grow from approx. 

US$ 33 billion in 2025 to roughly US$ 74 billion by 

2030, making biosimilars the fastest-growing seg-

ment within the overall pharmaceutical market.66 

Growth in the U.S. market has been strikingly ro-

bust, particularly over the years from 2015 to 2021. 

Although less rapid growth is expected over subse-

quent years, the U.S. and Europe are anticipated to 

maintain their leading roles in the global biosimilar 

markets.67 

Within the U.S. pharmaceutical market, a distinction 

must be drawn between the growth of the biosimi-

lars market as a whole and the growth rates of indi-

vidual market segments. While the overall U.S. mar-

ket continues to grow strongly and constitutes a 

63  https://www.bundeswirtschaftsministerium.de/Redaktion/DE/Pressemittei-
lungen/Wirtschaftliche-Lage/2026/20260115-die-wirtschaftliche-lage-in-
deutschland-im-januar-2026.html 

64  https://www.bundeswirtschaftsministerium.de/Redaktion/DE/Pressemittei-
lungen/Wirtschaftliche-Lage/2026/20260115-die-wirtschaftliche-lage-in-
deutschland-im-januar-2026.html 

65  https://bga.de/im-fokus/artikel/wirtschaftsdynamik-weiterhin-fehlanzeige/ 
66  Fokus-biosmilars/newsletter-fokus-biosimilars-ausgabe-10 

67  Grand View Research, “Biosimilars Market Size And Share | Industry Re-
port,2033” https://www.grandviewresearch.com/industry-analysis/biosimi-
lars-market 
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significant share of the global biosimilar market, the 

pharmacy benefit segment is experiencing slower 

than expected adoption of biosimilars due to seg-

ment-specific dynamics, in particular the control 

and reimbursement practices of pharmacy benefit 

managers (PBMs), whose rebate and formulary 

strategies determining covered drugs have thus far 

limited the adoption of biosimilars within the phar-

macy benefit sector. Such policies of PBMs and 

other payers are proving to be a barrier to the 

broader use of prescription biosimilars, despite 

their price advantages.68 

In parallel with the growth of the market in terms of 

aggregate revenue, the number of approved bio-

similars has likewise increased significantly. As of 

July of 2025, a total of 119 biosimilars were ap-

proved in Europe and 72 in the U.S.69 

At the same time, certain emerging and growth 

markets, particularly in Latin America, Africa and 

Asia, are increasingly gaining in commercial im-

portance. Supported by rising demand, the expan-

sion of local production capacities, and regulatory 

frameworks that are more closely aligned with in-

ternational standards, these regions are increas-

ingly contributing to global growth in the biosimilars 

market.70 

This strong growth momentum in the biosimilar 

market is expected to see a further boost from reg-

ulatory initiatives aimed at streamlining the biosimi-

lar approval process. Regulatory authorities includ-

ing the European Medicines Agency (EMA)71 and 

the U.S. Food and Drug Administration (FDA)72 

have updated or published key guidelines for con-

sultation on biosimilars that place greater emphasis 

on analytical, functional and PK73 comparative data. 

For biosimilar candidates that meet the prerequi-

sites, and for which a high degree of structural and 

functional similarity can be convincingly 

 
68  https://www.bcg.com/publications/2024/rising-tide-lifts-us-biosimilars-mar-

ket? 

69  https://alirahealth.com/education-hub/2025-global-biosimilars-report/ 

70  https://www.imarcgroup.com/biotechnology-industry?utm_source 
71  https://www.ema.europa.eu/en/reflection-paper-tailored-clinical-approach-

biosimilar-development 

demonstrated, this could eliminate the future need 

for large-scale comparative phase III efficacy stud-

ies. 

For Formycon, this already marks a striking and sig-

nificant success. Following consultation with the 

FDA, the company is one of the first developers of 

a pembrolizumab biosimilar being allowed to dis-

pense with a phase III clinical trial of its candidate 

FYB206. This greenlighting significantly reduces 

both development time and costs, with estimated 

savings in the tens of millions of dollars. 

Despite this more accommodating regulatory envi-

ronment for biosimilars, there are no signs yet of 

the broad boost in development activities that one 

might expect. For approx. 90% of biologics with pa-

tent expirations by 2034, there are no biosimilars 

currently known to be in development (the so-

called "biosimilar void"). This gap is particularly pro-

nounced for niche (“orphan”) biologics, for which 

biosimilar development has traditionally been con-

sidered economically unattractive due to the small 

market size. However, changing regulatory frame-

works are increasingly acknowledging the practical 

economic hurdles of biosimilar development with-

out compromising the rigorous scientific require-

ments for structural and functional biosimilarity: 

While large-scale and costly efficacy studies with 

limited incremental benefit are being deempha-

sized, the approval process continues to require 

analytically demonstrated comparability, pharmaco-

kinetic studies and immunogenicity assessments. 

The new regulations are thus tightening the focus 

on what is scientifically appropriate and technically 

feasible. In addition to their impact on the biosimi-

lars market at large, these changes are expected to 

extend the development of new biosimilar products 

into these previously overlooked but important 

niches.74 

 

72  https://www.fda.gov/regulatory-information/search-fda-guidance-docu-
ments/scientific-considerations-demonstrating-biosimilarity-reference-prod-
uct-updated-recommendations 

73  PK: pharmacokinetic; PD: pharmacodynamic 
74  IQVIA Institute for Human Data Science (2025), Assessing the Biosimilar Void 

in the U.S.: Achieving Sustainable Levels of Biosimilar Competition 
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Biosimilars in Germany 
 
The biosimilars market in Germany is projected to 

reach approx. US$ 2.25 billion in revenue by 2025, 

representing further steady growth compared to 

2024 (approx. US$ 2.02 billion).75 The German bio-

similar market accounts for roughly 18.4% of the Eu-

ropean biosimilar market, making it one of the 

strongest regions in Europe.76 Driven by rising de-

mand and increasing acceptance of biosimilars, the 

German biosimilar market is expected to experi-

ence significant future expansion. Based on market 

data, the German biosimilars market is projected to 

grow to approx. US$ 4.1 billion by 2030.77 

Biosimilars are making a substantial contribution to 

cost containment in the country’s healthcare sys-

tem. In 2024, savings to German statutory health in-

surance funds (Krankenkasse) amounted to nearly 

€ 2 billion, primarily the result of discount models 

along with intense price competition.78 

With planned expansions to biosimilar substitution 

in Germany, the interchangeability of these biotech-

nology-based drugs has also gained in visibility and 

importance to policymakers. In 2025, the German 

legislature and the Federal Joint Committee, Ger-

many’s highest decision-making body representing 

physicians, hospitals and health insurance funds, 

initiated a formal consultation process on expand-

ing biosimilar substitution which could potentially 

lead to requirements for pharmacies to automati-

cally substitute originator biologics prescribed to 

patients in the statutory system with a particular bi-

osimilar. It is estimated that potential annual sav-

ings to the country’s statutory health insurers 

through these measures could be as much as 

€ 2.33 billion.79 

At the same time, biosimilar manufacturers are ac-

knowledging that such mandatory automatic substi-

tution could entail various risks, including 

 
75  https://www.mmrstatistics.com/statistics/957289/germany-biosimilars-mar-

ket-revenue-2024-32 
76  https://www.mmrstatistics.com/statistics/874775/europe-biosimilars-market-

share-country-2025 

77  https://www.mmrstatistics.com/statistics/957289/germany-biosimilars-mar-
ket-revenue-2024-32 

significant price and margin pressure, the displace-

ment of suppliers through exclusive discount mod-

els which increase concentration, and resulting re-

ductions in competition and security of supply. Fur-

thermore, the reduced predictability of market 

shares and future revenues could have a lasting 

negative impact on investment incentives for com-

plex and capital-intensive biosimilar development, 

especially in specialized or smaller markets.80 

European Union 
 
Within Europe as a whole, the biosimilar segment 

has established itself as an important force for eco-

nomic stabilization within the vast overall pharma-

ceutical market. The growth of biosimilars reflects 

their high clinical acceptance, their broad market 

penetration, and the regulatory and health policy 

frameworks that have been developed in Europe 

over many years. According to IQVIA, a provider of 

advanced analytics, technology solutions and clini-

cal research services to the life sciences industry, 

biosimilars have already, through intense price 

competition and increasing use, enabled savings in 

the high tens of billions of euros across Europe, 

while simultaneously significantly expanding pa-

tient access to biological therapies. In more than 

20 European markets, biosimilars are now an inte-

gral part of patient care. The number of approved 

products is continuously increasing, and further bi-

osimilars to other active ingredients are nearing 

market entry. Despite regionally varying levels of 

use, the significant competitive pressure which they 

are exerting on reference products is having a 

long-term price-dampening effect throughout Eu-

rope.81 

Over the coming years, IQVIA expects this trend to 

continue. Further patent expirations of high-priced 

biologics and the increasing acceptance of biosimi-

lars are likely to lead to further market growth in 

78  https://probiosimilars.de/wp-content/uploads/2025/06/Biosimilars-in-Zah-
len_Kalenderjahr-2024.pdf 

79  https://www.aok.de/pp/bv/wido-pm/ensparpotenziale-bei-biosimilars/? 

80  https://probiosimilars.de/wp-content/uploads/2025/09/2025-09-11-Fact-
sheet-Biosimilarmodell_Substitution.pdf 

81  https://www.iqvia.com/library/white-papers/the-impact-of-biosimilar-compe-
tition-in-europe-2025? 
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parallel with additional savings to Europe’s 

healthcare systems.82 

Summary statement of Management Board on 

business performance and economic environ-

ment 

During fiscal year 2025, Formycon Group held its 

own in a market environment which continued to 

be challenging and highly volatile. Despite difficult 

conditions, particularly in the U.S. biosimilars mar-

ket, Formycon achieved significant operational, 

regulatory and strategic progress. These advances 

attest to the consistent implementation of a clearly 

defined strategic direction and form a solid founda-

tion for the Group’s medium- to long-term growth. 

A key focus during the fiscal year was on the fur-

ther building and strengthening of the product 

pipeline across all development stages. On the reg-

ulatory approval front, a particularly significant stra-

tegic milestone was attained with FYB206, 

Formycon’s candidate biosimilar to Keytruda®. Fol-

lowing positive feedback from the U.S. Food and 

Drug Administration (FDA), development has been 

allowed to proceed without the need for a compar-

ative efficacy study (phase III clinical trials). This pio-

neering regulatory breakthrough serves not only to 

considerably reduce the total investment require-

ment but also to significantly shorten the develop-

ment timeframe. In parallel, the recruitment of study 

participants for the clinical pharmacokinetics study 

was completed as planned, thus further raising the 

project’s visibility and significantly enhancing its at-

tractiveness to commercialization partners, a nota-

ble example being the strikingly successful partner-

ship deal at the end of 2025 for FYB206 in the 

North American and MENA regions. 

Substantial progress was also made on other pipe-

line projects. Technical Proof of Similarity (TPoS) 

was attained for FYB208, Formycon’s candidate bi-

osimilar to Dupixent®. This milestone clears the way 

to move the project into the next phase, including 

 
82  https://www.iqvia.com/library/white-papers/the-impact-of-biosimilar-compe-

tition-in-europe-2025? 

concrete preparations and planning for clinical de-

velopment and commercial-scale manufacturing. 

Formycon’s early-stage biosimilar projects, and the 

development advances which these are already 

yielding, are strengthening the strategic breadth of 

the Company’s pipeline and thus its future pro-

spects. These advances also underscore the 

Group’s technological expertise, proven regulatory 

competencies and operational excellence. 

Alongside the progress in the early-stage pipeline, 

the fiscal year also saw significant progress devel-

opments in Formycon’s projects in more advanced 

stages. 

Over the course of 2025, the temporary suspen-

sion of U.S. marketing of FYB201/Cimerli® led to a 

significant decline in U.S. sales and associated li-

cense revenues, which had a dampening effect on 

Formycon’s share of Bioeq AG earnings. In other in-

ternational markets, including Europe and the 

MENA region, marketing of FYB201 continued un-

changed. In addition, the introduction of the tech-

nologically innovative pre-filled syringe in several 

European countries strengthened FYB201’s com-

petitive position. As of the beginning of January 

2026, Cimerli® is once again available in the U.S. 

market. 

The additional approval of Nufymco® in the United 

States represents a true first in the industry, ena-

bling the complementary marketing of a second bi-

osimilar product to emerge from the FYB201 pro-

gram and laying the foundation for an expanded 

commercial presence in the world’s largest biosimi-

lar market. The resulting partnership with Zydus 

and the associated advance payment to Bioeq AG 

positively impacted the at-equity share of earnings, 

which was € 1.2 million for full-year 2025 (2024: 

€ 12.1 million). 

During the fiscal year, FYB202, Formycon’s biosimi-

lar to Stelara®, received additional approvals in 

Canada and the UK. However, market penetration 

of the ustekinumab biosimilar, particularly in the 
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U.S. market, was slower than initially anticipated. 

Even prior to the market launch, which was able to 

take place ahead of plan thanks to the settlement 

agreement reached with Johnson & Johnson, in-

tense market competition with significantly greater 

price pressure on biosimilars became increasingly 

apparent in the course of commercial negotiations 

between marketing partner Fresenius Kabi and the 

relevant U.S. partners. The fact that most of the ma-

jor pharmacy benefit managers (PBM) in the U.S. 

have so far chosen to remain with the reference 

product has also served to slow U.S. market pene-

tration for these biosimilars. Consequently, royalties 

for FYB202 remained relatively low in the first few 

months following market launch.  While revenue 

contributions from FYB202/Otulfi® increased signif-

icantly in the fourth quarter of 2025 due to the ex-

clusive U.S. distribution agreement concluded by 

Fresenius Kabi with CivicaScript, the the product is 

still in the early phase of commercialization and did 

not ramp up as quickly as expected. For this rea-

son, further adjustments to the valuation model and 

accounting treatment were necessary. 

Nevertheless, the Management Board remains con-

vinced of the medium- to long-term international 

potential of this product. The underlying market op-

portunities remain unchanged, even if the timing of 

individual revenue contributions has shifted. The 

current efforts of the Trump administration to dis-

mantle the opaque discount mechanisms of the 

PBMs and pave the way for greater biosimilar pen-

etration support this assessment. 

In parallel with Formycon’s operational and regula-

tory progress, significant steps were taken in the 

areas of partnerships and commercialization. Re-

gional out-licensing agreements were secured for 

FYB206 in North America and the MENA region. 

Following the closing date, an additional partner-

ship was announced for key countries in the APAC 

region, the closing of which, along with the associ-

ated revenue-generating upfront payments, had 

been originally planned for fiscal year 2025. 

A patent agreement has been reached with the ref-

erence drug manufacturer for FYB203/Ahzantive®, 

enabling market entry in the U.S. in the fourth quar-

ter of 2026. 

Furthermore, FYB203 (reference product: Eylea®) 

has been approved in both the EU and the UK. Re-

gional marketing partnerships for FYB203 have 

been established between Klinge Biopharma and 

other renowned partner companies such as Teva 

(Europe), Valorum Biologics (U.S./Canada), Lotus 

Pharmaceuticals (APAC), Megalabs (LATAM), Actor 

(Australia), Horus (selected European countries), 

and NTC (Italy). For the first time, Formycon is as-

suming full responsibility for organizing the supply 

chain and market distribution for FYB203, further 

strengthening its strategic position as an integrated 

partner for development and product supply. 

The Group’s consolidated full-year revenue for fis-

cal year 2025 was € 44.5 million (2024: € 69.7 mil-

lion), below the lower end of the originally forecast 

range (€ 55.0 million to €65.0 million). The shortfall 

is largely attributable to longer negotiations to con-

clude further commercialization and development 

partnerships, for example for the Keytruda® biosimi-

lar candidate FYB206, in order to optimize their fi-

nancial terms. In addition, recognition of milestone 

events anticipated for Q4 shifted to the first quarter 

of 2026. 

The projects and contractual agreements underly-

ing the original forecast remain in place or have 

been established meaning that the milestone-re-

lated revenues do not represent permanently lost 

revenue but rather timing shifts to fiscal year 2026.  

As of the close of the fiscal year, the Group’s bal-

ance sheet and financial condition remained solid. 

A key component of Formycon’s financing strategy 

during the year was the successful placement of 

the corporate bond issuance, which served to 

strengthen the liquidity base, increase planning 

certainty, and sustainably improve the Group’s fi-

nancial flexibility. 

The Group's earnings before interest, taxes, depre-

ciation and amortization (EBITDA) amounted 

to € -3.6 million (2024: € -13.7 million), largely re-

flecting research and development expenses, 

along with sales revenues, the associated cost of 

sales and general and administrative expenses. 

This key financial performance indicator therefore 
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ended the year clearly above the originally forecast 

range (€ -10 million to € -20 million). 

Adjusted EBITDA of € -2.3 million (2024: € -1.6 mil-

lion) additionally includes Formycon’s earnings from 

FYB201, its ranibizumab biosimilar, which is primar-

ily reported as an at-equity result below EBITDA 

through Formycon’s 50% shareholding in Bioeq AG. 

This figure was also significantly above the origi-

nally forecast range of € -10 million to € -20 million, 

largely thanks to the upfront payment from market-

ing partner Zydus following the successful conclu-

sion of a licensing agreement with Bioeq AG for 

FYB201/Nufymco®. A detailed explanation can be 

found in the segment report in the Notes to the 

Consolidated Financial Statements. 

The equity ratio at the close of 2025 was approx. 

54% (2024: 60%), while cash and cash equivalents 

closed the year at € 68.8 million (2024: € 41.8 mil-

lion). Working capital was € 70.1 million (2024: 

€ 55.1 million), above the projected range of € 55 

million to € 65 million. This favorable result is pri-

marily attributable to the proceeds of the bond is-

suance along with upfront payments from the li-

censing partnerships for Formycon’s FYB206 bio-

similar candidate. 

Formycon consistently aligns its corporate strategy 

across its four strategic pillars: geographic diversifi-

cation, an intelligent portfolio strategy with con-

sistent execution, scientific excellence and innova-

tion not only in development work but also in the 

regulatory approval process, and operational excel-

lence and lean development with close attention to 

cost efficiency. These principles guide the Com-

pany’s key decisions, particularly in the areas of 

project pipeline, partnerships and capital allocation. 

They proved their worth during fiscal year 2025 

and form the basis for the sustainable further devel-

opment of Formycon’s business model. 

Drawing upon its successful development and ap-

proval of three biosimilar products to date, the 

Company made a strategic decision to leverage the 

experience gained through these to consolidate re-

sources and further optimize their allocation. Re-

cent favorable regulatory developments, in particu-

lar simplifications to the biosimilar approval process 

such as the waiving of separate clinical efficacy 

studies (phase III clinical trials) as a standard re-

quirement, are serving to shorten development cy-

cles and make them more efficient while more 

broadly enabling related improvements to organi-

zational and cost structures. Moreover, the increas-

ing use of digital technologies and artificial intelli-

gence is providing new avenues to focus and 

streamline the biosimilar development processes. 

In summary, the Management Board assesses the 

Group’s business performance during fiscal year 

2025 as fundamentally successful, both strategi-

cally and operationally. Despite challenges in the 

commercial market environment and a slower-than-

expected sales growth trajectory, recent changes in 

the regulatory framework are creating a favorable 

environment for faster and more cost-efficient bio-

similar development. Formycon’s core scientific ex-

pertise will play a central role in taking full ad-

vantage of this. The operational and regulatory 

milestones achieved during the year underscore 

the steady progress of Formycon’s pipeline and the 

value being created. Formycon’s attainment in 

2025 of the leading position among Keytruda® bio-

similar developers is particularly noteworthy. The 

expanded development of Formycon products al-

ready on the market with additional targeted 

presentations and complementary semi-exclusive 

distribution partnerships, as well as the optimization 

of the Group’s organizational structures and its 

solid financial foundation, are working together to 

sustainably strengthen Formycon’s competitive po-

sition. Against this backdrop, the Group considers 

itself well-positioned to achieve further growth in 

the coming years and to transition to sustainable 

EBITDA profitability. 
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Comparison of actual and forecast business perfor-
mance             

in € million   
2024 

actual   

Finacial 

forcast for 

2025 from 
the 2024 
anual re-

port   

Half-year 

figures for 

2025 and 
forecast on 
Aug. 13, 

2025   

Ad hoc 
with pre-
liminary 

numbers 
for fiscal 

year 2025 
on March 

4, 2026   

Ad hoc 
with pre-
liminary 

numbers 
for fiscal 

year 2025 
on April 15, 

2026   Reason   
2025   

actual 

Revenue 

  

69.7   55,0 to 

65,0 
  55,0 to 

65,0 
  approx. 

45.0 
  approx. 

45.0 
  Longer negotiations re-

garding the conclusion 

of further commerciali-
zation and development 
partnerships, as well as 

postponement of antici-
pated milestone 
achievements and a 

weaker-than-expected 
contribution from licens-
ing revenue derived 

from product sales for 
FYB202 

  44.5 

EBITDA 

  

-13.7   -20,0 to -

10,0 
  -20,0 to -

10,0 
  approx. -

12.0 
  approx. -4.0   Intensive cost manage-

ment, higher capitalized 

development costs and 
development costs to 
be incurred at a later 

point in time 

  -3.6 

Adjusted 

EBITDA 

  

-1.6   -20,0 to -

10,0 
  -20,0 to -

10,0 

  

approx. -7.0 

  

approx. -2.0   Upfront payments from 

partnerships with 

FYB201/Nufymco led to 
improved equity-
method earnings 

  -2.3 

Working 

capital 

  

55.1   25,0 to 

35,0 

  55,0 to 

65,0 

  approx. 

73.0 

  approx. 

70.0 

  Proceeds of €70.0 mil-

lion from a corporate 
bond, as well as ad-

vance payments under 
the first commercializa-
tion partnerships for 

FYB206 

  70.1 
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Financial condition and 
financial performance 

During fiscal year 2025, Formycon Group gener-

ated consolidated revenue of € 44,476 thousand 

compared to € 69,674 thousand in the preceding 

fiscal year. The change was largely due to the ex-

pected decline in development services from 

€ 29,041 thousand in 2024 to € 9,741 thousand in 

2025, particularly as a result of the conclusion of 

the FYB203 and FYB201 projects. Furthermore, the 

Group received lower revenue contributions from li-

censing (2025: € 2,410 thousand; 2024: 

€ 7,104 thousand), primarily because of the tempo-

rary marketing pause in the U.S. of FYB201/Ci-

merli®. Additionally, licensing revenue from sales of 

FYB202/Otulfi® was below expectations. Partly off-

setting these negative effects, revenue from mile-

stones increased from € 24,028 thousand in 2024 

to € 28,087 thousand in 2025. These were primar-

ily characterized by the establishment of additional 

commercialization and development partnerships 

for the FYB206 and FYB202 projects. 

Full-year EBITDA amounted to € -3,571 thousand 

(prior year: € -13,736 thousand), a considerable im-

provement over the prior year despite a signifi-

cantly lower gross margin (2025: € 3,575 thousand; 

prior year: € 14,834 thousand). The improvement 

was largely attributable to roughly one-quarter de-

crease in research and development expenses. 

(2025: € 12,673 thousand, prior 

year: € 16,503 thousand). Adjusted EBITDA, which 

includes Formycon’s at-equity earnings contribu-

tions from its shareholding in Bioeq AG in the 

amount of € 1,227 thousand (prior year: 

€ 12,087 thousand), was € -2,344 thousand for the 

fiscal year, compared to € -1,649 thousand in the 

preceding year. The earnings contribution from Bi-

oeq AG was likewise significantly impacted by the 

temporary U.S. marketing pause of FYB201. 

The annual net loss was € -64,696 thousand (prior 

year: € -125,672 thousand) significantly impacted 

by write-downs taken during 2025 on Formycon’s 

investment participation in Bioeq AG and, to an 

even greater extent, on the intangible assets car-

ried for FYB202. Both of these asset-side effects 

were offset by decreases in related liabilities, in 

particular in the fair value of contingent purchase 

price payments (earn-outs). In recognition of the un-

favorable market environment and pricing develop-

ments, particularly in the United States, Formycon’s 

planning for both projects was carefully reviewed 

and adjusted accordingly, in the current fiscal year 

as in the preceding year. As a result of these adjust-

ments, the valuation of Formycon’s shareholding in 

Bioeq AG was written down by € 17,890 thousand, 

which impacted the annual net loss accordingly, 

while the related liability carried for future condi-

tional purchase price payments to ATHOS was re-

duced by € 12,223 thousand, partly offsetting the 

impact on the annual net loss. As to the intangible 

assets carried for FYB202, these were revalued 

and written down by € 59,597 thousand under the 

impairment testing for FYB202, with an offsetting 

decrease of € 13,592 thousand in the correspond-

ing deferred tax liability and a decrease of 

€ 5,123 thousand in the corresponding contingent 

purchase price liability. 

In line with its business model, Formycon Group 

continued during 2025 to vigorously drive forward 

with the development of its biosimilar projects. As a 

result of the out-licensing of FYB201 at the end of 

2013, of FYB203 in 2015, of FYB202 in 2023 and 

the partial out-licensing of FYB2026 in 2025, 

Formycon generated significant revenue, as in pre-

vious years, through ongoing contractual payments 

received for development services provided by 

Formycon on behalf of its licensees. In the case of 

FYB201 and FYB203, Formycon continued to pass 

on costs incurred for development work and clinical 

studies to the respective license partners. Newly in 

December of 2025, an agreement for the 
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commercialization of the FYB202 product was con-

cluded with Zydus LifeSciences for North America 

and with MS Pharma for the MENA region. The 

agreement encompasses transfer of the product li-

cense, advance payments, success-related pay-

ments through to regulatory approval in the respec-

tive regions, and license payments from subse-

quent product sales. Under this agreement, reve-

nue of € 15,000 thousand was recorded and cash 

in the amount of € 10,000 thousand received dur-

ing the fiscal year. With the signing of the agree-

ment, moreover, investments incurred from this 

date onward have been recorded as cost of sales 

and no longer capitalized as intangible assets. 

The ongoing development work on Formycon’s bi-

osimilar candidates FYB208 and FYB210 resulted 

in a further increase in research and development 

expenditures, although in the case of FYB208, the 

impact on current expense and net income was 

somewhat mitigated by the successful achievement 

of TPoS in October 2025, triggering the capitaliza-

tion of development outlays from this milestone on-

ward. As reported in the previous fiscal year, the 

development expenditures for FYB206 were like-

wise capitalized, specifically including the costs of 

the phase I clinical trials. 

As of December 31, 2025, the Group equity ratio 

was  54.0% (prior year:  59.8%). The Group’s non-

current assets are largely covered by equity and 

non-current liabilities for conditional purchase price 

and Nordic bond payment obligations, which is 

suggestive of a solid balance sheet structure. More 

than one half of current assets are in the form of 

cash and other liquid assets.  

Current liabilities at year end included the current 

portion of the conditional purchase price payment 

obligations in the amount of € 12,083 thousand re-

sulting from the 2022 share transaction with 

ATHOS for the reacquisition of FYB201 and 

FYB202 rights. As in the past, key liquidity indica-

tors such as cash and cash equivalents and work-

ing capital remained adequate. Current assets of 

€ 125,031 thousand were offset by current liabilities 

(excluding current portion of conditional purchase 

price) of € 41,477 thousand. In July of 2025, the 

Group placed an unsecured floating-rate bond 

issuance in the amount of € 70,000 thousand with 

a term of four years and bearing interest at the 

three-month Euribor rate plus a margin of 7.0% p.a. 

The cash proceeds to the Company are being used 

to finance the further development and expansion 

of its biosimilar product portfolio within the frame-

work of the Group’s growth strategy. Following the 

successful bond financing, the previously existing 

shareholder credit line with zero outstanding bal-

ance was closed out in accordance with the con-

tractual terms. 

As of the fiscal year close, the Group held cash and 

other liquid assets totaling € 68,845 thousand 

(prior year: € 41,834 thousand) and net working 

capital (including cash and other liquid assets) in 

the amount of  € 70,115 thousand (prior 

year: € 55,106 thousand). The increase compared 

to the prior year is the result of the proceeds of the 

bond issuance transaction along with the net cash 

flow effect of the Group’s business performance 

during the fiscal year. Cash flow from (for) operating 

activities improved from € -23,221 thousand to 

€ 10,783 thousand, in line with the change in an-

nual earnings. Cash flow from (for) investing activi-

ties largely reflects the year’s investments into the 

FYB202, FYB206 and FYB208 development pro-

jects, which were partly offset by the repayment by 

Bioeq AG of Formycon’s shareholder loan in the 

amount of € 15,000 thousand, resulting in a sizable 

net increase in cash flow for investing activities 

from € -1,459 thousand to € -37,455 thousand. In 

addition to the inflows from the bond issuance in 

the amount of € 70,000 thousand , the Group again 

paid the current portion of its liabilities, resulting in 

net cash flow from financing activities in the 

amount of € 53,684 thousand (prior year: 

€ 39,478 thousand). 

In terms of reportable operating segments, the per-

formance of the FYB201 segment during the fiscal 

year was largely in line with Formycon’s expecta-

tions. Revenue within this segment, which consists 

primarily of license revenue determined on the ba-

sis of global product sales, totaled € 4,965 thou-

sand during the fiscal year compared to 

€ 17,293 thousand in the preceding year. In addi-

tion to Formycon’s at-equity share of earnings from 

Bioeq AG, these amounts include revenue from the 
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pass-through of development costs. The decline in 

segment license revenue was primarily due to the 

decision of Formycon’s commercialization partner 

to pause the marketing of FYB201 starting from the 

end of the first quarter of 2025. The decline was, 

however, offset by the successful conclusion of an 

additional partnership with Zydus Lifesciences for 

the marketing in North America, including an up-

front payment. Formycon’s total earnings from its 

investment participation in Bioeq AG in the amount 

of € 1,227 thousand, compared to € 12,087 thou-

sand in the preceding year, was thus in line with ex-

pectations. Nevertheless, the impairment testing 

carried out identified an impairment loss in the 

amount of € 17,890 thousand in recognition of the 

continued diminished outlook which was recorded 

accordingly as a write-down. 

The FYB202 segment faced a challenging market 

environment during the fiscal year. In addition to 

revenue recognized from the marketing activities of 

partner Fresenius Kabi, additional revenue was rec-

ognized during the fiscal year from the marketing 

partner for Germany and the MENA region. In addi-

tion, revenue was generated from product sales of 

inventory remaining from development activities, 

resulting in total revenue of € 11,992 thousand 

compared to € 34,683 thousand in the preceding 

fiscal year, with the decrease primarily due to signif-

icant non-recurring milestone revenue recognized 

in 2024. In recognition of the continued challeng-

ing outlook for future product sales, particularly in 

view of the persistently difficult market environ-

ment, an impairment test was performed for the 

FYB202 cash-generating unit (CGU) as of Decem-

ber 31, 2025, resulting in an impairment write-down 

of € 46,005 thousand after tax. As of the fiscal year 

close, the book value of the CGU was 

€ 247,137 thousand. 

Within the FYB203 segment, revenues of  

€ 10,077 thousand (prior year: € 17,676 thousand) 

were reported during the fiscal year, resulting 

largely from the pass-through of development costs 

incurred. These costs are expected to diminish as 

development activities reach completion. In addi-

tion, initial revenues were generated from the 

newly concluded agreement with Klinge Pharma 

covering the organization of the supply chain, in-

cluding product manufacturing. 

In the FYB206 segment, revenues were reported 

for the first time in fiscal year 2025 in the amount of 

€ 17,211 thousand (prior year: € 0 thousand). These 

were primarily generated from the new partner-

ships with MS Pharma (MENA) and Zydus LifeSci-

ences (North America) signed at the end of 2025, 

in particular the advance payments and initial mile-

stone payments due under the terms of the agree-

ment. 

The remaining segments FYB208 and FYB209 de-

veloped as expected during the fiscal year and 

have not yet reached the stage at which they are 

expected to generate revenue and are presented 

in the segment reporting partially under the posi-

tion remaining amount.
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Financial management

Principles and objectives 

The guiding principle and central objective of 

Formycon Group’s financial management is to en-

sure that sufficient liquidity is available in order for 

its development projects to be carried out accord-

ing to plan. 

Liquidity management 

Toward this end, expected cash flows from the 

Group’s individual projects are regularly analyzed 

and updated so that Formycon is at all times able to 

maintain an overview of expected future project 

spending needs. With its five-year planning horizon, 

the Group is well able to anticipate changing needs 

and to take measures as necessary, thereby proac-

tively managing its liquidity. Liquidity is centrally 

monitored at the Group’s headquarters in the Mu-

nich suburb of Martinsried/Planegg. 

Overview of financial position 

The Group’s cash and cash equivalents (working 

capital as described above), including the proceeds 

of the unsecured floating-rate bond issue placed in 

July 2025 in the amount of € 70.0 million, ensure 

Formycon’s ability to finance its development pro-

jects.  

Limiting of financial risks 

Formycon Group is not currently exposed to any 

significant financial risks. Payment obligations in 

foreign currencies (USD, GBP, CHF and JPY) are 

not material to the Group. Due to the relatively bal-

anced natural hedge inherent to Formycon’s busi-

ness model and the moderate actual volatility, there 

has been no significant impact to date on the 

Group’s assets, financial condition or earnings. In-

terest rate risks are generally not material. The sole 

such risk associated with the floating-rate corporate 

bond issue of 2025 is that of changes in the three-

month Euribor rate. 

Investment analysis 

Significant investments in long-term assets cur-

rently consist primarily of capitalized development 

costs for the FYB206 and FYB208 projects as well 

as the auto-injector for FYB202, which are also al-

located to the respective segments. Significant in-

vestments in the completion of the development 

are likewise expected in future years. Substantial 

and necessary items of property, plant and equip-

ment, primarily laboratory equipment, are typically 

financed through lease agreements. 
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Financial performance 
of Formycon AG 

In addition to the above review of the consolidated 

financial performance of Formycon Group, this sec-

tion provides an overview of the financial perfor-

mance specifically of the Formycon AG parent en-

tity, the financial statements of which have been 

prepared for fiscal year 2025, as in prior years, in 

accordance with the German Commercial Code 

(Handelsgesetzbuch, HGB). The complete financial 

statements with related documents are published 

separately. As Formycon Group’s parent company, 

Formycon AG determines the Group’s overall stra-

tegic management, financial management, and 

communications with the capital markets and with 

shareholders. Formycon AG is an active operating 

company engaged in the business of biosimilars 

development at one location, which is its headquar-

ters in the Munich suburb of Martinsried/Planegg, 

Germany. Formycon AG generates its revenue from 

the provision under so-called “FTE agreements”83 

of research and development services for biosimi-

lar candidates initiated by Formycon and subse-

quently out-licensed or developed through partner-

ships, as well as from upfront and milestone pay-

ments and license payments generated from prod-

uct sales by Formycon’s partner companies. 

Formycon AG also supports its partners in manag-

ing the relevant supply chains to ensure the market 

supply of selected biosimilar products. In the cur-

rent phase of Formycon’s corporate development, 

its biosimilar products are marketed solely via com-

mercialization partners. 

Profitability of Formycon AG in accordance with 

German statutory accounting (HGB) 

During the reporting period, the Formycon AG gen-

erated revenue of € 40,597 thousand compared to 

€ 33,906 thousand in the prior fiscal year. This was 

 
83  These agreements are commonly called as such because remuneration is based 

upon the full-time equivalent (FTE) method, a standardized measure of head-
count. 

the result of advance payments and milestone pay-

ments from the new FYB206 partnerships, as well 

as initial revenue shares from the FYB202 market 

launch. Additionally, internal cost allocations for the 

FYB201 and FYB203 projects continued to decline 

as planned. 

Formycon AG's EBITDA amounted to 

€ -65,019 thousand (prior year: € -59,753 thousand) 

while the annual net loss was € 53,669 thousand 

(prior year: annual net loss of € 129,019 thousand). 

The change in EBITDA was primarily due to an in-

crease in costs for the FYB206 through FYB210 de-

velopment projects, for which Formycon AG bore 

the full cost. In particular, the costs associated with 

the clinical development of FYB206 and the ad-

vancing maturity of the FYB208 development had a 

significant impact. Additionally, lower personnel 

costs, as well as increased consulting costs for fi-

nancing projects and ongoing digitalization, includ-

ing, in particular, the implementation of new ERP 

software, played a role. 

Both operating costs and EBITDA met the Execu-

tive Board’s expectations thanks to rigorous cost 

management. Revenue, however, fell slightly short 

of expectations, primarily due to a slower increase 

in revenue from FYB202 following the market 

launch at the end of Q1 2025, as well as a tempo-

rary suspension of marketing for FYB201 in the U.S. 

after the first quarter of 2025. 

The change in annual net loss was largely attributa-

ble to the effects of the updated projections and 

planning for the FYB201 and FYB202 projects, re-

sulting in write-downs of € 16,663 thousand on 

Formycon’s investment participation in Bioeq AG 

and € 48,314 thousand on its shareholding in 

FYB202 Project GmbH. The accompanying reduc-

tions in the respective provisions for contingent 

purchase price obligations in the amount of 

€ 88,923 thousand, however, had an offsetting im-

pact on the annual net loss. 

In line with its business model, Formycon AG stead-

ily pushed forward during 2025 with the 
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development of its biosimilars pipeline. As a result 

of the out-licensing deals for FYB201 signed at the 

end of 2013, for FYB202 at the beginning of 2023, 

for FYB203 in 2015 and for FYB206 at the end of 

2025, the Company generated significant revenue, 

as in previous fiscal years. For some of these pro-

jects, Formycon AG received ongoing remuneration 

for product development services provided on be-

half of the licensees. In the case of the FYB201 and 

FYB203 projects, Formycon AG passed on its de-

velopment expenses to its respective wholly-

owned subsidiaries, Formycon Project 201 GmbH 

and Formycon Project 203 GmbH, which in turn 

charged these costs to the respective licensees. 

Within the framework of the 2017 joint venture es-

tablished with Aristo Pharma GmbH, Formycon as-

signed the rights to the FYB202 project to two pro-

ject-specific entities, FYB202 GmbH & Co. KG and 

FYB202 Project GmbH. Since then, Formycon AG 

has been charging FYB202 Project GmbH for all 

development costs incurred for FYB202. Effective 

May 1, 2022, Formycon AG acquired 100% of the 

shares in FYB202 Project GmbH. Development 

costs for FYB202 continue to be charged to this 

subsidiary. 

By court entry into the Company’s commercial reg-

ister on August 4, 2025, the previously fully consol-

idated Clinical Research GmbH was merged into 

Formycon AG retroactively to January 1, 2025, re-

sulting in a merger-related loss of € 92 thousand. 

At the time of the merger consolidation, Clinical Re-

search GmbH had no significant operational or 

other value-generating activities. 

Balance sheet structure of Formycon AG in ac-

cordance with German statutory accounting 

(HGB) 

As of Dec. 31, 2025, the equity capital ratio for the 

company was 43.3% compared to 48.9% at the 

close of the prior fiscal year. Non-current assets are 

more than fully covered by equity capital and the 

provision for the conditional purchase payments, 

which is suggestive of a solid balance sheet struc-

ture. The Group’s current assets consist almost 

completely of cash, cash equivalents and marketa-

ble securities and thus involve negligible risks. 

Financial assets declined from € 568,778 thousand 

to € 483,873 thousand compared to the prior-year 

close, largely due to the revaluations and unsched-

uled write-downs. Current assets rose from 

€ 75,292 thousand to € 121,420 thousand. as a re-

sult of the cash proceeds from the successful bond 

placement transaction in July 2025. At the same 

time, receivables from affiliated companies de-

clined by € 7,846 thousand to € 8,200 thousand. 

In addition to these changes in balance sheet struc-

ture, other provisions also declined by 

€ 79,790 thousand to € 233,805 thousand, largely 

due to the updated planning for the FYB201 and 

FYB202 projects and to the updated estimates of 

expected payments of Formycon’s conditional pur-

chase price obligations resulting from the Bioeq AG 

share acquisition transaction.  

Financial position of Formycon AG in accordance 

with German statutory accounting (HGB) 

The financial position of the Formycon AG remains 

balanced. As in the past, the key liquidity indicators 

cash and cash equivalents and working capital 

were adequate. Current assets of € 121,420 thou-

sand are offset by current liabilities (including the 

current portion of the conditional purchase price 

payments) in the amount of € 53,132 thousand. The 

Company did not have any bank loans during the 

period. In July of 2025, Formycon announced the 

successful placement of a bond issue totaling € 

70,000 thousand and maturing in July of 2029, 

thereby strengthening the Company’s long-term li-

quidity. The previously existing credit line of up to 

€ 48.000 thousand provided by Formycon share-

holders over prior years was subsequently termi-

nated with zero outstanding balance. As of the fis-

cal year end, the Group held cash and cash equiva-

lents in the amount of € 66,874 thousand.  

In line with the improvement in operating earnings 

compared to the prior year, net cash flow from (for) 

operating activities improved to € -51,933 thousand 

for fiscal year 2025 compared to € -83,432 thou-

sand for 2024. Drivers for this improvement were 

higher trade payables along with lower prepay-

ments and higher net finance income. Higher in-

vestments in intangible assets were partly offset by 
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the partial repayment of the € 15.000 thousand 

loan granted to Bioeq AG, leading to an increase in 

cash flow from investing activities from € 34 thou-

sand to € 16,982 thousand. Cash flow from financ-

ing activities was significantly impacted by the 

placement during the fiscal year of the Nordic bond 

issue in the amount of € 70,000 thousand, result-

ing in a net cash inflow of € 67,191 thousand com-

pared to € 92,529 thousand in the prior year. Cash 

and cash equivalents at the parent-company level 

thus rose to € 66,874 thousand, compared to 

€ 34,635 thousand as of Dec. 31, 2024. 
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Other non-financial  
aspects

Staff 

The development of biosimilars is a research-inten-

sive field of activity requiring the expertise of highly 

qualified and capable employees. For this reason, 

financial performance indicators alone cannot pro-

vide a complete picture of Formycon’s value crea-

tion potential, and therefore the Management 

Board, in managing the Group, also considers such 

other non-financial aspects. Above all, these in-

clude the critically important activities of the 

Group’s workforce, who contribute their 

knowledge, their skill and their passion for biosimi-

lars development each and every day, thereby 

forming the basis for Formycon’s success. 

The positive developments already described 

which have the effect of significantly easing the 

regulatory burden, notably the elimination of phase 

III clinical trials as a standard requirement, are pav-

ing the way to shorter and more cost-effective bio-

similar development cycles, thereby allowing 

Formycon to strategically realign its organization 

and processes for greater efficiency. Furthermore, 

with the successful development and approval of 

three biosimilar products already behind it, the 

Company is now able to better leverage its experi-

ence to strategically consolidate its resources, to 

further optimize resource allocation, and to signifi-

cantly reduce costs. Finally, the increased use of 

digital technologies, in particular artificial intelli-

gence, is increasingly providing new opportunities 

for the Company to make its development pro-

cesses more focused and streamlined, and thus 

more competitive. 

In view of these developments, and after careful 

consideration, the Company implemented appropri-

ate staff reductions from December 1, 2025 and in 

accordance with its social responsibilities. As of De-

cember 31, 2025, Formycon Group employed a to-

tal headcount of 203 persons (Dec. 31, 2024: 250). 

In the interest of increasing the informative value of 

the number of employees by function and taking 

into account the proportion of part-time employees, 

Formycon Group also reports the average number 

of full-time equivalents (FTEs) as of December 31, 

2025, and the percentage change compared to 

December 31, 2025: 

 

Unaudited information 

Average Formycon Group staffing during the period by function 
(in FTE, rounded, including Executive Board members) 

   2025   2024   Change 

Research and development   160.1   170.7   -6.2% 

Business operations   13.4   12.9   +3.9% 

General and administrative   38.9   33.4   +16% 

Total   212.4   217.0   -2.1% 
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Unaudited information  
 

Educational level of Formycon staff – 
more than 80% with university degree 
 

 

 

     

Unaudited information  

 

Diversity of  
Formycon staff 
 

84  
 

 

 

 
84  Unaudited information 
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Unaudited information  

 

Division of second-level management by gender 
 
 

 
 

    

Unaudited information  

 

Division of all management positions by gender 

 
 

 
 

    

Staff expenses for Formycon AG for fiscal year 

2025 rose slightly to € 25,959 thousand (prior 

year: € 24,959 thousand). The increased staff ex-

penses, despite the carefully considered and so-

cially responsible staff reductions as of December 1, 

2025 described above, are mainly due to one-off 

payments related to this organizational streamlin-

ing.85 

 
85  Unaudited information 

Formycon Group’s workforce is highly qualified, 

particularly in terms of educational level, and train-

ing is also a company priority. As of December 31, 

2025, over 80% of the Group’s employees have 

completed a university degree, which in the case of  
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37% is a doctoral degree.86 Since 2022 Formycon 

has been cooperating with the regional chamber of 

commerce (IHK) in offering technical vocational 

training positions for young people, under which it 

currently employs three trainees as IT specialists 

for systems integration within the Information and 
Business Technology (IBT) department.87 In addi-

tion, a qualified vocational training program in of-

fice management was initiated in September 2025, 

with one trainee already in the program. 

As to gender diversity, some 60% of the Group’s 

workforce is female. The employee average age as 

of December 31, 2025 was 43 years.88 Formycon is 

proud of the diverse organization that it has devel-

oped over the years. The international diversity of 

Formycon’s staff, from 27 different countries, rein-

forces its self-image as a truly global organization 

and biopharmaceutical company.89 

Research and development 

Because Formycon has been, over the past fiscal 

year as in the preceding years, and remains today 

focused primarily on the development of its own bi-

osimilar projects, out-licensed projects, and those 

under development through partnerships, the 

Group’s activities are essentially limited to research 

and development activities. A large part of the 

Group’s reported sales revenue results from the 

provision of staff services under so-called “FTE 

agreements” for development work on biosimilar 

candidates that have been previously licensed out 

or are under development through partnerships. 

As of December 31, 2025, a total of 124.6 group 

employees were, on a full-time equivalent (FTE) 

basis, working in research and development (Dec. 

31, 2024: 174,2).90 During the reporting period, re-

search and development costs of € 54,630 thou-

sand were capitalized. These costs relate, firstly, to 

the further development of the FYB206 project, 

which reached the TPoS development milestone in 

2022; from that point on, it became mandatory to 

capitalize costs incurred after that milestone. Sec-

ondly, the FYB208 project reached the TPoS devel-

opment milestone during the fiscal year. Upon 

reaching the TPoS, the Group also capitalizes all in-

ternal and external development costs prospec-

tively in this case. Product development is pro-

gressing, so a successful development trajectory 

can still be expected. Together with the develop-

ment costs capitalized in previous years for ongo-

ing projects, this results in a carrying amount of 

work in progress of € 102,031 thousand as of De-

cember 31, 2025 (December 31, 2024: € 51,081 

thousand). The costs of the FYB202 project recog-

nized here in the prior year were classified as com-

pleted following the product’s approval in the U.S. 

and Europe, and scheduled amortization began in  

October 2024. 

The productivity of Formycon’s research and devel-

opment staff, measured in terms of hours directly 

allocable to development projects, remained at the 

similarly high level of previous years. During the re-

porting period, 79.3% (prior year: 83.9%) of all hours 

worked were project-related. Over this same pe-

riod, 21.3% (prior year: 18.0%) of hours worked were 

performed by employees who are not assigned to 

the research and development area.91 

 
86  Unaudited information 
87  Unaudited information 

88       Unaudited information 

89  Unaudited information 
90  Unaudited information 

91  Unaudited information 
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Report on risks and  
opportunities

Risk strategy and policies 

The effective management of risks and opportuni-

ties is an essential part of Formycon’s corporate 

management, serving to ensure that the company 

is able not only to realize its currently existing po-

tential as successfully as possible but also to max-

imize its future business and financial potential. 

Formycon understands risks as both internal and 

external events that could potentially have a nega-

tive impact on the achievement of its business ob-

jectives and forecasts. Working within the overall 

risk level which we consider justifiable and appro-

priate, the Management Board then decides which 

specific risks Formycon should accept in order to 

take best advantage of the available opportunities. 

Formycon’s goal is to identify risks as early and pro-

actively as possible, to assess them appropriately, 

and to mitigate or completely avoid them by taking 

suitable actions. The risk strategy, which encom-

passes Formycon’s entire scope of activities, is reg-

ularly reviewed by the Management Board and fur-

ther developed as necessary. The Management 

Board has approved Formycon’s risk policy as a 

framework for all relevant risk management activi-

ties and actions within Formycon’s enterprise risk 

management (ERM). 

Risk management system 

Formycon, one of the few independent developers 

of biosimilars, operates in a dynamic global market 

with many different participants and influencers. 

Business success is determined by the identifica-

tion of profit opportunities, along with an effective 

system for the best possible assessment of the 

many and varied risks associated with these. Regu-

lar reviews of this system further ensure that it is 

constantly improved and that, as circumstances 

change, changes are likewise made to the system 

promptly and in accordance with evolving needs. 

Risk management is a cornerstone of Formycon 

Group’s governance, ensuring compliance not only 

with legal and regulatory requirements but also 

with general principles of sound corporate govern-

ance. Regular bottom-up reporting from all depart-

mental areas is utilized to identify and analyze risks 

to the company wherever these may exist along 

the value chain, and wherever possible to mitigate 

them, with the aim of preventing these risks from 

occurring in the first place or, if this is not possible, 

to proactively manage the consequences in the 

event that the risk nonetheless materializes. The fo-

cus is first and foremost upon those risks that could 

have a significant adverse impact on business ac-

tivities or even jeopardize the Group’s continued 

existence. 

In 2024, Formycon established a new bottom-up 

risk reporting process to broaden and strengthen 

its system for the early detection of risks so that the 

company is able to gather risk-related information 

more rapidly and in a more structured manner. 

On this basis, risk reports are prepared and pre-

sented twice each year to the Management Board, 

which examines identified risks and possible addi-

tional routes of action to mitigate them. The Man-

agement Board, in turn, reports its findings to the 

Supervisory Board. 

In parallel with these ongoing risk monitoring pro-

cesses, the Group may also identify and report spe-

cial short-term risks that could require prompt ac-

tion so that effective and timely countermeasures 

may be put in place as necessary. 

The risk management system specifically encom-

passes the following risk areas, which are further 

described in the following sections: strategic risks, 

operational risks, project risks, patent and other IP 
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risks, regulatory and geopolitical risks, financial 

risks, industry, market and competitive risks, risks 

relating to environmental protection, health, and 

workplace safety, IT risks, ESG and climate risks, 

staff and process risks, and legal and compliance 

risks.  

 

The overview presented in the accompanying fig-

ure reflects our assessment of significant risks that 

could negatively impact our business and financial 

performance, our financial condition, and our repu-

tation over a multi-year planning horizon. The risk 

assessment in this overview is based upon the “net 

principle”, meaning that it takes into account the 

risk mitigation and hedging measures already in 

place. 
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Risks 

 

Strategic risks 

Compared to the development of an entirely new 

biopharmaceutical, the financial investment re-

quired for the development of a biosimilar drug is 

considerably less but nevertheless significant. The 

development of a biosimilar may cost in the range 

of US$ 150 to 300 million per product, requiring 

cost-intensive analytical, preclinical and clinical 

studies to demonstrate its comparability to the ref-

erence product in terms of quality, safety and effi-

cacy. Because of these complex requirements, the 

development of a biosimilar also requires a rela-

tively long development timeframe of seven to ten 

years until application for regulatory approval in the 

world’s highly regulated markets. 

The prospects for the future commercial success of 

a biosimilar development project are largely deter-

mined by the selection of product candidates at the 

start of the process. With its FYB201 and FYB203 

projects, Formycon is focusing on ophthalmic prep-

arations, while its FYB202 project is targeted at im-

munological disorders and FYB206 at immuno-on-

cological disorders.  

The future size and growth trajectory of these mar-

kets may be derived from existing sales statistics 

for the respective reference products. Declining 

sales of a reference product could result in a poten-

tial future market size for a biosimilar under devel-

opment by Formycon which is significantly smaller 

than originally assumed. This could, in the worst 

case, lead to future product sales inadequate to 

make the biosimilar development effort profitable 

and thus termination of the project. In such case, 

the anticipated future income would not be real-

ized. With its biosimilar candidates, Formycon is tar-

geting established high-revenue biopharmaceutical 

products. Provided that their development reaches 

successful completion, the profitability of these  

 

 

 

 

projects, as they stand right now, can be reasona-

bly assumed. 

Nevertheless, the possibility of a competitive situa-

tion cannot be ruled out in which the rate of market 

penetration, targeted volume of products sold 

and/or realizable product unit prices might be lower 

than anticipated, with correspondingly negative ef-

fects on revenue and earnings contributions. 

Operational and project risks associated  
with the development of biosimilars  

The quality, comparability, efficacy and safety of a 

biosimilar medicine must be comprehensively 

demonstrated to the regulatory authorities through 

analytical and preclinical studies along with clinical 

trials. Both the planning and implementation of any 

individual stage of product development could po-

tentially entail delays which are generally not pre-

dictable and which, in turn, would result in higher 

costs. There is, moreover, the risk that final regula-

tory approval of a biosimilar candidate might take 

longer than planned, or that the drug might not be 

approved at all. 

In its biosimilar development work, Formycon relies 

in part upon external partners. Should an external 

partner fail to provide the required resources, or fail 

to provide them within the required timeframe, or 

should the timeframe in which such resources are 

made available be shifted for other reasons, this 

could lead to delays in the Group’s development 

projects. 

With this in mind, Formycon plans all steps of prod-

uct development with the greatest possible care 

and, to the extent feasible, with reasonable time al-

lowances – derived from our own experience – for 

delays that might arise. Preclinical and clinical stud-

ies as well as the extensive program of analytical 
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characterization take place in close consultation 

with the respective authorities and with assistance 

and expert advice from outside specialists. Notwith-

standing this, the results or outcome of any such 

study cannot be completely predicted in advance.  

It cannot be ruled out that particular stages of a 

product development program might need to be re-

peated, that one or more such studies might not 

reach successful conclusion, or that a development 

program might fail in its entirety. Within the scope 

of the Group’s development activities, the produc-

tion of active ingredients and finished products by 

third-party producers represents a substantial cost 

component. It should be specifically noted here, in 

the context of risks that might arise, that such pro-

duction capacities must typically be planned and 

arranged with lead times of one to two years and 

that, for this reason, short-term changes to the pro-

ject cycle could result in additional waiting periods 

along with substantial cancellation fees. 

Another risk is that such outside partners might not 

be able to comply with the stringent regulatory re-

quirements which apply to gaining regulatory ap-

proval of a biosimilar drug, such as inspections and 

audits. Should such an event arise, regulatory ap-

proval could be delayed or completely denied. In 

addition, difficulties arising in the recruitment of pa-

tients for clinical trials, or in the availability of pro-

duction capacity, production components or precur-

sors, and/or other necessary inputs could have an 

impact on development works or clinical trials, 

thereby also adversely affecting the timeline and/or 

profitability of a drug development project or even 

jeopardizing a project in its entirety. 

Operational and project risks relating to clinical 
trials and to the role of Clinical Research GmbH 
as clinical trial sponsor 

Clinical Research GmbH acted, as a 100% subsidi-

ary of Formycon AG, as the designated sponsor for 

clinical trials, specifically for the FYB201, FYB202 

and FYB203 development projects. These have 

since been successfully completed and the prod-

ucts have been approved accordingly. Clinical Re-

search GmbH therefore no longer has any relevant 

function. For this reason, it was decided to merge 

Clinical Research GmbH into Formycon AG. With 

the entry into the commercial register (Han-

delsregister) on August 4, 2025, the merger trans-

action was fully completed. 

Formycon manages risks in clinical development 

and the conduct of clinical trials through an appro-

priate industry-standard monitoring and quality 

management system, using a risk-based approach 

in order to assess and ensure quality and safety 

through all phases of the clinical trial process. This 

includes but is not limited to ensuring the protec-

tion of clinical trial participants and the accuracy 

and reliability of the clinical trial results. Toward this 

end, predefined checks are regularly carried out 

along the entire clinical investigation process as 

part of the risk control system, with particular atten-

tion to relevant aspects of proper medical care, pa-

tient protection and data integrity. Any liability risks 

which may nonetheless arise are further managed 

through the insurance of participating patients 

within the framework of legal requirements. In the 

case of clinical trials involving biosimilars, however, 

it should be noted that the risk of harm to partici-

pating patients or other test subjects can generally 

be assessed as low because the proteins em-

ployed have been in regular clinical use by the 

originator for a number of years and have already 

become an established therapy for the respective 

indication.  

Although the risk of a loss event occurring has in-

creased due to a specific case, but it is still consid-

ered to be low or to have only a low potential for 

damage.  

As clinical trial sponsor, Formycon AG is, moreover, 

obligated to comply with detailed and rigorous reg-

ulatory requirements for good clinical practice 

(GCP) when conducting clinical trials of medicinal 

products for human use (GCP Regulation) when 

conducting trials. ICH-GCP is an internationally rec-

ognized standard and has an impact on other coun-

tries. It serves to protect patients and ensure the in-

tegrity and accuracy of the data and findings gener-

ated in the studies.The clinical trial sponsor, partici-

pating study centers and other parties involved in 

the clinical trials process are regularly subject to 

GCP inspections by local health authorities to 
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ensure compliance with these GCP regulatory re-

quirements.  

Patent and other intellectual property (IP) risks 

Formycon Group’s success, competitive position 

and future revenues depend upon its ability to navi-

gate the complex intellectual property landscape 

as it develops its biosimilar candidates with the aim 

of approval and market launch, generally as 

promptly as possible upon patent expiry of the orig-

inator drug. This means that Formycon must not 

only establish legal protections for its own intellec-

tual property and know-how but also ensure that it 

does not encroach upon the legitimate intellectual 

property rights of third parties, such as patents, 

trademarks and design rights. This may, under cer-

tain circumstances, also mean challenging the va-

lidity or scope of intellectual property rights claimed 

by third parties. 

The possibility of patent infringements, even if only 

alleged, is an inherent risk in biosimilar develop-

ment because of the large number of potentially 

relevant patents which must be considered. Dis-

putes with competitors or other patent owners, or 

defense against lawsuits claiming patent infringe-

ment, may pose a considerable financial burden. 

Particularly in the U.S., such legal actions can be 

very expensive. Such disputes may extend over a 

long period of time and thus lead to a delayed mar-

ket launch. In the worst case, such proceedings can 

result in restrictions on, or even the prohibition of, 

the marketing of one or more products within rele-

vant markets, and/or the imposition of sizable fines. 

Such a legal action could also make it necessary to 

cease the development, launch or marketing of one 

or more products. 

In order to avoid infringements upon the intellec-

tual property rights of others, Formycon conducts 

exhaustive patent searches already at the time that 

project candidates are selected, then continues to 

closely monitor the relevant patent environment 

over the course of the development of its biosimilar 

candidates. Nevertheless, the possibility cannot be 

excluded that Formycon could be the subject of pa-

tent litigation, even if such litigation is unjustified. In 

the U.S. in particular, patent litigation between the 

suppliers of reference products and biosimilar man-

ufacturers is standard procedure. 

Regulatory and political risks 

The requirements and conditions for the regulatory 

approval of drugs by the relevant authorities are 

subject to constant change. The risk cannot be ex-

cluded that these authorities might change the reg-

ulatory requirements in such a way as to impede, or 

even entirely preclude, the regulatory approval re-

quired for a biosimilar to reach market. Moreover, 

the political and public policy environment, particu-

larly in the European Union and the United States, 

may have a significant influence on market oppor-

tunities for biosimilars as a whole or within specific 

areas of indication. For example, politically influ-

enced changes to regulations governing biosimilars 

and their interchangeability with the original patent 

drugs may have an impact on competition or pric-

ing and thus have a significant impact on sales rev-

enue for the biosimilar market as a whole and on 

future Formycon-developed products in particular. 

Furthermore, the possibility cannot be ruled out, 

particularly in the U.S., that a partial or complete 

government shutdown could lead to delays in the 

regulatory approval process.  

Specifically in the U.S., there is a risk that tariffs on 

biosimilars or on materials used to manufacture 

them could affect their economic viability in strate-

gically important target markets. Such import tariffs 

could significantly reduce the price advantage over 

reference drugs or domestically produced biosimi-

lars, thereby jeopardizing the company's interna-

tional competitive position. If customs duties are 

passed on in full to consumers, this could lead to a 

decline in sales volumes, which could reduce the 

profitability of individual products. As a result, it 

could become necessary to postpose or cancel 

planned market launches, which could lead to de-

clines in sales. Even if market launches proceed as 

planned, there is the related risk that the strategic 

investment in the development and approval of in-

dividual biosimilars might not pay off. 

A final assessment of the economic and strategic 

consequences of any customs and import risks is 

not possible at this point in time, as both regulatory 
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developments and market reactions are not yet 

foreseeable. In particular, it is currently unclear 

whether and when import tariffs will be established, 

at what level they will be set, and what exactly they 

will apply to. With regard to this issue, the various li-

cense agreements with Formycon's distribution 

partners are structured in different ways. For these 

reasons, it remains unclear to what extent potential 

tariffs will affect planned market launches, sales tra-

jectories, and the long-term profitability of individ-

ual development projects. 

The military conflict between Russia and Ukraine 

and in Middle East, respectively, have resulted in 

price increases over the past years, especially in 

the energy markets. Until now, Formycon’s operat-

ing processes have been only marginally affected. 

Nevertheless, the risk continues to exist that raw 

materials, preliminary products and/or services 

which are important to Formycon could become 

more expensive or potentially even scarce. 

Formycon strives to mitigate these risks through a 

long-term sourcing strategy based upon strategic 

partners and transparent pricing. However, the pos-

sibility cannot be ruled out that delays or interrup-

tions in development projects could occur as a re-

sult of a potential scarcity of resources or rationing 

of energy, or that the development costs thereof 

could become significantly greater. The recruitment 

of patients for clinical studies or the conduct of 

such studies could also be significantly impacted 

by the conflict in Eastern Europe, which could have 

the effects of increasing competition for participat-

ing study patients, of delaying clinical studies, or of 

otherwise increasing costs. 

The Middle East conflict has meanwhile escalated. 

It now affects the entire region between Israel and 

Iran, with repercussions extending into neighboring 

countries. A further continuation of the armed con-

flict could negatively impact the global economy 

through, among other consequences, rising oil 

prices and disruptions along transport routes. This 

could have an impact on all of the sales markets for 

Formycon’s biosimilars. 

 
92  Unaudited information 

There is significant uncertainty about the extent 

and duration of disruptions which could directly or 

indirectly arise as a result of these conflicts, as well 

as their ultimate impact on the global economy. 

There can therefore be no guarantee that the 

Group's projects will not experience delays or inter-

ruptions due, for example, to potential resource 

shortages, energy rationing, or other adverse im-

pacts to Formycon’s development projects and the 

costs thereof. 

Overall, it must be recognized that cross-border 

business activities around the globe are facing in-

creased risks due to an increasing number of 

armed conflicts, threats (e.g. Taiwan), and spread-

ing nationalism in multiple regions, all of which 

pose risks to Formycon, not only in terms of the 

markets for its products but also its procurement 

needs. 

Industry, market and competitive risks 

From the standpoint of Formycon, conditions in the 

healthcare sector remain favorable. As populations 

continue to age and people around the globe live 

longer, the need for intensive and costly medical 

treatments is growing relentlessly, regardless of 

economic cycles and consumer purchasing power. 

Moreover, advances in medical technology have 

been enabling the treatment of diseases which a 

few decades or even years ago were regarded as 

untreatable or only poorly treatable. Biopharmaceu-

ticals, in particular, have been a significant driver of 

these treatment advances. Of the world’s best-sell-

ing drugs, most are biopharmaceuticals. Specifi-

cally within Germany, biopharmaceuticals com-

prised 36% of the total drug market in 2024, corre-

sponding to some € 23 billion in sales revenue – 

and the trend is continuing upward.92 93 

At the same time, however, the high cost of these 

powerful treatments, which in some cases may ex-

ceed € 100,000 per patient per year, is a major 

93  Source: IQVIA – https://www.iqvia.com/de-de/locations/germany/li-
brary/publications/trends-und-entwicklungen-im-deutschen-biophar-
mazeutika-markt-q4-2024 
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burden on healthcare system costs.94 The political 

will to act as a result of these cost pressures could 

also, by increasing the pressure on biopharmaceu-

tical prices, impact Formycon’s business environ-

ment. 

The prevailing overall economic situation is charac-

terized by additional uncertainties (see “Regulatory 

and political risks”) which could have a negative im-

pact on the market situation. 

The current aim of Formycon is to launch its prod-

ucts, through its respective partners either entirely 

or in part, upon expiry of patent protection on the 

reference product in the respective market. Due to 

Formycon’s positioning as an independent player 

within the biosimilars market space, situations may 

arise in which a commercialization partner for one 

product, such as a partner company named in this 

report, is also a competitor for another product. In 

each market, Formycon must compete not only 

with the manufacturer of the reference drug, who 

might attempt to defend its market position and es-

tablish barriers to market entry (e.g. through life-cy-

cle management), but also with other biosimilar 

producers. These include not only major pharma-

ceutical corporations such as Amgen, Biocon, Bio-

gen, Fresenius Kabi, Pfizer, Samsung Bioepis, 

Sandoz and Teva but also smaller and highly spe-

cialized biosimilars companies such as Alvotech, 

Celltrion and Xbrane. The competition situation in 

each specific case is influenced by the pricing of 

the reference product, the number of competitors, 

their pricing strategy, and the market potential. It is, 

in addition, entirely possible that the manufacturer 

of the originator product might reduce its pricing 

upon the market entry of new and competing bio-

similars, or seek to enter into discount agreements 

with health insurers or other major buyers over ex-

tended contractually binding periods, in order to re-

tain market share. This would improve its defensive 

competitive position against a new biosimilar entry 

and make it more difficult for the biosimilar to take 

share. 

 

 
94  Unaudited information 

Through the experience and expertise of its staff 

and its strategic partners, the strategic positioning 

of its product development portfolio, and its strong 

financial footing, Formycon strives to face these 

competitive challenges. Nevertheless, it cannot be 

excluded that competitors might, in an unexpected 

or unpredictable way, find themselves in an advan-

tageous competitive position relative to, and to the 

detriment of, Formycon’s products, thereby ad-

versely impacting financial performance.  

Financing, credit and liquidity risks 

Formycon’s liquidity situation and equity capitaliza-

tion is stable, and the Group’s liquidity position is 

particularly satisfactory for a company which has 

not yet attained profitability and whose products 

are largely still in the development stage. Irrespec-

tive of this, conditions within the Group’s operating 

business may change, giving rise to financial risks – 

for example, through slower market penetration, 

lower product sales volumes, suspension of sales 

in certain countries or lower product unit prices 

than expected, as well as delayed or lower pro-

ceeds from out-licensing. As some of the Group’s 

early-stage products are drug candidates which 

have not yet obtained regulatory approval, it can-

not be ruled out that one or more such approvals 

could come later than anticipated, or that the scope 

of approval could be different than planned, or that 

approval could be denied. Moreover, the required 

financial outlays for product development, regula-

tory approval and market launch could substantially 

exceed planned budgets. There is also the possibil-

ity that future license income, even subsequent to 

regulatory approval, could be less than anticipated. 

An increased number of change orders and uncer-

tainties within ongoing projects have the effect of 

increasing not only costs but also risks. 

In order to mitigate such financial risks in its ongo-

ing operating business, Formycon undertakes 

highly detailed and long-term planning, drawing 

also on outside expertise. The financial risks of pro-

ject development, which Formycon bears entirely 

by itself during the initial development phase, have 

been significantly reduced for projects FYB201 and 
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FYB203 through partial or total out-licensing deals 

at an early stage.  

The possibility cannot be entirely excluded, how-

ever, that such one or more development partner-

ships could be terminated for reasons not under 

Formycon’s control. Such an event could have a 

material adverse impact on the Group’s profit and 

loss accounts as well as on its financial planning. At 

the present time, Formycon assesses this risk as 

very low.  

Formycon intends to add further biosimilar candi-

dates to its development pipeline in the future with 

a view to transferring them, either in whole or in 

part, to promising partnerships. 

At the end of June 2025, Formycon placed a four-

year unsecured floating-rate bond in the amount of 

€ 70 million with an interest rate of Euribor plus 

7.0% p.a. Under the terms of the bond issue, 

Formycon is required to comply with certain finan-

cial covenants. Specifically, Formycon is required to 

maintain a cash balance of € 7.5 million for each re-

porting period ending on or before September 30, 

2026. In addition, the EBITDA debt ratio as of De-

cember 31, 2026 and as of December 31 of each 

subsequent year may not exceed 4:1. A breach of 

these covenants could result in the acceleration of 

bond repayment or in a deterioration of the financ-

ing terms. Although the risk of non-compliance is 

currently considered low given Formycon’s current 

liquidity situation and financial planning, there is an 

inherent risk in the event of any unexpected ad-

verse developments (e.g. project delays, market 

disruptions, or regulatory changes). 

With its strong financial footing, Formycon is well 

positioned to overcome future financial risks as 

these may arise. The Group’s existing financial re-

sources should be sufficient to largely cover its 

short- to medium-term capital needs. This, however, 

cannot be used to infer any sort of assurance as to 

the availability of medium- to long-term financial re-

sources. There are, at present, no identifiable fun-

damental risks which would jeopardize the Group’s 

near-term continued existence. The failure of cur-

rent or future development projects to attain regu-

latory approval or failure of approved products to 

generate the expected level of sales revenue 

could, however, result in fundamental risks, de-

pending on the relevance of the respective project 

to Formycon Group as a whole. 

Environmental protection and sustainability 

Formycon’s business operations depend upon a 

stable energy supply, the availability of natural re-

sources, and functioning global supply and value 

chains. Energy shortages, rising energy prices or 

climate-related extreme events could lead to in-

creased production costs and operational disrup-

tions at suppliers and service providers, potentially 

having an adverse impact on the Company’s earn-

ings and financial condition. 

Moreover, the increasing scarcity of natural re-

sources, along with environmental and sustainabil-

ity requirements, could lead to supply bottlenecks 

and price increases for certain materials. Formycon 

also relies heavily on external partners such as 

CDMOs (Contract Development and Manufacturing 

Organizations), CROs (Contract Research Organiza-

tions) and licensing partners. Violations of legal, 

regulatory or ethical standards by these partners or 

their employees, including corrupt or unethical be-

havior, could result in regulatory sanctions, financial 

penalties, reputational damage and/or operational 

restrictions. These could, in turn, lead to additional 

costs, such as those which might be incurred 

through necessary measures to secure Formycon’s 

supply chains. Discussion of other ESG-related 

risks may be found in the sections on operational 

risks, regulatory and political risks, and staff risks 

and have been considered accordingly in the re-

spective risk classifications.  

Health and workplace safety 

Workplace safety and health, as well as the protec-

tion of employees, is a top priority for Formycon. 

Formycon therefore places great importance not 

only on the fulfillment of statutory and regulatory 

requirements but also on the regular training and 

further qualification of all of its staff in the relevant 

aspects of workplace safety. Comprehensive pro-

cedures have been established for this purpose. In 

addition to compliance with laws, measures to 
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ensure the health and safety of staff also serve to 

mitigate the risks and consequences of employee 

absences, which may affect not only production or 

business functions but also employee perception 

and thus the potential to impact employee satisfac-

tion or turnover. In addition to the company’s bio-

logical safety officer, designated project manager 

as required under the German Genetic Engineering 

Act (Gentechnikgesetz) and trained safety special-

ist, Formycon has designated several other experi-

enced employees with specific responsibilities in 

the area of workplace safety and protection. A 

company doctor regularly conducts preventive ex-

aminations and advises employees as well as the 

Management Board on medical matters. Formycon 

holds all permits and approvals required for its op-

erations. Compliance with all regulatory require-

ments regarded safety and the protection of em-

ployees and the environment is monitored inter-

nally on an ongoing basis. Moreover, the Group 

constantly seeks out new opportunities to further 

protect the health and safety of its staff. As an ex-

ample, Formycon recently obtained certification of 

its company health management system.  

Information and technology risks 

Formycon’s operating activities depend upon the 

proper functioning of its laboratories and IT infra-

structure. Various risks can be identified which 

might impair or interrupt the availability of these 

critical resources, temporarily or even over an ex-

tended period. To the extent possible, the financial 

risks which might result from such events are in-

sured. In addition, Formycon employs modern tech-

nologies and established processes to eliminate or 

mitigate the risks cyberattacks or other potential 

data loss. The Group also regularly conducts 

maintenance and inspections of its critical equip-

ment by trained personnel or specialized service 

providers, making changes to equipment as neces-

sary to ensure that it remains at the state of the art. 

Rigorous compliance with laws and regulations re-

lating to information security and data protection 

serves not only to protect operational activities but 

also to preclude legal penalties. These risks are 

closely monitored by Formycon. 

 

Staff and process risks 

The expertise and many years of experience of its 

employees are key pillars of Formycon’s success. In 

particular, the development of a biosimilar drug, 

from early-stage analysis through to regulatory ap-

proval, requires highly qualified specialists. In re-

cent years, Formycon has been able to further 

strengthen and develop its team of highly qualified 

scientists and managers. Despite the previously de-

scribed staff reductions during the reporting period, 

overall staff turnover remains relatively low, under-

scoring Formycon’s attractiveness as an employer 

and the generally high level of employee satisfac-

tion. The loss of key staff, particularly with critical 

knowledge and expertise, would constitute a signif-

icant risk. To keep this risk as low as possible, the 

Group has implemented a number of staff motiva-

tion and retention initiatives, along with talent plan-

ning to ensure that future succession is in place. In 

addition, the risk of staff absences due to illness 

must be recognized. Formycon has, for this reason, 

established a health management system that aims 

to reduce such absences, in particular through pre-

vention. 

Legal and compliance risks 

Formycon does business in a competitive interna-

tional environment and in highly regulated markets. 

There is thus the possibility that Formycon could be 

drawn into legal disputes which might even be un-

justified or frivolous, which could, for example, be 

based upon patent law, competitive or antitrust law, 

tax law or environmental law, or arising from agree-

ments or other contractual claims. Moreover, the 

possibility cannot be excluded that such legal ac-

tions might, whether through court judgements, 

binding arbitration or regulatory or other official de-

cisions, result in financial burdens which are, for ex-

ample, not covered by insurance or only partially in-

sured.  

The uplisting of Formycon AG in2024 had the ef-

fect of increasing regulatory obligations, along with 

the potential for penalties or other legal conse-

quences in the event of failure to comply with these 

obligations. 
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Additional risks arise from the Group’s other com-

pliance obligations. Actions or inactions by the 

Group could, for example, be legally contested, in-

adequate, misleading or untimely financial commu-

nications could result in fines, or improperly con-

ducted shareholder meetings or shareholder reso-

lutions could be disputed. With these risks in mind, 

Formycon assesses and monitors all of its relevant 

processes, procedures and decisions from a legal 

standpoint, using in house and/or outside expertise 

as necessary. The Group has, in addition, intro-

duced a compliance management system that 

takes into account applicable legal and regulatory 

requirements, which are also incorporated into the 

Group’s Code of Conduct as well as other Group 

policies and standard operating procedures. The 

specific legal and regulatory requirements specifi-

cations are regularly reviewed and adjusted as nec-

essary. The Group’s internal training system, ran-

dom validation checks and case-by-case review of 

specific individual situations that may arise further 

serve to ensure proper compliance with all applica-

ble requirements. 
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Opportunities 

Formycon’s core business is the development of 

high-quality biosimilar medicines for the world’s 

most stringently regulated markets. In this global 

market, Formycon seeks growth through the ex-

pansion of its product portfolio, not only in terms of 

the number of biosimilar candidates under devel-

opment but also, and at least as importantly, 

through their quality and the market opportunity 

which they represent. Possible strategic collabora-

tions may significantly contribute toward maximiz-

ing these opportunities. 

Biosimilar medicines have the advantage over their 

reference products of more cost-effective develop-

ment because of procedures which are already sci-

entifically proven and development processes 

which are largely well established. Because the 

similarity and comparability of a biosimilar to its ref-

erence product must already be demonstrated ana-

lytically, the likelihood that the development of the 

biosimilar will fail in one of the subsequent clinical 

phases is generally far lower than in the case of in-

novative biopharmaceuticals. 

The agreement with the FDA to waive a Phase III 

clinical trial for FYB206 not only represents signifi-

cant financial and time savings for this biosimilar 

candidate but also opens up the opportunity to im-

plement an optimized clinical strategy without 

Phase III trials for other Formycon biosimilar candi-

dates. This would significantly reduce development 

times and project costs. More broadly, there are in-

dications that the regulatory authorities are funda-

mentally reevaluating the need for Phase III efficacy 

trials for the approval of biosimilars. Shorter devel-

opment timelines and lower development costs 

could result in more biosimilar candidates being 

brought to market in less time. 

Due to the comparatively high barriers to market 

entry, in particular the complexity of producing bio-

pharmaceuticals and the specialized expertise 

required, the level of competition in the area of bio-

similar development is, with few exceptions, gener-

ally modest compared to the market for generic 

drugs. Formycon is able to overcome these consid-

erable barriers through the long and proven experi-

ence of its staff, the innovative concepts and the re-

liability of the scientific processes which Formycon 

applies for its biosimilar development projects, the 

stringent selection of strong and reliable partners, 

the Group’s high degree of integration along with 

its agility, and finally the quality and scientific exper-

tise of the service providers and advisors on which 

Formycon additionally relies.  

The increasing reach of the availability of biosimi-

lars to previously underserved populations, particu-

larly in emerging and developing countries, opens 

up additional market potential and could, in the 

Company’s view, contribute to sustainable revenue 

and earnings growth. At the same time, rising cost 

pressures on public healthcare systems in estab-

lished markets are driving increased demand for 

cost-effective treatment alternatives, creating fur-

ther market opportunities for biosimilars and thus 

specifically for Formycon. 

In addition, Formycon’s corporate culture – which is 

based on trust, innovation, operational excellence, 

performance orientation, and diversity, along with 

the availability of highly qualified, specialized and 

motivated employees – represents a significant 

source of competitive advantage. This culture, and 

the competitive advantages which it brings, should 

serve to facilitate the efficient implementation of 

development and marketing projects and the timely 

attainment of results which meet the highest quality 

standards. 

Within this core business area and market, 

Formycon sees no change in its favorable future 

outlook. 
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Demographic trends, particularly in Western coun-

tries, point to a continued increase in the propor-

tion of the population over 55 years of age95. This 

demographic segment has a higher incidence of re-

quiring intensive medical treatment. In addition, the 

life expectancy is increasing around the world, 

meaning that long-term treatments, in particular re-

curring drug administrations, are often possible or 

even medically necessary over longer remaining 

lifespans.  

Formycon established its position in the highly 

promising market for biosimilars development at an 

early stage and, with its comprehensive expertise, 

is able to exploit the potential of this fast-growing 

market. Formycon’s business model is scalable. 

The continued promising development of both the 

market environment and Formycon’s own business 

and organization shows that Formycon Group is on 

the right path with its corporate strategy.  

 
95  Unaudited information 

Overall risk assessment by Management Board 

Compared to the prior-year period, the risks de-

scribed above remain stable. With regard to the 

various risks broadly associated with the develop-

ment and commercialization of biosimilars as de-

scribed in the various sections above, the Manage-

ment Board has reviewed its risk assessment. Geo-

political turmoil and potential adverse changes in 

the U.S. economic and business environment (tariff 

and pricing policy), as well as product sales vol-

umes and product unit prices below expectations, 

could have a significant negative impact on 

Formycon's financial performance. 

In view of the fact that certain regulatory authorities 

have, in the past, expressed reservations arising 

from audits of production facilities of individual con-

tract development and manufacturing organizations 

(CDMOs), as well as of certain competitors of 

Formycon, the Management Board has confirmed 

that the risk continues to be classified as “relatively 

high” according to the criteria of the risk matrix. 

  

Summary risk matrix 

Risk   Risk type   Assessed risk level   Change 

Operational and project risks 

associated with the develop-

ment of biosimilars 

  Strategic   high   → 

Operational and project risks 

relating to clinical trials and to 

the role of Clinical Research 
GmbH as clinical trial sponsor 

  Strategic   Low   → 

Patent and other intellectual 

property (IP) risks 

  Strategic / Commercial   Relatively low   → 

Regulatory and political risks   Strategic / Commercial   Relatively high   → 
Industry, market and competi-

tive risks 
  Commercial   Relatively high   → 

Financing, credit and liquidity 

risks 

  Financing   Relatively high   → 

Environmental protection and 

sustainability 
  Operating   Relatively low   (new) 

Health and workplace safety   Operating   Relatively high   → 
Information and technology 

risks 
  Operating   high   → 

Staff and process risks   Operating   Relatively high   → 
Legal and compliance risks   Operating   Relatively high    
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The assessment categories “Financial impact” and 

“Probability of occurrence” have changed com-

pared to the previous year. However, this does not 

result in any change from the previous year (see ta-

ble Summary Risk Matrix).

Determination of risk level based upon estimated probability of occurrence 
and estimated financial impact in the event of occurrence    

Estimated financial im-
pact   Probability of occurrence (PoO)    

 

  < 20 % low   20 – 50 % (relatively 

low) 
  50 – 80 % (relatively 

high)   
> 80 % high 

> € 5,000 thousand   Relatively high   high   high   high 

€ 2,000K - € 5,000 

thousand 
  Relatively low   Relatively high   high 

  
high 

€ 500K - € 2,000 

thousand 
  low   Relatively low   Relatively high 

  
high 

< € 500 thousand   low   low   Relatively low   Relatively high 
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Report on risks relating to  
the use of financial instruments 

The financial instruments currently used by 

Formycon to any significant extent are trade receiv-

ables, trade liabilities, shareholder loans, condi-

tional purchase price payment obligations, and 

bank balances. Liabilities are settled within the stip-

ulated period. Potential currency risks, which could 

have a negative effect on the Group’s asset situa-

tion, financial position and profitability, are miti-

gated by avoiding the accumulation of significant 

foreign-currency positions. 

The Group’s most significant foreign-currency ex-

posure arises from purchases of third-party 

services in Swiss francs (CHF) and U.S. dollars 

(US$), which are paid promptly in order to minimize 

currency risks.  

Formycon’s risk management policy is fundamen-

tally to protect against financial risks of all kinds. 

In managing its financial position, the Group follows 

a conservative risk policy. To the extent that pay-

ment default or other credit risks are identifiable 

with regard to financial assets, these risks are re-

flected through value adjustments. 
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Report on outlook for  
Formycon Group 

The information provided within this section in-

cludes forward-looking statements based upon our 

current expectations and certain assumptions. 

Identified and unidentified risks, inherent uncertain-

ties and other factors may lead to significant devia-

tions between the expectations outlined herein and 

actual future results. Such future deviations from 

these expectations could affect the Group’s future 

financial situation and overall development as well 

as the future sales of its current or potential prod-

ucts. With regard to its pipeline projects, Formycon 

makes no representations, warranties or other 

guarantees of any kind that these will receive the 

necessary regulatory approvals or that these will be 

commercially viable and/or successful. 

Business and financial outlook for Formycon 

Group for fiscal year 2026 

The development of biosimilars remains the strate-

gic focus of Formycon Group and the fundamental 

basis for its sustainable long-term business growth. 

In terms of its product development activities, 

Formycon expects to achieve significant operating 

milestones in fiscal year 2026, laying the founda-

tion for its further short- to medium-transformation 

from successful biosimilars developer to commer-

cially successful and profitable business. Building 

on its two products, FYB201 and FYB 202, already 

established on various markets, the relaunch of 

FYB201/Cimerli® in the U.S. starting from January of 

2026, and the planned launch of FYB203 in key 

markets this year, Formycon is now aiming for 

short- to medium-term EBITDA profitability and for 

cash flow profitability within the medium term. Until 

 
1  https://www.iqvia.com/-/media/iqvia/pdfs/germany/publications/fokus- 

biosmilars/newsletter-fokus-biosimilars-ausgabe-10.pdf 

then and beyond, we will continue to invest in our 

pipeline projects. 

The global market for biosimilars is expected to 

continue its dynamic growth, with IQVIA expecting 

combined sales of US$ 74 billion by the year 2030.1 

However, prevailing conditions, especially in the 

United States, continue to dampen Formycon’s 

near-term outlook. In particular, certain market seg-

ments are now expected to open more slowly and 

price discounts to be significantly deeper than orig-

inally anticipated. The recent performance of our 

projects confirms this more difficult market environ-

ment but also points to associated opportunities. 

In the case of FYB201, our U.S. partner Sandoz re-

sponded to increasing market price erosion in the 

first quarter of 2025 by temporarily suspending ef-

forts and adjusting its marketing strategy for 

FYB201/Cimerli®. The aim of the new plan was spe-

cifically to commercially reposition the product fol-

lowing a temporary pause in U.S. marketing activi-

ties and, following the product’s relaunch, to extend 

its reach into new customer segments. 

In January of 2026, Sandoz reintroduced FYB201 in 

the United States under the new pricing strategy, 

thereby reopening new commercial opportunities 

for Formycon. Marketing in Europe and other terri-

tories outside the U.S. was unaffected by this tacti-

cal marketing measure, and this remains the case. 

In addition to the resumption of U.S. revenue from 

Cimerli®, significant additional U.S. revenue poten-

tial now exists following the second FDA approval 

of FYB201 at the end of 2025 and its market intro-

duction under the parallel brand name Nufymco®. 

At the end of 2025, Formycon signed a licensing 
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deal for this second and separate FYB201 product 

with U.S. partner Zydus, and the new brand is ex-

pected to generate revenue starting from the sec-

ond half of 2026. 

FYB202, Formycon’s second biosimilar product, en-

tered the commercial market in 2025. At the end of 

February 2025, commercialization partner  

Fresenius Kabi was able to launch the product in 

the United States. Within Europe, FYB202/Otulfi® 

was successively launched in various countries 

starting from the beginning of March 2025.  

Within the context of this ongoing market introduc-

tion, it has become apparent that the market oppor-

tunity for biosimilars within the U.S. pharmaceutical 

benefit segment continues to gradually open, but 

more slowly than had been assumed. Taking this 

recent experience into account, Formycon expects 

sales revenue to increase measurably but more 

slowly than originally planned. 

Government-led changes in the U.S. could have 

positive effects for Formycon, particularly for prod-

ucts such as FYB202 that depend upon the phar-

macy benefit manager (PBM) market segment. The 

current U.S. administration is increasingly signaling 

publicly that it intends to restructure this area within 

the medium term, with the changes expected to fa-

vor biosimilars. This suggests that competitive con-

ditions for biosimilars in the U.S. should improve. 

Following the successful approvals of its Eylea® bi-

osimilar FYB203 in the U.S. and Europe, Formycon 

was engaged during 2025, as in the preceding 

year, in various patent-related negotiations aimed 

at establishing a potential market launch date. 

These successful efforts have led to Formycon fi-

nally reaching an agreement with the manufacturer 

of the reference drug, thus enabling the market 

launch by our U.S. license partner in the fourth 

quarter of 2026 and by our partners in Europe and 

other territories starting in May of 2026. This break-

through will now allow the product to be launched 

in these two key regions without further delay, with 

moderate initial license revenue expected already 

in the current fiscal year. 

Teva Pharmaceuticals International will serve as the 

semi-exclusive marketing partner for large parts of 

Europe and Israel, with Lotus Pharmaceutical as 

marketing partner for the Asia-Pacific region and 

Valorum Biologics for the United States. Additional 

partners, including Actor, Horus, NTC, Megalabs, 

and MS Pharma, will cover further regions spanning 

the globe. 

In the case of FYB206, initial licensing and market-

ing partnerships were successfully signed in late 

2025 and early 2026 with MS Pharma, Zydus and 

Lotus for the MENA region, North America and 

parts of the APAC region, thereby generating reve-

nue from upfront payments as well as payments 

from initial milestone. In the next phase, as devel-

opment progresses toward regulatory approval, fur-

ther development milestones are expected to be 

achieved, generating significant additional revenue 

to Formycon over time. Furthermore, additional 

partnerships for other regions are being pursued, 

which should result in further upfront payments un-

der these licensing deals. 

Formycon’s biosimilar candidates FYB208, FYB209 

and most recently FYB210, a project initiated in 

2024, are in different stages of development. Dur-

ing the second half of 2025, FYB208 was able, with 

the attainment of the Technical Proof of Similarity 

(TPoS) milestone, to enter the clinical development 

phase. During 2026, the necessary preparatory 

work will be done to commence clinical trials and 

develop commercial-scale production. 

Biosimilars have already demonstrated in the past, 

through numerous product examples, that they can 

achieve a sustainable long-term market position 

and profitable business model. Formycon’s strategy 

remains focused on securing a leading position, to-

gether with its partners, in this dynamically growing 

global market. 
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Revenue 

Based on Sandoz’s relaunch of FYB201 in the U.S. 

market starting in early 2026 along with the new 

parallel U.S. marketing partnership with Zydus, we 

anticipate slightly growing FYB201 sales revenue in 

fiscal year 2026. The new Zydus launch could start 

generating revenue in the second half of the year. 

According to feedback from our marketing part-

ners, FYB202 is likewise expected to perform posi-

tively in 2026. Despite the positive political signals 

mentioned above, the expectation remains that the 

pharmacy benefit manager (PBM) market segment 

in the U.S. will only open gradually. Furthermore, 

the highly competitive market environment persists, 

particularly in the U.S., making it difficult to predict 

how quickly and under what pricing conditions fur-

ther market penetration can be achieved. Never-

theless, Formycon anticipates a significant growth 

in revenue contribution from FYB202, driven by 

various markets around the world, but with the U.S. 

and Europe remaining the most important markets. 

In addition, a development milestone in the low sin-

gle-digit millions is expected to be achieved in 

early 2026. Overall, the company expects that 

FYB202 will be Formycon’s largest revenue gener-

ator in 2026, delivering on the strong performance 

of its marketing partner Fresenius Kabi. 

Following the successful completion of develop-

ment of Formycon’s new pre-filled syringes for its 

ophthalmic biosimilars FYB201 and FYB203, with 

the FYB201 product already being launched in se-

lected markets, revenues from development ser-

vices provided by Formycon will decrease signifi-

cantly. 

For FYB203, revenue from royalties will not yet 

make a significant contribution, as marketing of the 

product in the key U.S. market will not begin until 

Q4 2026. Nevertheless, FYB203 will contribute 

moderately to overall revenue performance 

through service agreements and the supply chain 

organization that Formycon is taking over. 

With the pharmacokinetic (PK) study of FYB206 

having reached its successful conclusion in early 

2026, Formycon is pushing forward with intensive 

work to fulfill all of the requirements for submitting 

applications for the necessary approvals, in particu-

lar from the U.S. Food and Drug Administration and 

European Medicines Agency. Along with the sign-

ing of new licensing partnerships, progress toward 

these approvals creates the potential for revenue 

generation from the attainment of contractually de-

fined milestones in the development process, and 

additional partnerships could trigger additional up-

front and milestone payments. Putting these reve-

nue opportunities together, FYB206 is expected to 

become one of Formycon’s key revenue drivers in 

2026, even before the product reaches market 

launch. 

In total, Formycon expects consolidated revenue to 

increase significantly over the prior year, ending fis-

cal year 2026 in the range of € 60 million to € 70 

million.  

EBITDA 

Formycon’s value creation is fundamentally based 

upon its diversified development pipeline. The 

Group will therefore continue to invest significantly 

into its advancing product pipeline, including the 

FYB208, FYB209 and FYB210 projects, and to initi-

ate development work on further product candi-

dates. 

Because the development expenditures for the 

FYB206 and FYB208 projects are partly capitalized 

to the extent not externally borne by partners, 

these do not flow through the financial statements.  

Considering these effects, EBITDA for full-year 

2026 is expected to be in the range of zero to € 10 

million, reflecting the growth of sales revenue in 

2026 but also significant non-capitalized develop-

ment investments along with other ongoing com-

pany expenses. Formycon thus expects to be able 

to report a positive EBITDA in the current fiscal 

year, followed by further and sustainable EBITDA 

growth in subsequent years. 
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Adjusted EBITDA 

Adjusted EBITDA additionally includes Formycon’s 

at-equity participation in earnings from the Bioeq 

AG joint venture. 

Bioeq AG generates earnings from the operational 

success of our FYB201 product, taking into account 

the amortization of the PPA. Because of the change 

in marketing strategy and relaunch of U.S. market-

ing efforts as well as the addition of the second 

U.S. marketing partner under the parallel brand, the 

investment participation is expected to generate a  

 

positive earnings contribution for the fiscal year. 

Earnings resulting from sales of the FYB201 prod-

uct are not included in Formycon Group’s operating 

income because Bioeq AG is under joint control 

and therefore necessarily accounted for at equity. 

By additionally including these earnings, Adjusted 

EBITDA provides a broader measure of income and 

thus a more meaningful reflection of operating per-

formance. For fiscal year 2026, Formycon antici-

pates consolidated Adjusted EBITDA in the range 

of € 5 million to € 15 million, higher than EBITDA. 

Key financial performance indicators 
in accordance with IFRS in € million             

   
2024 

actual   

Outlook 

for 2025 

per Annual 
Report 
2024   

Updated 

guidance for  
2025 

per Half Year 
Report 
2025  

 

2025   
actual 

  

Change 

  

2025 

variance 
analysis   

2026 
forecast 

Revenue 

  

69.7   55.0 to 

65.0 

  55.0 to 

65.0 

  44.5   ↘   Longer negotiations 

regarding the conclu-
sion of further com-
mercialization and 

development partner-
ships, as well as post-
ponement of antici-

pated milestone 
achievements and a 
weaker-than-ex-

pected contribution 
from licensing reve-
nue derived from 

product sales for 
FYB202   

60.0 to 

70.0 

EBITDA 

  

-13.7   -20.0 to 

-10.0 

  -20.0 to 

-10.0 

  -3.6   ↗   Intensive cost man-

agement, higher capi-
talized development 
costs and develop-

ment costs to be in-
curred at a later point 
in time   

0.0 to 

10.0 

Adjusted 

EBITDA 

  

-1.6   -20.0 to 

-10.0 

  -20.0 to 

-10.0 

 

 -2.3   ↗   Upfront payments 

from partnerships 
with FYB201/Nu-

fymco led to im-
proved equity-
method earnings   

5.0 to 

15.0 

Working 

capital 

  

55.1   25.0 to 

35.0 

  55.0 to 

65.0 

  70.1   ↗   Proceeds of €70.0 

million from a corpo-
rate bond, as well as 

advance payments 
under the first com-
mercialization part-

nerships for FYB206 
   

20.0 to 

30.0 
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Working Capital 

Beyond the working capital effects of normal oper-

ations and earnings, Formycon anticipates a reduc-

tion in consolidated working capital due to its in-

vestments into the FYB206 and FYB208 projects. 

The Group’s liquidity reserves should be ample to 

cover these outflows. On this basis, working capital 

is expected to end the year in the range of € 20 

million to € 30 million. Financing measures such as 

in 2025 are not anticipated. 

Medium-term outlook 

Formycon Group continues to strive for sustainable 

and EBITDA-profitable growth over the short to me-

dium term. Management currently assumes that a 

positive EBITDA result will be achieved in fiscal 

year 2026. 

Four factors in particular are expected to contribute 

significantly to Formycon’s success and the 

achievement of this goal over the short to medium 

term: 

FYB201: U.S. market relaunch in January 2026 fol-

lowing last year’s temporary pause, with FYB201 

revenue further boosted by the U.S. market launch 

of the parallel brand in the second half of the fiscal 

year by Formycon’s second U.S. partner. In addi-

tion, FYB201 penetration in already established 

markets should be deepened through the launch of 

the new pre-filled syringe product version, along 

with the development of other new markets such 

as Latin America. 

FYB202: Further growth and strengthening of mar-

ket position in key markets, including the United 

States, Europe, Canada and other territories. 

FYB203: Market launch by our commercialization 

partner in the United States (fourth quarter of 2026) 

as well as in Europe and other territories (starting 

from second quarter of 2026). 

FYB206: Signing of additional local or regional 

partnership deals, including upfront and milestone 

payments to Formycon, as well as the revenue from 

further milestone payments from existing partner-

ships. 
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2026 financial outlook  
for Formycon AG 

2026 outlook 
Key financial performance indicators for Formycon AG 

Revenue   Medium increase 

EBITDA   Medium decrease 

Working capital   Slight decrease 

   

Revenue 

Unconsolidated revenue generated by the 

Formycon AG parent entity from the recharging of 

development project costs is expected to end the 

year below the prior-year level. On the other hand, 

new revenue is to be generated from the FYB206 

partnership, and thus overall a moderate increase 

in revenue is expected. 

EBITDA 

Full-year EBITDA is expected to be above the prior-

year level. Projects FYB201, FYB202 and FYB203 

are expected to be roughly EBITDA-neutral to the 

unconsolidated parent company, as expenses in-

curred are passed on internally within the Group. 

EBITDA will continue to be impacted by ongoing in-

vestments in other product development efforts, 

particularly into Formycon’s own projects FYB207, 

FYB208, FYB209 and FYB210. Operating earnings 

from the FYB201 project are received through the 

profit transfer agreement with Formycon Project 

201 GmbH and thus fall outside the scope of 

EBITDA. Operating earnings from the FYB202 pro-

ject are reported as investment income from 

FYB202 Project GmbH and are thus likewise ex-

cluded from parent-level EBITDA. 

Working capital 

In addition to the working capital effects of normal 

operations and earnings, a decrease is expected 

due to investment activities in advanced-stage 

product development.  

Summary statement by Management Board on 

expected future development  

Formycon is not planning any significant changes 

to its corporate goals or strategy. We aim to con-

tinue expanding our position as a global biophar-

maceutical company with an exclusive focus on bi-

osimilars while maintaining our high standards of 

performance and quality. To achieve this goal, 

Formycon will continue to invest heavily into the ex-

pansion and development of our own pipeline and 

in-house capacities so that we will be able to de-

velop and commercialize new biosimilar products 

on a regular basis. 

In parallel with this strategic thrust, Formycon is 

pursuing an organizational growth strategy so that 

we have the resources to compete as a leading 

and sustainably profitable company within the bio-

similars market. In order to achieve this strategic vi-

sion, the Executive Board is open to considering fu-

ture strategic cooperation arrangements and inte-

gration in selected areas of the manufacturing pro-

cess as well as to potentially building Formycon’s 

own commercialization capabilities in certain geog-

raphies. Over both the short and long term, our 

management focus will continue to be on opera-

tional excellence and on the generation of stable 

cash flows. 
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Martinsried - Planegg, April 15, 2026  

  

Dr. Stefan Glombitza Nicola Mikulcik 

  

Dr. Andreas Seidl Enno Spillner 
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Takeover-related disclo-
sures (in accordance 
with Sections 289a and 
315a of the German 
Commercial Code (Han-
delsgesetzbuch)) and ex-
planatory report  

I. Composition of the subscribed capital 

As of December 31, 2025, the Company’s share 

capital held by the shareholders amounted 

to EUR 17,672,927.00, divided into 17,672,927 ordi-

nary bearer shares with no-par value, each with a 

notional value in the share capital of EUR 1.00. The 

shares are fully paid up. All shares carry the same 

rights and obligations. The rights and obligations of 

shareholders are based on the provisions of the 

German Stock Corporation Act (“AktG”) 

and the Company's articles of association (“Articles 

of Association”).  

II. Restrictions affecting voting rights or the trans-

fer of shares 

Each share grants one vote at the General Meeting 

and is decisive for the shareholders' share in 

the Company's profit. This does not apply to treas-

ury shares held by the Company, which do not enti-

tle the Company to any rights. As of December 

31, 2025, the Company did not hold any treasury 

shares. In the cases of Section 136 AktG, voting 

rights from the shares concerned are excluded by 

law.  

III. Direct or indirect shareholdings exceeding 10 

percent of the voting rights  

As of December 31, 2025, the following sharehold-

ers held direct or indirect stakes exceeding 10% of 

the voting rights, according to the voting rights 

notifications we received under the German Securi-

ties Trading Act (WpHG):  

On November 11, 2024, Thomas Peter Maier in-

formed the Company that he indirectly holds 

24.03% of the Company's voting rights through 

Santo Holding (Deutschland) GmbH, Munich, Ger-

many.  

On November 11, 2024, Peter Wendeln informed 

the Company that he holds 13.25% of the Compa-

ny's voting rights, partially directly and partially indi-

rectly through Wpart GmbH and Wen.Co.In-

vest GmbH, both based in Garrel, Germany.  

IV. Holders of shares with special rights grant-

ing control powers 

There are no shares with special rights that grant 

control powers.  

V. Type of voting right control if employees partic-

ipate in the capital 

Employees who hold shares in the Company exer-

cise their control rights from shares directly in the 

same way as other shareholders in accordance 

with the statutory provisions and the Articles of As-

sociation.  

VI. Statutory provisions and provisions of the Arti-

cles of Association on the appointment and dis-

missal of members of the Management Board and 

amendments to the Articles of Association 

Members of the Management Board are appointed 

and dismissed by the Supervisory Board in accord-

ance with Sections 84 and 85 AktG. Pursu-

ant to Section 5 para. 1 of the Articles of Associa-

tion, the Management Board consists of one or 

more members. Furthermore, the Supervisory 

Board determines the number of Management 

Board members.  

Amendments to the Articles of Association are 

made in accordance with Sections 119 para. 1 no. 6, 

179 in conjunction with Section 133 AktG, unless 

otherwise stipulated in the Articles of Associa-

tion. The authority to make amendments that only 

affect the wording is transferred to the Supervisory 

Board in accordance with Section 8 para. 2 of the 
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Articles of Association. In addition, the Supervisory 

Board is authorized by the Articles of Association to 

amend Section 4 of the Articles of Association 

to reflect the respective utilization of the authorized 

and conditional capitals and upon the expiration of 

the respective authorization and utilization periods.  

The General Meeting passes its resolutions in ac-

cordance with Section 14 para. 2 of the Articles of 

Association with a simple majority of the votes 

cast, unless the law mandatorily requires other-

wise. If the law prescribes a capital majority in addi-

tion to a majority of votes for resolutions of the 

General Meeting, a simple majority of the share 

capital represented at the time the resolution is 

passed is sufficient, insofar as legally permissi-

ble. Resolutions of the General Meeting to amend 

the Articles of Association require therefore a sim-

ple majority of the votes cast and a simple majority 

of the share capital represented when the resolu-

tion is passed, unless the law mandatorily requires 

a resolution with a majority of at least three-quar-

ters of the represented share capital.  

VII. Authorization of the Management Board to is-

sue or repurchase shares 

The Management Board is authorized, with the ap-

proval of the Supervisory Board, to increase the 

Company's share capital on one or more occasions 

by a total of up to EUR 8,828,451.00 in the period 

up to June 11, 2029 by issuing new no-par value 

bearer shares in exchange for cash and/or non-

cash contributions (Authorized Capital 2024/I). 

The Management Board is authorized, with the ap-

proval of the Supervisory Board, to exclude share-

holder subscription rights for one or more capital 

increases within the scope of the Authorized Capi-

tal 2024/I in accordance with the resolution of the 

General Meeting on 12 June 2024. The Authorized 

Capital 2024/I has not been utilized so far. 

Furthermore, the Company's share capital is condi-

tionally increased by up to EUR 724,000.00 (Condi-

tional Capital 2020). This conditional capital in-

crease will only be carried out to the extent that 

subscription rights have been issued according to 

the Stock Option Program 2020, in accordance 

with the authorization of the General Meeting of 

December 10, 2020, and the holders of the sub-

scription rights exercise their rights, and the Com-

pany does not grant treasury shares to fulfill these 

rights. In the fiscal year 2025, no stock options 

from the Stock Option Program 2020 were exer-

cised. 

In addition, the Company's share capital is condi-

tionally increased by up to EUR 8,832,213.00 (Con-

ditional Capital 2025/I). The conditional capital in-

crease will only be implemented to the extent that 

holders or creditors of convertible bonds, bonds 

with warrants, profit participation rights, and/or 

profit bonds issued or guaranteed by the Company 

or a group company of the Company within the 

meaning of Section 18 AktG until June 17, 2030, 

based on the authorization resolved by the Annual 

General Meeting on June 18, 2025, exercise their 

option or conversion rights or fulfill conversion or 

option obligations arising from such bonds, or if the 

Company grants shares in the Company instead of 

paying the amount due, and if the conversion or 

option rights or conversion or option obligations 

are not serviced by treasury shares, shares from 

authorized capital, or other benefits. To date, no 

capital increase has been carried out from Condi-

tional Capital 2025/I. 

Furthermore, the Company’s share capital is condi-

tionally increased by up to EUR 216,950.00 through 

the issuance of up to 216,950 bearer shares (Con-

ditional Capital 2015). This conditional capital in-

crease will only be implemented to the extent that, 

within the framework of the Stock Option Program 

2015, under the authorization of the General Meet-

ing on June 30, 2015, stock options have been is-

sued up to and including June 29, 2020, to mem-

bers of the Management Board and employees of 

the Company, as well as to members of the man-

agement and employees of companies affiliated 

with the Company. Holders of the subscription 

rights exercised their rights, and the Company did 

not grant treasury shares to fulfill these rights. In 

the fiscal year 2025, 8,500 stock options from the 

Stock Option Program 2015 were exercised, and 

the Company’s share capital was thus increased by 

EUR 8,500 through the issuance of 8,500 new 

shares from the Conditional Capital 2015.  
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The Annual General Meeting on June 12, 2024, au-

thorized the Management Board, with the consent 

of the Supervisory Board, to acquire up to 10% of 

the share capital existing at the time of the resolu-

tion or, if lower, at the time of exercising the authori-

zation, while adhering to the principle of equal 

treatment until June 11, 2029 (inclusive). The shares 

acquired under this authorization, together with 

other treasury shares acquired and held by the 

Company, or attributable to the Company under 

Section 71a et seq. AktG, may not exceed 10% of 

the respective share capital at any time. The acqui-

sition may be made through the stock exchange, a 

public purchase offer to all shareholders, or a pub-

lic invitation to submit sales offers. The Manage-

ment Board is authorized, with the Supervisory 

Board's approval, to use the shares acquired under 

this authorization for any legitimate purpose, in-

cluding (i) retiring them without any further resolu-

tion by the General Meeting, (ii) conducting a scrip 

dividend, (iii) offering, promising, and transferring 

them to individuals who are or have been employ-

ees of the Company or an affiliated company under 

Section 15 AktG, or to corporate officers under em-

ployee share plans or other share-based programs, 

(iv) servicing stock options issued under the Stock 

Option Program 2020, (v) offering them to third par-

ties in exchange for non-cash contributions, (vi) sell-

ing them to third parties in exchange for cash if the 

price is not significantly below the stock market 

price, and (vii) fulfilling acquisition obligations or 

rights from convertible bonds, option bonds, profit-

sharing rights, and/or income bonds (or combina-

tions of these instruments) with conversion or op-

tion rights or obligations. The Company did not ac-

quire any treasury shares in the fiscal year 2025. 

VIII. Significant agreements of the Company sub-

ject to a change of control due to a takeover offer 

and compensation agreements concluded with 

members of the Management Board or employ-

ees in the event of a takeover offer 

The distribution and license agreement entered 

into between FYB202 Project GmbH and 

Formycon  AG as contracting companies on the 

one side and ratiopharm GmbH as distribution part-

ner on the other side, regarding FYB202, provides 

that each party shall have the right to terminate the 

agreement, inter alia, in the event of the direct or 

indirect control of either party by a competitor with 

respect to FYB202. 

The Management Board members have a special 

right of termination if a third party acquires more 

than 30% of the voting rights in the Company within 

the meaning of Section 29, 35 para. 1 sentence 1 of 

the German Securities Acquisition and Takeover 

Act (WpÜG) through the acquisition of shares or 

otherwise or if the Company enters into a domina-

tion agreement with another company (so-called 

change of control). In such cases, each Manage-

ment Board member can terminate its service con-

tract with a notice period of six months to the end 

of a calendar month and will receive as severance:  

— the fixed remuneration for the remaining 

term of the service contract and the (where 

applicable, pro rata) short-term variable re-

muneration that would have been payable 

until the regular end of the service contract,  

— up to a maximum of two years' remunera-

tion excluding variable remuneration or 

fringe benefits and no more than would be 

payable on the basis of the service con-

tract for the remaining term of the employ-

ment contract.  

The remuneration shall become due in a single 

amount upon exercise of this special right of termi-

nation and shall be inheritable. The short-term vari-

able remuneration shall be calculated on the basis 

of the average amount of the bonus paid to date or, 

if no bonus has been paid to date, the bonus ex-

pected to be paid in the current financial year. 

In the event of special termination, the Manage-

ment Board member also has the right to demand 

the settlement of allocated stock options and re-

ceive their equivalent value in cash from the Com-

pany. Should a third party acquire at least 50% of 

the voting rights in the Company through the pur-

chase of shares or otherwise gain controlling influ-

ence, each Management Board member or any 

other holder of stock options has the right to exer-

cise their allocated stock options early. 
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If a third party acquires, through the purchase of 

shares or otherwise, directly and/or indirectly at 

least 50% of the voting rights in the Company, or if 

a comparable event or occurrence arises in the 

view of the Supervisory Board, the Long-Term In-

centive Plan for the Management Board 2024 (LTI 

Plan) ends, and the allocated (virtual) Performance 

Share Units (PSUs), proportionately reduced based 

on whole calendar months within the respective 

vesting period, are immediately paid out with a per-

formance factor of 100%. 

Other than this, the Company does not maintain 

any significant agreements that are subject to a 

change of control due to a takeover offer, nor any 

compensation agreements made with members of 

executive management or employees in the event 

of a takeover offer. 
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Corporate governance 
statement pursuant to 
Sections 289f, 315d of 
the German Commercial 
Code (Handels- 
gesetzbuch)97 

The Management Board and the Supervisory Board 

of Formycon AG (also referred to as “Company” 

and together with its consolidated subsidiaries, 

“Group” or “Formycon”) report in this statement on 

the Company’s corporate governance for the fiscal 

year from January 1, 2025, to December 31, 2025, 

pursuant to Sections 289f, 315d of the German 

Commercial Code (Handelsgesetzbuch – “HGB”) 

and Principle 23 of the German Corporate Govern-

ance Code (Deutscher Corporate Governance Ko-

dex) as amended on April 28, 2022 (“GCGC”). 

At Formycon, corporate governance signifies re-

sponsible company management and supervision 

aimed at sustainable value creation, encompassing 

all areas of the Group. Key pillars of this corporate 

culture include transparent reporting and corporate 

communication, management aligned with the in-

terests of all stakeholders, trustful collaboration be-

tween the Management Board, the Supervisory 

Board, and employees, and adherence to applica-

ble laws. The Company and its governing bodies 

are always aware of the Company’s role in society 

and its social responsibility in their actions. 

1. General information 

As a stock corporation under German law, the 

Company has three governing bodies: the Manage-

ment Board, the Supervisory Board, and the Gen-

eral Meeting. Their tasks and powers are primarily 

determined by the German Stock Corporation Act 

 
97  Unaudited information 

(Aktiengesetz – “AktG”), the Company’s articles of 

association (“Articles of Association”), and the 

rules of procedure. As a publicly listed company, 

the Company’s corporate governance also follows 

the recommendations of the German Corporate 

Governance Code as amended from time to time. 

2. Declaration of Conformity with the 
German Corporate Governance 
Code (GCGC) 

On March 19, 2026, the Company’s Management 

Board and the Supervisory Board issued the follow-

ing declaration pursuant to Section 161 para. 1 sen-

tence 1 AktG: 

“Declaration of the Management Board and the 

Supervisory Board of Formycon AG on the recom-

mendations of the “Government Commission on 

the German Corporate Governance Code” pursu-

ant to Section 161 of the German Stock Corpora-

tion Act (AktG) 

The management board and the supervisory board 

of Formycon AG (“Company”) declare pursuant to 

Section 161 of the German Stock Corporation Act 

(Aktiengesetz – AktG) that, since the last declara-

tion of conformity was issued on March 21, 2025, 

the Company has complied with and will continue 

to comply in the future with all recommendations of 

the “Government Commission on the German Cor-

porate Governance Code” in the version dated 

April 28, 2022, published by the Federal Ministry of 

Justice in the official section of the Federal Gazette 

on June 27, 2022 (“GCGC”), with the following ex-

ceptions: 

Recommendation A.3 of the GCGC: 

Pursuant to recommendation A.3 of the GCGC, the 

internal control system and the risk management 

system shall also cover sustainability-related objec-

tives, unless required by law anyway; this shall in-

clude processes and systems for collecting and 

processing sustainability-related data. With its inter-

nal control system and risk management system, 

the Company strictly follows the requirements of 
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the German Stock Corporation Act. Sustainability-

related targets that go beyond these requirements 

were first taken into account in the Company’s in-

ternal control system and risk management system 

during the fiscal year 2025. Due to the large num-

ber of conversion and adjustment processes result-

ing from the uplisting to the regulated market of the 

Frankfurt Stock Exchange, it was not possible to 

take such sustainability-related targets into account 

at an earlier stage. Recommendation A.3 of the 

GCGC has been fully complied with since then and 

will be fully complied with in the future.  

Recommendation C.10 of the GCGC: 

Pursuant to recommendation C.10 of the GCGC, the 

chairperson of the supervisory board shall be inde-

pendent from the company and the management 

board. As a precautionary measure, a deviation is 

declared from this recommendation with respect to 

Wolfgang Essler, the current chairman of the super-

visory board of the Company (“Supervisory 

Board”). Members of the supervisory board are to 

be considered independent from the company and 

its management board if they have no personal or 

business relationship with the company or its man-

agement board that may cause a substantial and 

not merely temporary conflict of interest. Mr. Essler 

is managing director of Santo Holding (Deutsch-

land) GmbH, which holds 24.03% of the shares of 

the Company and, therefore, is the Company’s larg-

est shareholder. There are business relations be-

tween Santo Holding (Deutschland) GmbH or its af-

filiates and the Company. These circumstances did 

not or do not constitute a conflict of interest, nor 

did they or do they impair the performance of the 

duties of Mr. Essler as chairman of the Supervisory 

Board. However, in certain cases, the Company 

may pursue interests that conflict with the interests 

of Santo Holding (Deutschland) GmbH. 

In all other respects, in particular regarding the 

chairperson of the Audit Committee, the recom-

mendation C.10 of the GCGC has been and will be 

complied with. 

 

Recommendation F.2 of the GCGC: 

In accordance with Recommendation F.2 of the 

GCGC, the consolidated financial statements and 

the consolidated management report should be 

made publicly available within 90 days of the end 

of the fiscal year. 

The consolidated financial statements and the com-

bined management report for the company and the 

Group for the fiscal year 2025 cannot be published 

within the recommended 90-day period. A key rea-

son is the introduction of a new internalfinancial 

planning system, which was implemented across 

the Group during the reporting period. Further-

more, during the final stages of preparing the finan-

cial statements, there has been an increased work-

load relating to reconciliation and validation, which 

requires more time and documentation than origi-

nally anticipated. Against this background, not all 

documents have been finalized yet and necessary 

audit procedures could not be completed in time. 

The publication of the consolidated financial state-

ments and the combined management report for 

the company and the Group for the fiscal year 

2025 is scheduled for April 2026 and thus remains 

within the statutory and stock exchange deadlines. 

Furthermore, it is intended to comply with Recom-

mendation F.2 of the GCGC again in future. 

Recommendations G.1 and G.2 of the GCGC: 

Recommendations G.1 and G.2 of the GCGC con-

tain requirements that the Supervisory Board shall 

take into account when establishing the remunera-

tion system for the members of the management 

board of the Company (“Management Board”) in 

accordance with Section 87a para. 1 AktG and 

when determining the specific remuneration for the 

Management Board members based on this remu-

neration system. The Supervisory Board decided 

on a remuneration system for the Management 

Board members in accordance with Section 87a 

para. 1 AktG and recommendation G.1 of the GCGC 

for the first time on April 29, 2025 and proposed it 

for approval to the annual general meeting of the 

Company in June 2025. Based on this 
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remuneration system, the Supervisory Board deter-

mined the specific remuneration for the Manage-

ment Board members in accordance with recom-

mendation G.2 of the GCGC. Recommendations G.1 

and G.2 of the GCGC have been fully complied with 

since the remuneration system for the Management 

Board members was established and since the spe-

cific remuneration for the Management Board 

members was determined based on this remunera-

tion system, and will continue to be fully complied 

with in the future. 

Recommendation G.7 of the GCGC: 

According to recommendation G.7 sentence 1 of 

the GCGC, the Supervisory Board shall determine 

the performance criteria for all variable remunera-

tion components for each Management Board 

member for the upcoming fiscal year. In September 

2025, the Management Board members were allo-

cated (virtual) performance share units (“PSUs”). 

The PSUs have a performance period from 

July 1, 2025 to June 30, 2029. The performance 

criteria for the PSUs could also only be determined 

in September 2025 and therefore not “for the up-

coming fiscal year”. 

In all other respects, recommendation G.7 of the 

GCGC has been and will be complied with. 

Recommendations G.9, G.10 and G.12 of the 

GCGC: 

According to recommendation G.9 of the GCGC, af-

ter the end of every fiscal year, the Supervisory 

Board shall determine the amount of the individual 

remuneration components to be granted for this 

year depending on the achievement of targets, 

whereby the achievement of targets shall be com-

prehensible in terms of reason and amount. Ac-

cording to recommendation G.10 sentence 2 of the 

GCGC, the Management Board member shall only 

have access to the granted long-term variable re-

muneration components after four years. Finally, 

recommendation G.12 of the GCGC stipulates that 

in the event of the termination of a Management 

Board service contract, the payment of outstanding 

variable remuneration components attributable to 

the period up to the termination of the contract 

shall be made in accordance with the originally 

agreed targets and comparison parameters and in 

accordance with the due dates or holding periods 

specified in the contract. 

The long-term incentive plan developed in the fis-

cal year 2024 (“LTI Plan 2024”) provides in the 

event of a change of control (i.e. the direct and/or 

indirect holding of at least 50% of the voting rights 

in the Company through the acquisition of shares 

or in any other way by a third party, the conclusion 

of a domination agreement between the Company 

as the controlled company and another company 

as the controlling company or a comparable event), 

for the LTI Plan 2024 to end and the number of 

PSUs granted to be paid out on a pro rata temporis 

basis with a performance factor of 100% regardless 

of the specific target achievement upon termination 

of the LTI Plan 2024.  

In all other respects, recommendations G.9, G.10 

and G.12 of the GCGC have been and will be com-

plied with. 

Planegg-Martinsried, March, 2026 

The Management Board      The Supervisory Board 

 

The declaration of conformity is available on the 

Company’s website at 

https://www.formycon.com/en/investor-rela-
tions/governance/. 

  

https://www.formycon.com/en/investor-relations/governance/
https://www.formycon.com/en/investor-relations/governance/
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3. Remuneration system and 
remuneration report 

On the Company’s website at 

https://www.formycon.com/en/investor-rela-
tions/annual-general-meeting-2025/, the applica-

ble remuneration system for the Management 

Board members pursuant to Section 87a AktG, 

which was approved by the Company’s Annual 

General Meeting on June 18, 2025, as well as the 

most recent resolution of the Company’s Annual 

General Meeting of June 18, 2025 pursuant to Sec-

tion 113 para. 3 AktG on the remuneration of the Su-

pervisory Board members (together with the appli-

cable remuneration system for the Supervisory 

Board members), are publicly available. 

The remuneration report for the fiscal year 2025 

and the auditor’s note pursuant to Section 162 AktG 

are publicly accessible on the Company's website 

at https://www.formycon.com/en/investor-rela-
tions/governance/. 

4. Managment Board 

The Management Board manages the Company on 

its own responsibility with the aim of sustainable 

value creation and in the interest of the Company, 

taking into account the concerns of shareholders, 

employees, and other groups associated with the 

company (stakeholders). 

Overview 

Pursuant to Section 5 para. 1 sentence 1 of the Arti-

cles of Association, the Management Board con-

sists of one or more members. The Supervisory 

Board appoints the Management Board members 

and determines their number. As of December 31, 

2025, the Management Board was comprised of 

four members. There are no committees of the 

Management Board. 

The Management Board develops the Company’s 

strategic direction, aligns it with the Supervisory 

Board, and ensures its implementation. It ensures 

compliance with legal provisions and internal 

guidelines and works towards their adherence 

throughout the Group (compliance). In addition, it is 

responsible for an internal control system, risk man-

agement system, and internal audit system that are 

appropriate and effective given the Company’s 

scope of business activities and the risk situation. 

The internal control system and the risk manage-

ment system also include a compliance manage-

ment system tailored to the Company’s risk situa-

tion. The key characteristics of the entire internal 

control system and the risk management system 

are described in the management report, which 

also assesses the adequacy and effectiveness of 

these systems. 

The Management Board members are solely com-

mitted to the Company’s interests. In their deci-

sions, they may neither pursue personal interests 

nor exploit business opportunities of the Company 

or other companies of the Formycon Group for 

themselves, any related natural or legal person or 

for any other institution or association in which or 

for which they are active. Undertaking secondary 

activities, in particular board positions at companies 

outside the Group, requires prior approval from the 

Supervisory Board. Each Management Board mem-

ber must promptly disclose any existing or potential 

conflicts of interest to the Supervisory Board and 

inform the other members about the nature of such 

conflicts and that the conflict has been disclosed to 

the Supervisory Board. No conflicts of interest were 

reported in the fiscal year 2025. The Management 

Board members are also subject to a comprehen-

sive non-compete obligation during their member-

ship on the board and for the duration of their ser-

vice contract. 

  

https://www.formycon.com/en/investor-relations/annual-general-meeting-2025/
https://www.formycon.com/en/investor-relations/annual-general-meeting-2025/
https://www.formycon.com/en/investor-relations/governance/
https://www.formycon.com/en/investor-relations/governance/
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Composition 

In the fiscal year 2025, the Management Board 

consisted of the following members: 

 

Dr. Stefan Glombitza 

— Born 1965 

— Chair of the Management Board and Chief 

Executive Officer/Chief Operations Officer 

— First appointment with effect from October 1, 

2016 

— Appointed until December 31, 2027 

— Memberships of statutory supervisory 

boards or comparable German or foreign 

supervisory bodies of business enterprises 

(as of December 31, 2025): none 

 

Nicola Mikulcik 

— Born 1971 

— Member of the Management Board and 

Chief Business Officer 

— First appointment with effect from June 1, 

2022 

— Appointed until May 31, 2027 

— Memberships of statutory supervisory 

boards or comparable German or foreign 

supervisory bodies of business enterprises 

(as of December 31, 2025): Member of the 

Board of Directors of Bioeq AG, Zug, Swit-

zerland 

 

Dr. Andreas Seidl 

— Born 1969 

— Member of the Management Board and 

Chief Scientific Officer 

— First appointment with effect from July 1, 

2022 

— Appointed until June 30, 2027 

— Memberships of statutory supervisory 

boards or comparable German or foreign 

supervisory bodies of business enterprises 

(as of December 31, 2025): none 

 

Enno Spillner 

— Born 1970 

— Member of the Management Board and 

Chief Financial Officer 

— First appointment with effect from April 1, 

2023 

— Appointed until March 31, 2029 

— Memberships of statutory supervisory 

boards or comparable German or foreign 

supervisory bodies of business enterprises 

(as of December 31, 2025): Member of the 

Supervisory Board of NANOBIOTIX SA à di-

rectoire (s.a.i.), Paris, France 

The curricula vitae of the current Management 

Board members are published and regularly up-

dated on the Company's website at 

https://www.formycon.com/en/company/man-
agement-board/. Information on the remuneration 

of the Management Board members can be found 

in the remuneration report. 

https://www.formycon.com/en/company/management-board/
https://www.formycon.com/en/company/management-board/
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Target quotas for women on the Management 

Board and at the management level below the 

Management Board 

The Supervisory Board has set the target quota for 

the proportion of women on the Management 

Board at a minimum of 25% (equivalent to one 

woman on a four-member board), in accordance 

with Section 111 para. 5 AktG. It has been deter-

mined that this target for the women's quota should 

be achieved by February 26, 2030.  

In the fiscal year 2025, the established target quota 

for women on the Management Board was 

achieved. 

For the proportion of women at the management 

level below the Management Board, the Manage-

ment Board set a target quota of at least 35% in ac-

cordance with Section 76 para. 4 AktG, with the ob-

jective of reaching this target by February 26, 

2030. This target quota was achieved in the fiscal 

year 2025. The management level under the Man-

agement Board consists of employees of Formycon 

AG who hold the titles of Vice President, Senior Di-

rector, Director or Associate Director. As of Decem-

ber 31, 2025, this management level comprised 37 

employees, of whom 15 were women (representing 

a proportion of around 40.5%). Due to the Com-

pany’s small number of employees and flat man-

agement structure, there is only one management 

level below the Management Board, and therefore 

a target quota for women was set exclusively for 

this level.  

Diversity concept for the Management Board 

The composition of the Management Board is 

based on the professional qualifications of its mem-

bers for their respective areas of responsibility, 

proven management experience and demonstrated 

performance and expertise. In addition to these cri-

teria, the Supervisory Board also considers diver-

sity when appointing new members to the Manage-

ment Board. 

The Management Board members should meet the 

following profile: 

— The Supervisory Board strives for sufficient di-

versity in terms of personality, gender, interna-

tionality, professional background, expertise 

and experience as well as age distribution. In 

evaluating potential candidates for Manage-

ment Board positions, diversity should be ade-

quately considered early in the selection pro-

cess. Together with the objectives for composi-

tion and the competence profile, this ensures 

that the Management Board is constituted to 

ensure qualified company management. 

— The Company’s business operations involve a 

wide range of cross-border activities. There-

fore, a reasonable number of Management 

Board members should have gained experi-

ence in internationally active companies 

through their education or professional activi-

ties. 

The decision on filling a specific position on the 

Management Board is always driven by the Com-

pany’s interest, considering all circumstances of the 

individual case. The Supervisory Board takes into 

account the goals for composition and the require-

ments outlined in the diversity concept during the 

selection process and appointment of Management 

Board members. 

All mentioned criteria are fulfilled or observed. The 

Management Board is composed in accordance 

with the requirements of the diversity concept for 

the Management Board. 

As a rule, only individuals who have not yet 

reached the age of 65 at the time of appointment 

should be appointed as Management Board mem-

bers (see recommendation B.5 of the GCGC). 

Long-term succession planning 

Together with the Management Board, the Supervi-

sory Board ensures long-term succession planning. 

This planning is based on discussions with the 

Management Board members and senior execu-

tives. In this manner, the Supervisory Board gains a 

clear understanding of potential successors within 

the Group. 
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Working methods 

The Supervisory Board has established rules of 

procedure for the Management Board which in-

clude a distribution of responsibilities plan outlining 

the division of areas among the individual board 

members. 

In the fiscal year 2025, the responsibilities of the 

Management Board members were as follows: 

 

Dr. Stefan Glombitza 

Chair of the Executive Board                                

Chief Executive Officer (CEO) & Chief Operations 

Officer (COO) 

— Corporate strategy and product develop-

ment 

— Analytics and Drug Substance 

— Regulatory Affairs and Quality Management  

— Quality Assurance and Operations 

— Program Management and Operational Ex-

cellence 

 

Nicola Mikulcik 

Chief Business Officer (CBO) 

— Business development and Licensing  

— Supply Chain and Logistic 

— Intellectual Property and Litigation 

— Procurement 

 

Dr. Andreas Seidl 

Chief Scientific Officer (CSO) 

— Clinical Development and Operations 

— Preclinics, Bioanalytics and Scientific Affairs 

— Intellectual Property  

— Drug Product 

— Occupational Safety 

 

Enno Spillner 

Chief Financial Officer (CFO) 

— Investor Relations and Corporate Communi-

cations  

— Finance  

— Human Resources  

— Facility, Environment 

— Information and Business Technology  

— Legal and Compliance 
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The Management Board conducts the business of 

the Company with the due care of a prudent and 

conscientious manager in accordance with the ap-

plicable laws, the Companies Articles of Associa-

tion, the Rules of Procedure for the Management 

Board and the respective service agreements. It 

works closely and in a relationship of trust with the 

Supervisory Board and the employees in the best 

interests of the Company and the Group. 

The Management Board members share overall re-

sponsibility for managing the Company’s affairs. 

The rules of procedure for the Management Board 

specify certain matters of particular importance and 

significance that require a decision by the entire 

Management Board. Notwithstanding the overall 

responsibility, each member independently man-

ages the business area assigned to them according 

to the rules of procedure. The management of all 

business areas is uniformly oriented towards the 

objectives established by the Management Board’s 

resolutions. Each Management Board member 

must always subordinate their area-specific inter-

ests to the success and well-being of the Company 

and the Group. 

The Management Board members work collegially, 

continuously informing each other and particularly 

the Chair of the Management Board about signifi-

cant actions, events, intentions, and any special 

risks or impending losses. Any Management Board 

member can request information about specific 

business matters from another member at any time, 

concerning the relevant member’s area. The Chair 

of the Management Board coordinates the content 

of the business areas and is responsible for the in-

ternal oversight of each area, ensuring that the 

management aligns with the Management Board’s 

goals and plans. 

The Management Board typically meets every two 

weeks. Meetings must be held if the Company’s in-

terest requires it or if a Management Board mem-

ber requests a meeting, specifying the topic for dis-

cussion. The Chair of the Management Board con-

venes and chairs the meetings unless regular meet-

ings are scheduled. If the Chair and, if appointed, 

its deputy cannot attend, the meeting is chaired by 

a member appointed by the Chair, or otherwise by 

the most senior member present. 

Board resolutions are typically adopted during 

meetings. However, upon request by an Manage-

ment Board member, meetings can also be con-

ducted via telephone conference or other elec-

tronic communication means (in particular video 

conferencing), allowing individual Board members 

to join by phone or other electronic means if no 

member promptly objects to this approach. In such 

cases, resolutions can be made via telephone con-

ference or through other electronic communication 

methods. Resolutions can also be adopted outside 

of meeting – in written, verbal, telephonic, email, or 

other electronic formats, or any combination 

thereof – as well as in combination with meetings, 

provided a member requests it and no other mem-

ber promptly objects to this procedure. Any Man-

agement Board member who did not participate in 

such a decision-making process should be 

promptly informed about the resolutions made. 

Minutes of the Management Board's resolutions 

and meetings should be recorded and signed by 

the chair of the respective meeting or, for resolu-

tions outside of meetings, by the Chair of the Man-

agement Board. 

The Management Board has a quorum if all mem-

bers have been properly invited and at least half of 

its members participate in the resolution. Resolu-

tions should ideally be unanimous. If unanimity can-

not be achieved, resolutions are passed by a sim-

ple majority of the participating members, unless 

the law specifies otherwise. 

Any Management Board member may propose that 

non-members be included in discussions on spe-

cific matters, provided there is no objection from 

the entire Management Board. 
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Cooperation with the Supervisory Board 

The Management Board and the Supervisory Board 

work closely and trustingly together for the benefit 

of the Company. The Supervisory Board monitors 

and advises the Management Board on the man-

agement of the Company. In decisions of funda-

mental importance, the Supervisory Board is di-

rectly involved. 

The Management Board reports to the Supervisory 

Board regularly, promptly, comprehensively, and 

usually in text form, about all matters relevant to the 

Company or the Group, in particular regarding strat-

egy, planning, business development, risk situation, 

risk management, finance, and compliance. The 

Management Board must address deviations in 

business performance from the agreed objectives 

outlined in the established plans, stating the rea-

sons for such deviations. 

For management measures of fundamental im-

portance, the Supervisory Board has established in 

the Management Board’s rules of procedure that 

certain actions require its prior approval. In addi-

tion, the Supervisory Board can decide to subject 

additional transactions or measures, not listed in 

the Management Board’s rules of procedure, to its 

approval. 

Corporate governance practices 

Compliance and comprehensive Code of Conduct 

For the Company, business integrity is of utmost 

For the Company, business integrity is of utmost 

priority. Therefore, the Group understands compli-

ance not only as adherence to applicable national 

and international laws and regulations but also as a 

commitment to ethical and moral values. To this 

end, the Company has implemented certain compli-

ance measures tailored to the Company's risk situa-

tion, which supports employees and executives in 

meeting these standards. 

The Legal & Compliance department reports di-

rectly to the Chief Financial Officer and oversees 

the compliance. The Management Board is 

responsible for ensuring compliance with relevant 

measures and processes, legal requirements, and 

internal company policies. Within the Supervisory 

Board, the audit committee primarily deals with 

compliance issues regularly, ensuring a reporting 

line to the Supervisory Board. 

The Group-wide whistleblower system allows em-

ployees to anonymously and securely report legal 

violations within the company. The whistleblower 

system is available at https://formycon.integ-
rityline.com/?lang=en. This system is also availa-

ble to third parties. The Company has adopted a 

“Whistleblower Policy” related to the whistleblower 

system, which is published on its website at 

https://www.formycon.com/en/sustainabil-
ity/reports-downloads/. 

The Company has issued a Supplier Code of Con-

duct (“Supplier CoC”). These principles shall form 

the basis for all deliveries of goods and services. 

The Supplier CoC is published on the Company’s 

website at https://www.formycon.com/en/sus-
tainability/reports-downloads/. 

The Code of Conduct summarizes Formycon’s 

compliance requirements, which are binding for the 

Company, management, and every individual em-

ployee. The Code of Conduct is available on the 

Company’s website at 

https://www.formycon.com/en/sustainabil-
ity/reports-downloads/. 

The Code of Conduct regulates in particular: 

— the protection of Formycon's competitive ad-

vantage and third-party intellectual property 

rights, 

— cooperation with authorities, 

— fairness in competition and strict compliance 

with antitrust law, 

— integrity in business life, 

— separation of business and private interests, 

https://formycon.integrityline.com/?lang=en
https://formycon.integrityline.com/?lang=en
https://www.formycon.com/en/sustainability/reports-downloads/
https://www.formycon.com/en/sustainability/reports-downloads/
https://www.formycon.com/en/sustainability/reports-downloads/
https://www.formycon.com/en/sustainability/reports-downloads/
https://www.formycon.com/en/sustainability/reports-downloads/
https://www.formycon.com/en/sustainability/reports-downloads/
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— equal opportunities in securities trading and re-

porting, 

— data protection and data security, 

— environment, health and safety protection, and 

— compliance for data processing and financial 

reporting. 

The Code of Conduct is available to employees in 

both German and English. 

Employees can contact the Company’s Compliance 

Officer or submit an anonymous report via the whis-

tleblower system at any time regarding questions 

or suspicions of violations of the Code of Conduct. 

Other compliance-related matters, such as the han-

dling of inside information, are governed by Group-

wide binding policies. In the event of changes to 

the legal framework, information is updated, and 

the affected employees are informed through train-

ing sessions. 

Sustainability 

The Management Board ensures that the risks and 

opportunities associated with social and environ-

mental factors for the Company, as well as the eco-

logical and social impacts of business activities, are 

systematically identified and assessed. In the cor-

porate strategy, ecological and social goals are 

given appropriate consideration alongside long-

term economic objectives. Corporate planning in-

cludes not only corresponding financial goals but 

also relevant sustainability-related targets. For the 

fiscal year 2025, the Company published a volun-

tary sustainability report in accordance with the Vol-

untary Sustainability Reporting Standard for SMEs 

(VSME-Standard), thereby issuing such a report for 

the first time and presenting its sustainability-re-

lated activities and key performance indicators in a 

structured and transparent manner. Comprehensive 

information on sustainability can be found on the 

Company’s website at 

https://www.formycon.com/en/sustainabil-
ity/responsibility/. 

Risk management system and internal control 

system 

The Company maintains an integrated risk manage-

ment system. The objective of central risk manage-

ment is to identify risks and opportunities at an 

early stage, mitigate financial, environmental, and 

strategic damages, optimize the risk profile, and en-

sure compliance with key corporate principles. Ac-

cordingly, risk management is an important compo-

nent of corporate governance. The internal control 

system is regularly reviewed by the Management 

Board for adequacy and effectiveness. 

An integral part of the ICS and RMS, including the 

Compliance Management System (CMS), is regular 

monitoring aimed at addressing identified weak-

nesses. Based on such findings, we implement im-

provements to our ICS and RMS, including the 

CMS. With the exception of these weaknesses, the 

Management Board currently has no indication that 

the RMS, the ICS, or the CMS of Formycon AG are 

inadequate or ineffective. 

Further information can be found in the risk and op-

portunity report. 

5. Supervisory Board 

The Supervisory Board has the task of monitoring 

and advising the Management Board on the man-

agement of the Company. 

Overview 

Pursuant to Section 6 para. 1 sentence 1 of the Arti-

cles of Association, the Supervisory Board consists 

of six members. The Supervisory Board members 

are elected by the General Meeting with a simple 

majority. Elections for the Supervisory Board are 

generally conducted as individual votes. 

The Supervisory Board appoints the Management 

Board members and determines their compensa-

tion. It can revoke the appointment of a Manage-

ment Board member for a significant reason. The 

Supervisory Board monitors and advises the Man-

agement Board in the management of the 

https://www.formycon.com/en/sustainability/responsibility/
https://www.formycon.com/en/sustainability/responsibility/
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Company. This monitoring and advisory function 

also specifically includes sustainability issues. The 

Supervisory Board is involved in decisions of funda-

mental importance for Formycon. At regular inter-

vals, the Supervisory Board discusses matters of 

strategy, planning, business development, risk situ-

ation, risk management, compliance, and other sig-

nificant events important for assessing the situa-

tion, development, and management of the Com-

pany and the Group. It reviews the annual and con-

solidated financial statements, the combined man-

agement report of the Company and the Group, 

and the Management Board’s proposal for the ap-

propriation of net income. It adopts the Company’s 

annual financial statements and approves the con-

solidated financial statements, based on the prelim-

inary review results by the Audit Committee and 

considering the auditors’ reports. The Supervisory 

Board decides on the proposal for the appropria-

tion of net income and the Supervisory Board re-

port to the General Meeting. It also addresses the 

Company’s sustainability reporting. 

The Supervisory Board members are committed 

solely to the Company’s interests. They must not 

pursue personal interests in their decisions or ex-

ploit business opportunities available to the Com-

pany or any other Group companies for them-

selves, a closely related natural or legal person, or 

any other institution or association with which they 

are associated. Each Supervisory Board member 

must immediately disclose any existing or potential 

conflict of interest to the Chair of the Supervisory 

Board, particularly those arising from advisory or 

board positions at customers, suppliers, lenders to 

the Company, or other third parties. 

Information regarding conflicts of interest and their 

handling is included in the Supervisory Board re-

port. The Chair of the Supervisory Board, Wolfgang 

Essler, is managing director of Santo Holding 

(Deutschland) GmbH, a 100 % subsidiary of 

ATHOS KG. Due to a potential conflict of interest 

arising from this function, Wolfgang Essler did not 

participate in the resolution regarding the conclu-

sion of a service agreement between the Company 

and Klinge Pharma GmbH, nor in the resolution 

concerning the conclusion of a service agreement 

between the Company and Aristo Pharma GmbH; 

Klinge Pharma GmbH and Aristo Pharma GmbH are 

indirect wholly-owned subsidiaries of ATHOS KG. 

Wolfgang Essler disclosed the potential conflict of 

interest to the other members of the Supervisory 

Board. Wolfgang Essler agreed to the resolution 

being passed by the other members of the Supervi-

sory Board. Otherwise, no conflicts of interest were 

reported in the fiscal year 2025. 

In cases of significant and non-temporary conflicts 

of interest involving a Supervisory Board member, 

the member should resign from its position. 

New Supervisory Board members participate in an 

onboarding program that includes an introduction 

to corporate governance regulations, the Compa-

ny's business activities, and strategic orientation, 

along with preparatory discussions with Manage-

ment Board members. 

Supervisory Board members ensure they have suf-

ficient time to fulfill their mandate. If a Supervisory 

Board member also serves on the Management 

Board of a publicly listed company, they should not 

hold more than two Supervisory Board mandates in 

external listed companies or comparable roles, nor 

serve as the chair of a Supervisory Board in an ex-

ternal listed company. A member who does not 

serve on a Management Board should not hold 

more than five Supervisory Board mandates at ex-

ternal listed companies or comparable roles in to-

tal, with a chair position counting double.  

Composition 

In the fiscal year 2025, the Supervisory Board com-

prised the following members: 

 

Wolfgang Essler 

— Born: 1972 

— Chair of the Supervisory Board 

— Member since July 25, 2023 
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— Elected until the end of the Annual General 

Meeting 2027 

— Main position: Chief Representative of 

ATHOS KG and Managing Director of Santo 

Holding (Deutschland) GmbH 

— Memberships of statutory supervisory 

boards or comparable German or foreign 

supervisory bodies of business enterprises 

(as of December 31, 2025): 

— Vanguard AG, Deputy Chairman of the Supervi-

sory Board; 

— Mega Pharma Holding Uruguay S.A., Montevi-

deo, Uruguay, member of the non-executive 

Board of Directors; 

 

Colin Bond  

— Born: 1960 

— Deputy Chairman since October 1, 2024 

— Member since October 1, 2024 

— Elected until the end of the Annual General 

Meeting 2028 

— Main position: Member of the Board of Di-

rectors at various companies 

— Memberships of statutory supervisory 

boards or comparable German or foreign 

supervisory bodies of business enterprises 

(as of December 31, 2025):  

— BioPharma Credit Plc, Leeds, United King-

dom, member of the Board of Directors; 

— Agomab Therapeutics NV, Antwerp, Bel-

gium, member of the Board of Directors; 

— Oxford Biomedica PLC, Oxford, United King-

dom, member of the Board of Directors; 

— OneSource Specialty Pharma Ltd, Banga-

lore, India, member of the Board of Direc-

tors; 

— Medichem, S.A., Barcelona, Spain, member 

of the Board of Directors 

— Faron Pharmaceuticals Ltd., member of the 

Board of Directors. 

 

— Dr. Bodo Coldewey  

— Born: 1971 

— Member since June 12, 2024 

— Elected until the end of the Annual General 

Meeting 2027 

— Main position: Managing Director of the 

family office WEGA Invest GmbH 

— Memberships of statutory supervisory 

boards or comparable German or foreign 

supervisory bodies of business enterprises 

(as of December 31, 2025): none 

 

Graham Keith Dixon (since July 30, 2025) 

— Born: 1961 

— Member since July 30, 2025 

— Elected until the end of the Annual General 

Meeting 2029 

— Main position: Chief Executive Officer (CEO) 

of Estetra SRL, Liège, Belgium, and of Hi-

rundo Biosciences SA (formerly B.C.I. 

Pharma), Liège, Belgium 
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— Memberships of statutory supervisory 

boards or comparable German or foreign 

supervisory bodies of business enterprises 

(as of December 31, 2025): none 

 

Nicholas Haggar  

— Born: 1965 

— Deputy Chairman from June 12, 2024 to 

September 30, 2024 

— Member since June 12, 2024 

— Elected until the end of the Annual General 

Meeting 2028 

— Main position: Chief Executive Officer of 

HealthQube Ltd 

— Memberships of statutory supervisory 

boards or comparable German or foreign 

supervisory bodies of business enterprises 

(as of December 31, 2025):  

— Biocon Limited, Bangalore, India, independent 

member of the Board of Directors;  

— Polpharma Group B.V., non-executive Chair-

man.Biocon Limited, Bangalore, India, inde-

pendent member of the Board of Directors;  

 

Klaus Röhrig 

— Born: 1977 

— Member since December 10, 2020 

— Elected until the end of the Annual General 

Meeting 2029 

— Main position: Founding Partner and Co-

Chief Investment Officer of Active Owner-

ship Group, Luxembourg 

— Memberships of statutory supervisory 

boards or comparable domestic or foreign 

supervisory bodies of commercial enter-

prises (as of December 31, 2025): 

— Gerresheimer AG, Düsseldorf, Germany, mem-

ber of the Supervisory Board; 

— H2APEX Group SCA, Grevenmacher, Luxem-

bourg, member of the Supervisory Board; 

— Agfa-Gevaert N.V., Belgium, member of the 

Board of Directors (non-executive member); 

— Fagron NV, Belgium, member of the Board of 

Directors (non-executive member); 

— MAM Baby AG, Wollerau, Switzerland, member 

of the Board of Directors. 

The curricula vitae of the current Supervisory Board 

members are published and annually updated on 

Formycon's website at 

https://www.formycon.com/en/company/super-
visory-board-of-formycon-ag/. Details regarding 

the compensation of the Supervisory Board mem-

bers can be found in the remuneration report. 

Except for Wolfgang Essler, all Supervisory Board 

members (i.e., as of December 31, 2025, Colin 

Bond, Dr. Bodo Coldewey, Graham Keith Dixon, 

Nicholas Haggar and Klaus Röhrig) are considered 

independent according to the GCGC. 

Colin Bond has special knowledge and experience 

in the application of accounting principles and in-

ternal control and risk management systems as well 

as knowledge and experience in sustainability re-

porting. Dr. Bodo Coldewey has special knowledge 

and experience in auditing financial statements, in-

cluding the audit of sustainability reporting. 

Appointment objectives and competence profile  

https://www.formycon.com/en/company/supervisory-board-of-formycon-ag/
https://www.formycon.com/en/company/supervisory-board-of-formycon-ag/
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The Supervisory Board members must collectively 

possess the knowledge, skills, and professional ex-

perience required for the proper performance of 

their duties and be familiar with the sector in which 

the Company operates. 

The Supervisory Board uses a competency profile 

and a qualifications matrix as a guideline for board 

appointments, detailing the requirements in the ar-

eas of (1) Independence, (2) Diversity, and (3) Pro-

fessional Competencies. This competence profile 

also takes into account Formycon's specific corpo-

rate situation, its international structure, and the fu-

ture development of markets and the product port-

folio. 

— Independence: The Supervisory Board bases 

its definition of independence on the German 

Corporate Governance Code. 

— Diversity: The Supervisory Board strives for 

sufficient diversity in terms of personality, gen-

der, internationality, professional background, 

expertise and experience as well as age distri-

bution. 

— Professional Competencies: To responsibly 

perform its mandate, the Supervisory Board 

has defined a variety of competencies neces-

sary for evaluating the diverse topics on its 

agenda. Overall, the Supervisory Board should 

possess competencies deemed essential in 

light of the Company's activities. These include, 

in particular, in-depth experience and 

knowledge in 

— management of an (international) company, 

— the healthcare and life sciences industry, 

— Research & Development and commerciali-

zation, 

— key markets in which Formycon operates, 

— Accounting, 

— Auditing, 

— Controlling and risk management, 

— Legal matters, governance, and compliance, 

— Sustainability (environment and social as-

pects). 

In addition, at least one Supervisory Board member 

must have expertise in accounting, and at least one 

other member must have expertise in auditing (two 

Financial Experts). 

Furthermore, the Supervisory Board has estab-

lished the following additional guidelines regarding 

its composition: 

— In general, only individuals who have not yet 

reached the age of 70 at the time of election 

should be elected to the Supervisory Board. 

— The Company’s business activities involve nu-

merous cross-border operations. Therefore, an 

appropriate number of Supervisory Board 

members should have gathered experience in 

internationally active companies due to their 

education or professional activities. 

— Supervisory Board members should not hold 

positions on the governing bodies of significant 

competitors of the Group. 

All of the above criteria are met or observed.  
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The competence profile of the Supervisory Board is 

continuously developed, and the implementation 

status is disclosed below in the form of the qualifi-

cation matrix: 
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The Supervisory Board believes that it collectively 

fulfills the competence profile appropriately. Moreo-

ver, for each of the defined competencies, there is 

at least one expert represented on the Supervisory 

Board. 

Target figure for the proportion of women on the 

Supervisory Board 

The Supervisory Board has set a target for the pro-

portion of women on the Supervisory Board in ac-

cordance with Section 111 para. 5 AktG at a mini-

mum of 0.00%, with this target to be achieved by 

February 26, 2030. 

The target of “zero” corresponds to the status quo 

at the Company, which has a Supervisory Board 

composed solely of men. The Company’s Annual 

General Meeting on June 18, 2025 re-elected Klaus 

Röhrig as a member of the Supervisory Board and 

elected Graham Keith Dixon as a new member (to 

the Supervisory Board, which has been expanded 

to six members). The search and selection process 

for the persons proposed for election to the Super-

visory Board was carried out with a particular focus 

on filling positions with women. Ultimately, the Su-

pervisory Board decided to propose Klaus Röhrig 

and Graham Keith Dixon, two highly qualified indi-

viduals, for election to the Supervisory Board. Both 

will contribute significantly to the further profes-

sionalization and internationalization of the Supervi-

sory Board’s activities. 

In addition, the Supervisory Board expressly wel-

comes the continuity in the Supervisory Board as-

sociated with the re-election of Klaus Röhrig. The 

Company is a dynamic growth enterprise that has 

only recently, in November 2024, completed its up-

listing to the regulated market of the Frankfurt 

Stock Exchange. In this phase of the Company’s de-

velopment, the Supervisory Board considers stabil-

ity in its composition to be crucial for continued 

progress. Therefore, the intent is to maintain this 

composition in the coming years. 

The aforementioned target was achieved in the fis-

cal year 2025. 

Information on the diversity concept for the 

Supervisory Board 

The diversity concept for the Supervisory Board 

aims to ensure that its members have the personal 

qualifications needed, such as the necessary 

knowledge, skills, and professional experience, to 

properly fulfill their duties. It consists of the follow-

ing components 

— the targets set for the composition of the Su-

pervisory Board; 

— the competence profile for the Supervisory 

Board; 

— the target figure for the proportion of women 

on the Supervisory Board of at least 0.00%. 

The diversity concept is implemented during the 

election of Supervisory Board members and is 

taken into account during the search for candidates 

for the Supervisory Board. In the case of new ap-

pointments, there is also an evaluation of which 

competencies might be strengthened within the 

Supervisory Board. 

All the stated criteria were fulfilled or observed in 

the fiscal year 2025. The Supervisory Board was 

composed in accordance with the stipulations of 

the diversity concept during the fiscal year 2025. 

Proposals for the election of Supervisory Board 

members at the Annual General Meeting are made 

in compliance with legal regulations and the guide-

lines of the diversity concept. 

Working methods 

The Supervisory Board has adopted rules of proce-

dure. The rules of procedure for the Supervisory 

Board are publicly accessible on the Company’s 

website at https://www.formycon.com/en/inves-
tor-relations/governance/. 

The Supervisory Board holds as many meetings as 

required by law or the Company’s business needs; 

it meets at least twice per calendar half-year. The 

main topics of the meetings held in the past fiscal 

https://www.formycon.com/en/investor-relations/governance/
https://www.formycon.com/en/investor-relations/governance/
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year are summarized in the Supervisory Board’s re-

port. The Chair of the Supervisory Board coordi-

nates its work, convenes meetings, and presides 

over them. 

Decisions of the Supervisory Board are generally 

made in meetings. Upon the Chair’s instruction or 

with the consent of all Supervisory Board members, 

meetings can also be conducted in the form of a 

teleconference or via other electronic communica-

tion methods (particularly video conference), and 

individual Supervisory Board members can be con-

nected by phone or other electronic means; in 

these cases, decisions can be made via teleconfer-

ence or other electronic communication methods. 

Members who participate via phone or electronic 

means are considered present. Absent members, 

or those not participating via phone or other elec-

tronic means, can still partake in decision-making 

by submitting written votes through another Super-

visory Board member. Furthermore, they may cast 

their votes orally, by phone, email, or other elec-

tronic means before, during, or after the meeting 

within a reasonable period determined by the 

Chair. There is no right to object to the form of deci-

sion-making ordered by the Chair. 

Decisions can also be made without convening a 

meeting, in writing, by phone, email, video confer-

ence, or other electronic means, if the Chair orders 

it and participating members can communicate with 

each other and discuss the matter at hand, or if no 

member objects to the procedure. 

The Supervisory Board has a quorum if at least half 

of its members participate in the decision-making. 

In any case, at least three members must partici-

pate. Supervisory Board decisions require a major-

ity of the votes cast unless otherwise stipulated by 

law or the Articles of Association. Abstentions are 

not considered as votes cast. In case of a tie, the 

Chair’s vote, or that of the Deputy if the Chair does 

not participate, is decisive (casting vote). 

Minutes must be taken of the meetings and deci-

sions made outside of meetings. The Chair of the 

Supervisory Board must sign the minutes. 

The Supervisory Board also regularly meets without 

the Management Board. Experts and informants 

may be consulted for advice on specific matters. 

Committees and their working methods 

The Supervisory Board has formed two commit-

tees, an Audit Committee and a Nomination and 

Remuneration Committee. 

Audit Committee 

The Audit Committee deals primarily with the re-

view of financial reporting, monitoring the account-

ing process, the effectiveness of the internal con-

trol system, the risk management system, and inter-

nal audit system, as well as external audit, particu-

larly the selection and independence of the auditor, 

the quality of the audit, and the additional services 

provided by the auditor, compliance, and the audit 

of the Company's sustainability reporting. The Audit 

Committee may make recommendations or pro-

posals to ensure the integrity of the accounting 

process. It presents a recommendation to the Su-

pervisory Board for the appointment of the auditor, 

which, in the case of a tender, includes at least two 

proposals and a preference. It prepares the Super-

visory Board's proposal to the Annual General 

Meeting for the election of the auditor. 

The Chair of the Audit Committee regularly ex-

changes information with the auditor regarding the 

progress of the audit and reports back to the Audit 

Committee. The committee discusses with the audi-

tor the assessment of audit risk, audit strategy, fo-

cus, materiality, and planning, as well as the audit 

results. It also regularly meets with the auditor with-

out the Management Board present. 

As of December 31, 2025, the Audit Committee 

was composed of: 

— Colin Bond (Chair), 

— Dr. Bodo Coldewey (Deputy Chair) and 

— Nicholas Haggar. 
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Colin Bond and Dr. Bodo Coldewey have the nec-

essary expertise in the areas of auditing and ac-

counting (as previously mentioned under section 2). 

Nomination and Remuneration Committee 

The Nomination and Remuneration Committee pre-

pares the Supervisory Board's proposals to the An-

nual General Meeting for the election of Supervi-

sory Board members and nominates suitable candi-

dates to the Supervisory Board. 

The Nomination and Remuneration Committee is 

also responsible for preparing the Supervisory 

Board's decisions on the selection, appointment, 

dismissal, and remuneration of Management Board 

members, as well as the conclusion, amendment, 

and termination of their service contracts. 

As of December 31, 2025, the Nomination and 

Compensation Remuneration was composed of: 

— Nicholas Haggar (Chair), 

— Wolfgang Essler (Deputy Chair) and 

— Colin Bond. 

Working methods 

The rules of procedure for the Supervisory Board 

contain provisions on the procedure of the commit-

tees. In all other respects, the provisions of the 

rules of procedure relating to the working methods 

of the Supervisory Board apply accordingly to the 

committees, unless the Supervisory Board decided 

otherwise for a specific committee. 

Self-assessment of the Supervisory Board 

The Supervisory Board regularly evaluates its effi-

ciency and that of its committees through a self-as-

sessment process. For this purpose, a question-

naire was distributed to the members of the Super-

visory Board during the fiscal year 2025, allowing 

them to provide feedback on the effectiveness of 

the Supervisory Board and its committees, and to 

suggest potential improvements. 

The results of the self-assessment were discussed 

at the first regular meeting of the Supervisory 

Board following the completion of the assessment, 

and possible improvements were considered. 

6. Share transactions by members of 
the Executive Board and the 
Supervisory Board 

Pursuant to Article 19 of Regulation (EU) No. 

596/2014 of the European Parliament and Council 

of April 16, 2014, on market abuse (Market Abuse 

Regulation), members of the Management Board 

and the Supervisory Board are legally required to 

disclose transactions with shares of the Company 

or related derivatives or other financial instruments 

if the total amount of transactions by the member 

or a person closely associated with them reaches 

or exceeds EUR 20,000.00 (as of January 1, 2026: 

EUR 50,000.00) within a calendar year. Transac-

tions reported to the Company in the fiscal year 

2025 were duly published and are available on the 

Company’s website at 

https://www.formycon.com/en/investor-rela-
tions/directors-dealings/. 

7. Transparency and communication 

To ensure maximum transparency and equality of 

information, the Company is committed to compre-

hensive, equal, and timely communication with its 

shareholders and the public. The schedule for reg-

ular financial reporting and other significant events, 

such as the Annual General Meeting, can be found 

in the financial calendar. All annual and quarterly re-

ports, ad-hoc announcements, press releases, and 

notifiable changes in voting rights are available on 

the Company’s website in both German and Eng-

lish. Additionally, the website offers information on 

the Articles of Association, the members of the 

Management Board and the Supervisory Board, as 

well as upcoming and previous Annual General 

Meetings. 

For the publication of the annual financial state-

ments, the Company holds an analyst and investor 

conference. Following the publication of quarterly 

results, the Company conducts regular earnings 

https://www.formycon.com/en/investor-relations/directors-dealings/
https://www.formycon.com/en/investor-relations/directors-dealings/
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calls, which are also available as recordings on the 

Company’s website. 

8. Accounting 

The Management Board prepared the Company’s 

consolidated financial statements as of Decem-

ber 31, 2025, based on the International Financial 

Reporting Standards (IFRS) as applicable in the Eu-

ropean Union, and additional German legal require-

ments under Section 315e para. 1 HGB, as well as 

the Company's unconsolidated financial statements 

as of December 31, 2025, in accordance with the 

provisions of the HGB. The consolidated financial 

statements and management reports are published 

within 90 days after the end of the fiscal year. Man-

datory interim financial information (half-year finan-

cial reports and quarterly statements) is generally 

published within 45 days after the end of each 

quarter or half-year. 

The annual financial statements and the consoli-

dated financial statements, both as of December 31, 

2025, were audited by KPMG AG 

Wirtschaftsprüfungsgesellschaft, Munich, the audi-

tor elected by the Annual General Meeting 2025. 

Before the audit assignment, the auditor confirmed 

its independence and objectivity to the Supervisory 

Board. Following preparation by the Audit Commit-

tee, the annual financial statements and the consol-

idated financial statements were discussed, exam-

ined and adopted or approved by the Supervisory 

Board. 

9. Annual General Meeting 

The Company’s shareholders exercise their control 

and participation rights at the General Meeting. The 

General Meeting decides in particular on the appro-

priation of retained earnings, the discharge of the 

Management Board and Supervisory Board mem-

bers, the appointment of the auditor, the remunera-

tion report, the remuneration system, the remuner-

ation for Supervisory Board members, amendments 

to the Articles of Association, and certain capital 

measures, and elects shareholder representatives 

to the Supervisory Board. 

In addition, in the case of significant changes, but 

at least every four years, the remuneration system 

for the Management Board is submitted to the Gen-

eral Meeting for approval. 

Shareholders may exercise their voting rights at the 

General Meeting either personally, by proxy, or 

through a proxy representative appointed by the 

Company. The Management Board is authorized to 

allow shareholders to submit their votes in writing 

or via electronic communication without attending 

the meeting themselves or by proxy (postal vote) 

and to participate in the meeting and exercise all or 

some of their rights entirely or partially through 

electronic communication (online participation). The 

Management Board is also authorized to hold the 

General Meeting without the physical presence of 

shareholders or their representatives at the meet-

ing venue (virtual meeting), provided legal require-

ments are met. This authorization is valid for virtual 

meetings until August 31, 2026. 

The Annual General Meeting on June 18, 2025, 

was held as an in-person meeting. 

Planegg-Martinsried, April, 2026 

The Executive Board The Supervisory Board 
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Planegg - Martinsried, Germany,  

April 15, 2026  

  

Dr. Stefan Glombitza Nicola Mikulcik 

  

Dr. Andreas Seidl Enno Spillner 
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Consolidated Statement of Financial Position as of December 31, 2025 in € thousand 

   Explanatory note   Dec. 31, 2025   Dec. 31, 2024 

Assets          

Non-current assets          

Other intangible assets   18   414,028   444,116 

Right-of-use (ROU) assets   17, 27   9,912   10,749 

Property, plant and equipment   17   3,752   3,821 

Investment accounted for 

using the equity method 
  19   135,207   151,870 

Financial assets   19   51,597   66,134 

Total non-current assets      614,496   676,691 

Current assets          

Inventories      2,054   262 

Trade and other receivables   26   19,156   23,693 

Contract assets   8   12,860   7,016 

Other financial assets      1   6 

Prepayments and other assets   26   21,867   22,123 

Income tax receivables   15   249   91 

Cash and cash equivalents      68,845   41,834 

Total current assets      125,031   95,024 

Total assets      739,527   771,715 

          

Equity and liabilities          

Equity          

Subscribed capital   20   17,673   17,664 

Capital reserve   20   498,002   496,021 

Accumulated profit/loss carryforward   20   -51,843   73,829 

Period income (loss)   20   -64,696   -125,672 

Total equity capital      399,136   461,843 

Non-current liabilities          

Non-current lease obligations   27   8,082   9,097 

Other non-current liabilities   23   202,551   164,726 

Deferred tax liabilities   15   76,198   102,156 

Total non-current liabilities      286,831   275,979 

Current liabilities          

Current lease obligations   27   1,478   1,496 

Other current liabilities   22   24,033   12,932 

Trade payables   24   25,839   17,437 

Current income tax liabilities   15   2,210   2,028 

Total current liabilities      53,560   33,893 

Total liabilities      340,391   309,872 

Total equity and liabillities      739,527   771,715 

Consolidated Statement of Financial Position       
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Consolidated Statement of Comprehensive Income for the period from January 1, 2025 to December 31, 2025 in € thousand 

   Explenatory note   Jan. 1 – Dec. 31, 2025   Jan. 1 – Dec. 31, 2024 

Revenue   8   44,476   69,674 

Cost of sales   9   -40,900   -54,840 

Research and development expenses   10   -12,673   -16,503 

Selling expenses   11   -1,316   -1,302 

Administrative expenses   11   -18,995   -20,085 

Other expenses   11   -1,686   -567 

Other income   11   593   78 

Operating profit/loss (EBIT)      -30,500   -23,543 

Income from investments accounted for 

using the equity method 
  12, 19   -16,663   -15,174 

Finance income   12   19,522   24,777 

Finance expense   12   -3,297   -1,137 

Change in Impairments based on the 

expected credit loss model 

  12   40   78 

Net finance income      -398   8,543 

Impairments on Goodwill and 

Other intangible assets 
  18   -59,597   -129,253 

Profit before tax      -90,495   -144,253 

Income tax expense   15   25,799   18,582 

Profit (loss) / Comprehensive income (loss) 

for the period 

     -64,696   -125,672 

          

          

          

Basic (undiluted) earnings per share (in €)   13   -3.66 €   -7.18 € 

Average number of 

shares outstanding (undiluted) 
     17,666,810   17,491,811 

Diluted earnings per share (in €)   13   -3.66 €   -7.18 € 

Average number of 

shares outstanding (diluted) 
     17,832,377   17,633,367 

Consolidated Statement of Comprehensive Income    
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Consolidated Statement of Changes in Equity for the period from January 1, 2025 to December 31, 2025 in € thousand  

   
Explana- 
tory note   

Sub- 

scribed 

capital   
Capital 

reserve   

Accumu- 

lated loss 
carry- 

forward   

Period 

income 

(loss)   
Total 

equity  

Balance at Jan. 1, 2024      16,053   412,871   -1,968   75,796   502,752  

Appropriation of prior-year in-

come (loss) 

  20   
-   -   75,796   -75,796   0 

 

Capital increase against cash 

contributions 
  20   

1,604   81,240   -   -   82,843 
 

Effect of stock options granted   14   -   1,675   -   -   1,675  

Shares issued through exercise of 

stock options 
  20   

8   235   -   -   243 
 

Period income (loss)      -   -   -   -125,672   -125,672  

Balance at Dec. 31, 2024/Jan. 1, 

2025 

     
17,664   496,021   73,829   -125,672   461,844 

 

Appropriation of prior-year in-

come (loss) 

  20   
-   -   -125,672   125,672   0 

 

Effect of stock options granted   14   -   1,813   -   -   1,813  

Shares issued through exercise of 

stock options 

  20   
9   167   -   -   176 

 

Period income (loss)      -   -   -   -64,696   -64,696  

Balance at Dec. 31, 2025      17,673   498,002   -51,843   -64,696   399,136  

Consolidated Statement of Changes in Equity    
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Consolidated Statement of Cash Flows for the period from January 1, 2025 to December 31, 2025 in € thousand 

   Explanatory note   Jan. 1 – Dec. 31, 2025   Jan. 1 – Dec. 31, 2024 

Profit (loss) for the period      -64,696   -125,672 

Adjustments for 

non-cash items:          

Depreciation and amortization   17, 18   86,487   139,065 

Net finance income   12   399   -8,543 

Effect of stock options   14   1,813   1,675 

Net loss (gain) arising from disposals of 

non-current assets   17, 18   87   163 

Other non-cash transactions      -636   495 

Income tax expense   15   -25,799   -18,582 

Changes in operating assets 

and liabilities:          

Decrease (increase) in 

inventories      -1,792   206 

Decrease (increase) in 

trade and other receivables   26   4,537   -12,275 

Decrease (increase) in 

contract assets   8   -5,843   9,544 

Decrease (increase) in 

other financial assets      5   - 

Decrease (increase) in 

prepayments and other assets   26   256   -10,788 

Increase (decrease) in contract liabilities   8   6,960   - 

Increase (decrease) in other liabilities   22, 23   738   762 

Increase (decrease) in 

trade payables   22   8,402   1,118 

Increase (decrease) in current provisions      -   -387 

Income taxes paid   15   -136   -4 

Net cash used for 

operating activities      10,783   -23,221 

Investments in intangible assets   18   -54,153   -28,395 

Investments in property, plant and 

equipment   17   -737   -1,545 

Investments in financial assets   19   -   -2,419 

Proceeds from sale of non-current assets   17, 18   7   5 

Repayments from loans granted   19   15,000   27,300 

Interest received   12   2,428   3,595 

Net cash used for investing activities      -37,455   -1,459 

Proceeds from issuance of shares   20   176   83,086 

Inflows from the assumption of financial 

liabilities   23, 26   70,000   - 

Transaction costs related to loans and bor-

rowings   23, 26   -2,265   - 

Payment of lease liabilities   27   -1,291   -1,404 

Outflows for the repayment of financial liabili-

ties   22, 23   -11,249   -41,292 

Interest paid   12   -1,687   -913 

Net cash from financing activities      53,684   39,478 

Net increase (decrease) 

in cash and cash equivalents      27,012   14,798 

Cash and cash equivalents as of Jan, 1      41,834   27,035 

Cash and cash equivalents as of Dec, 31      68,845   41,834 

Consolidated Statement of Cash Flows    
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Notes to the Consolidated Financial Statements  
of Formycon Group for the period 
from January 1, 2025 to December 31, 2025

1. Reporting entity 

FORMYCON AG (hereinafter also the “Company”), 

together with the subsidiaries within its scope of 

consolidation (hereinafter “Group” or together 

“Formycon”), is a leading independent developer of 

high-quality biosimilar drugs, meaning follow-on 

products to biopharmaceuticals already on the mar-

ket. Formycon has long specialized in the develop-

ment of biosimilars and is able to cover all technical 

stages of the biopharmaceutical development 

chain from analysis and cell line development to 

preclinical studies and clinical trials, all the way 

through to the creation and submission of regula-

tory approval application documents. In addition to 

its decades of experience in protein chemistry, 

analysis and immunology, Formycon also has ex-

tensive expertise in the successful transfer of anti-

bodies and antibody-based therapies into the clini-

cal development stage. 

FORMYCON AG has its registered offices in Mar-

tinsried-Planegg, Germany, and is entered into the 

commercial register (Handelsregister) of the District 

Court of Munich under number HRB 200801. The 

Company’s shares are listed in the Frankfurt Stock 

Exchange’s Prime Standard (Deutsche Börse: Ger-

man securities identifier (WKN): A1EWVY, ticker 

symbol: FYB, ISIN: DE000A1EWVY8). 

2. Basis of accounting 

These Consolidated Financial Statements (hereinaf-

ter also the “Financial Statements”), presented here 

in translation from the German original, have been 

prepared in accordance with International Financial 

Reporting Standards (IFRS) as endorsed within the 

European Union. The provisions of sec. 315e of the 

German Commercial Code (Handelsgesetzbuch, 

HGB) were taken into account as applicable. These 

Financial Statements were released for publication 

by the Company’s Management Board (Vorstand) 

on April 15, 2026. 

During the fiscal year, the following standards and 

interpretations were mandatorily applied for the 

first time: 

 

— Amendments to IAS 21 – Lack of Exchangeabil-

ity: The amendments concern the determina-

tion of the exchange rate in the event of a long-

term lack of convertibility, an issue which has 

until now not been addressed by IAS 21. With 

these amendments, IAS 21 additionally in-

cludes: 

— Requirements for assessing whether a 

currency can be converted to another 

currency, 

— Statements on determining the ex-

change rate if such conversion is not 

possible, and 

— Additional disclosure requirements re-

lating thereto. 

There have been no material effects on the Fi-

nancial Statements. 

Formycon does not plan early application of the fol-

lowing new or amended standards and interpreta-

tions, which will only become mandatory in subse-

quent fiscal years. Unless otherwise stated, the ef-

fects of these changes on the Financial Statements 

are currently under review. 
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Already endorsed by the European Union: 

— Annual Improvements to IFRS Accounting 

Standards – Volume 11: The annual improve-

ments process is limited to changes that either 

clarify the wording of an IFRS standard or cor-

rect relatively minor unintended consequences, 

oversights or conflicts between requirements in 

the standards. It contains the following main 

adjustments: 

— IFRS 1 First-time Adoption of Interna-

tional Financial Reporting Standards: 

Hedge accounting by a first-time 

adopter 

— IFRS 7 Financial Instruments: Disclo-

sures: Profit or loss from derecogni-

tion; disclosure of differences be-

tween fair value and transaction price; 

credit risk disclosures 

— IFRS 9 Financial Instruments: Derecog-

nition of lease liabilities; transaction 

price 

— IFRS 10 Consolidated Financial State-

ments: Determining a “de facto agent” 

— IAS 7 Statement of Cash Flows: Cost 

method. 

The amended standard is to be applied to 

reporting periods beginning on or after January 

1, 2026. Early application of the changes is 

permitted. The Group currently assumes that 

there will be no material impact on its 

consolidated financial statements. 

— Amendments to IFRS 9 and IFRS 7 - Contracts 

Referencing Nature-dependent Electricity: Con-

tracts referencing nature-dependent electricity 

are often structured as so-called power pur-

chase agreements (PPA). The purchase based 

on these contracts can fluctuate due to unfore-

seen events such as weather conditions. Ap-

plying the current accounting regulations may 

lead to effects on net income that do not 

necessarily adequately reflect the influence of 

these contracts on the performance of the re-

porting company. The following changes have 

been made to better reflect these contracts in 

companies' financial statements: 

— Clarification of the application of the 

own use exemption to these contracts. 

— Adjustment of the rules for hedge ac-

counting with the option of using con-

tracts referencing nature-dependent 

renewable energy sources as a hedg-

ing instrument if certain conditions are 

met. 

— Introduction of additional disclosure 

requirements regarding the impact of 

these contracts on the financial perfor-

mance and future cash flow of a com-

pany. 

  The amended standard is to be applied to re-

porting periods beginning on or after January 1, 

2026. Early application of the changes is per-

mitted. The Group currently assumes that there 

will be no material impact on its consolidated fi-

nancial statements. 

— Amendments to IFRS 9 and IFRS 7 – Classifica-

tion and Measurement of Financial Instruments: 

The amendments clarify the classification of fi-

nancial assets that are linked to environmental, 

social and governance (ESG) and similar char-

acteristics. The amendments clarify how the 

contractual cash flows of such instruments are 

to be assessed in terms of subsequent meas-

urement, i.e. amortized cost accounting or fair 

value accounting. The amendments also ad-

dress the settlement of liabilities through elec-

tronic payment systems. The amendments clar-

ify, when a financial asset or financial liability is 

derecognized. In addition, an option has been 

introduced that allows an entity to derecognize 

a financial liability before delivering cash on the 

settlement date, provided that certain criteria 

are met. The amendments also introduced ad-

ditional disclosure requirements with regard to 

investments in equity instruments measured at 
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fair value through other comprehensive income 

and financial instruments with conditional fea-

tures (e.g. ESG targets). The amendments are 

effective for reporting periods beginning on or 

after January 1, 2026, subject to EU endorse-

ment. Earlier application of the amendments is 

permitted, but is subject to EU endorsement. 

The Group currently assumes that there will be 

no material impact on the consolidated finan-

cial statements. 

  The amended standard is to be applied to re-

porting periods beginning on or after January 1, 

2026. Early application of the changes is per-

mitted. The Group currently assumes that there 

will be no material impact on its consolidated fi-

nancial statements. 

Pending endorsement by the European Union: 

— IFRS 18 – Presentation and Disclosure in Finan-

cial Statements: IFRS 18 will replace IAS 1 

Presentation of Financial Statements and ap-

plies for annual reporting periods beginning on 

or after January 1, 2027. The new standard in-

troduces the following key new requirements: 

— Entities are required to classify all in-

come and expenses into five catego-

ries in the statement of profit or loss, 

namely the operating, investing, fi-

nancing, discontinued operations and 

income tax categories. Entities are 

also required to present a newly-de-

fined operating profit subtotal. Entities’ 

net profit will not change. 

— Management-defined performance 

measures (MPMs) are disclosed in a 

single note in the financial statements. 

— Enhances guidance is provided on 

how to group information in the finan-

cial statements. 

— In addition, all entities are required to 

use the operating profit subtotal as 

the starting point for the statement of 

cash flows when presenting operating 

cash flows under the indirect method. 

IFRS 18 applies for annual reporting periods be-

ginning on or after January 1, 2027, subject to 

its adoption into EU law.The Group is still in the 

process of assessing the impact of the new 

standard, particularly with respect to the struc-

ture of the Group’s statement of profit or loss, 

the statement of cash flows and the additional 

disclosures required for MPMs. The Group is 

also assessing the impact on how information 

is grouped in the financial statements, including 

for items currently labelled as “other”. 

— IFRS 19 – Subsidiaries without Public Accounta-

bility: Disclosures: IFRS 19 allows eligible sub-

sidiaries to apply IFRS Accounting Standards 

with the reduced disclosure requirements. A 

subsidiary may choose to apply the new stand-

ard provided that, at the reporting date it does 

not have public accountability, and its parent 

produces consolidated financial statements un-

der IFRS Accounting Standards. A subsidiary 

generally has public accountability if it is listed 

on a public market or holds assets in a fiduciary 

capacity as one of its primary businesses.  

  IFRS 19 applies for annual reporting periods be-

ginning on or after January 1, 2027, subject to 

its adoption into EU law. Earlier application is 

permitted, but is subject to EU endorsement. 

The group does not meet the application re-

quirements, thus IFRS 19 will not be applied 

and there will be no impact. 

3. Functional currency and 
presentation currency 

These Financial Statements are presented in euros, 

the Company’s functional currency. Unless other-

wise stated, all amounts in euros presented herein 

have been rounded to the nearest thousand euros 

(€ thousand). 

4. Use of judgements and estimates 

In preparing these Financial Statements, the Man-

agement Board has made judgements and 
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estimates that affect the application of accounting 

policies and the reported amounts of assets and li-

abilities, income and expense. Actual results may 

differ from these estimates. Estimates and underly-

ing assumptions are reviewed on an ongoing basis. 

Revisions to estimates are recognized prospec-

tively. 

Judgements 

Judgements exercised by the Management Board 

have an impact on the following specific issues pre-

sented herein: 

— Lease term: Determination of whether the exer-

cise of lease extension options is reasonably 

certain (see Note 27) 

— Internally generated intangible assets: Point in 

time at which the criteria of IAS 38 (“Intangible 

Assets”) are met, thereby resulting in an obliga-

tion to capitalize the asset (see Note 18) 

— Identification of multiple performance obliga-

tions under the development partnerships for 

purposes of revenue recognition (see Note 8) 

and separation thereof between development 

services and granting of license 

Assumptions and estimate uncertainties 

Significant assumptions and estimates which could 

result in the risk of necessary adjustments in subse-

quent periods to the amounts recognized herein 

have been made in the following specific cases: 

— Recognition of deferred tax assets: Availability 

of future taxable profit against which deducti-

ble temporary differences and tax losses car-

ried forward can be used (see Note 15) 

— Impairment test of intangible assets and good-

will: Key assumptions underlying the calculation 

of the recoverable amounts (see Note 18) 

— Valuations under IFRS 2 (including phantom 

shares): The determination of the fair value of 

sharebased payment arrangements is based, 

among other factors, upon future share price 

volatility and future staff turnover, both of which 

may have a significant influence on the valua-

tion of the options at the time of issuance. The 

correctness of these estimates depends upon 

actual future staff turnover and, in the case of 

the phantom stock program, on the actual de-

velopment of the share price, both of which 

may deviate from the original estimates used in 

preparing these Financial Statements and may 

thus lead to significant corrections in future pe-

riods (see Note 14). 

— Determination of book value of investment par-

ticipations in jointly controlled companies: Key 

assumptions for impairment testing in accord-

ance with IAS 28 (see Note 19) 

Measurement of fair values 

A number of the Group’s accounting policies and 

disclosures require the measurement of fair values, 

for both financial and non-financial assets and liabil-

ities. 

When measuring the fair value of an asset or liabil-

ity, the Group uses observable market data as far 

as possible. Fair values are categorized into differ-

ent levels in a fair value hierarchy based on the in-

puts used in the valuation techniques as follows: 

— Level 1: Quoted prices (unadjusted) in active 

markets for identical assets and liabilities. 

— Level 2: Inputs other than quoted prices in-

cluded in Level 1 that are observable for the as-

set or liability, either directly (i.e. as prices) or in-

directly (i.e. derived from prices). 

— Level 3: Inputs for the asset or liability that are 

not based on observable market data (unob-

servable inputs). 

If the inputs used to measure the fair value of an 

asset or a liability are categorized in different levels 

of the fair value hierarchy, then the fair value meas-

urement is categorized in its entirety in the same 

level of the fair value hierarchy as the lowest level 

input that is significant to the entire measurement. 
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Assumptions have been made in measuring fair val-

ues in the following cases: 

— Valuation of conditional purchase price pay-

ments in determining and allocating the pur-

chase price (see Note 26), 

— Valuation of obligations arising from share set-

tled as well as cash-settled share-based com-

pensation arrangements (see Note 14), 

— Impairment testing of unfinished internally gen-

erated intangible assets and Goodwill (see 

Note 18), and 

— Impairment testing of financial assets (see Note 

19). 

5. Group structure 

As of December 31, 2025 the Formycon Group 

comprises Formycon AG, which, as the ultimate 

parent company, constitutes both the largest and 

smallest scope of consolidation, and the following 

fully consolidated companies. All companies are 

100% owned subsidiaries of Formycon AG: 

— Formycon Project 201 GmbH 

(Martinsried-Planegg, Germany) 

— FYB202 Project GmbH 

(Martinsried-Planegg, Germany) 

— Formycon Project 203 GmbH 

(Martinsried-Planegg, Germany) 

Clinical Research GmbH, Holzkirchen, was merged 

with Formycon AG in fiscal year 2025. 

Furthermore, Bioeq AG (Zug, Switzerland), which is 

under joint control, is included in the Financial 

Statements of Formycon AG using the equity 

method. 

6. Accounting and valuation methods 

Basis of valuations 

These Financial Statements have been prepared 

based on the principle of historical cost. Exceptions 

to this are the valuations of the contingent consid-

eration component of the Athos transaction, the 

valuation of derivatives and of obligations arising 

from cash-settled share-based compensation ar-

rangements, which have both been carried out at 

fair value. Equity-settled share-based payment ar-

rangements granted to employees are likewise 

measured at fair value as of the grant date. 

In their preparation, and for all periods therein, the 

Group has, unless otherwise stated, consistently 

applied the following accounting policies. 

Consolidation principles 

Subsidiaries 

Subsidiaries are companies under the Group’s con-

trol. The Group controls an entity when it is ex-

posed, or has rights, to variable returns from its in-

volvement with the entity and has the ability to af-

fect those returns through its power over the entity. 

The financial statements of subsidiaries are consoli-

dated into these Financial Statements from the date 

control begins until the date such control ends. 

Loss of control 

If the Group loses control of a subsidiary, it derec-

ognizes the assets and liabilities of the subsidiary 

from its consolidated statement of financial position 

(balance sheet), along with any related non-control-

ling interests or other equity components. Any re-

sulting gain or loss is recognized in profit or loss. If 

an interest in the former subsidiary is retained, it is 

measured at fair value as of the date control over 

the subsidiary is lost. 

Financial assets accounted for using the equity 
method 

The Group’s financial assets (investments) ac-

counted for using the equity method include a 

shareholding in a joint venture. A joint venture is an 

arrangement in which the Group has joint control, 

whereby the Group has rights to the net assets of 

the arrangement, rather than rights to its assets and 

obligations for its liabilities. 
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Shares in joint ventures, which are accounted for 

using the equity method, are initially recognized at 

acquisition cost, including transaction costs. Subse-

quent to this initial recognition, these Financial 

Statements include the Group’s share of the com-

prehensive income of the financial assets ac-

counted for using the equity method until the date 

upon which such significant influence or joint con-

trol ends. 

Consolidation of intragroup transactions 

In preparing these Financial Statements, balances 

and transactions between the Company and con-

solidated subsidiaries thereof, as well as any unre-

alized intercompany income and expenses (other 

than income and expenses arising from foreign cur-

rency transactions), have been eliminated. In the 

case of companies accounted for using the equity 

method (associates and joint ventures), any unreal-

ized gains on transactions have been offset against 

the investment asset, but not by more than the 

Group’s investment in the respective company. Un-

realized losses have been analogously offset (i.e. 

added to the investment asset), but only where 

there is no indication of impairment. 

Transactions in foreign currencies 

Business transactions in foreign currencies are con-

verted into the functional currency of the respective 

Group company at the spot rate on the date of the 

transaction. 

Monetary assets and liabilities denominated in a 

foreign currency as of the reporting date are trans-

lated into the functional currency at the closing rate 

for the period. Non-monetary assets and liabilities 

measured at fair value in a foreign currency are 

translated at the exchange rate in effect at the time 

the fair value was measured. Non-monetary items 

measured at historical cost in a foreign currency 

are translated at the exchange rate prevailing on 

the transaction date. Currency translation differ-

ences are recognized in period profit and loss and 

included within finance income and finance cost. 

Revenue from contracts with customers 

The Group generates revenue by granting licenses 

for the marketing of products once development 

has been completed. Depending on the contractual 

design, these licenses may include marketing rights 

for certain regions, sublicensing rights for certain 

regions, and/or rights to develop, manufacture and 

register the products. In some cases, the Group 

may retain certain rights. The Group subsequently 

receives license revenue for the granted rights 

based upon product sales within the licensed terri-

tories. If the amount can be reliably determined, the 

Group recognizes the revenue at the time the li-

cense is granted. As a rule, however, such license 

revenues depend upon actual product sales and 

thus the amount generated thereby can only be re-

liably determined over time. The corresponding li-

cense revenue is allocated as variable considera-

tion to the separate performance obligation of 

granting a license. 

These license agreements may also include upfront 

payments, which are likewise allocated to the rele-

vant license grant performance obligation. Revenue 

from such upfront payments is recognized at the 

time the license is granted. 

In addition the company generates revenues from 

the provision of development and other services to 

assist with the completion of product development 

through to market approval. These other services 

may include, for example, the organization of clini-

cal studies and the preparation of approval docu-

ments. The customer agreement may provide for 

ongoing reimbursement of costs or defined mile-

stones. Services rendered but not yet been in-

voiced are reported as contract assets. In the case 

of ongoing reimbursements, the regular payments 

are recognized against contract assets as received, 

whereas milestone payments are only recognized 

against contract assets provided that the relevant 

milestones havehave been achieved. Revenue is 

recorded over the development period using the 

cost-to-cost method. Associated costs are recog-

nized in profit or loss as they are incurred. 

In some cases, a single customer contract may 

combine different kinds of performance obligations, 

such as both the granting of a license and the pro-

vision of development services. 
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The transaction price of the contract is allocated to 

the respective individual performance obligations 

based upon their individual values. Development 

services are valued using cost plus an appropriate 

margin as well as residual value considerations. 

The license is granted on the basis of theresidual 

value considerations if the individual values are not 

observable. 

Specific conditions may be attached to Milestones 

and Upfront payments. The assessment of the ful-

fillment of such conditions has an impact on the 

revenue recognized. Currently the fulfillment of 

such conditions is assessed to be highly probable. 

Once product sales are generated, license reve-

nues become due and payable to the Group with 

relatively short payment terms. 

In addition, the group generates revenues from the 

sale of products and materials from the develop-

ment process for further use by the respective li-

cence holder and from the sale of finished products 

to marketing partners. Revenues are recognized at 

the time of the transfer of risk to the respective cus-

tomer. 

All payments are to be made by the customer 

within current payment terms. 

Employee benefits 

Short-term employee benefits 

Short-term employee benefit obligations are ex-

pensed as the employee performs the related work 

services. In cases where the Group has an obliga-

tion to pay a future amount as a result of service 

rendered by the employee, whether legally binding 

or constructive, and where the obligation can be re-

liably estimated, a liability is recognized for the 

amount expected to be paid. 

Equity-settled share-based compensation 

Share-based compensation payments to employ-

ees settled by the physical delivery of shares are 

recognized as an expense in the amount of their 

fair value upon the grant date, with a correspond-

ing increase in equity, over the vesting period of 

the awards. The amount recognized as an expense 

is adjusted to reflect the number of granted shares 

for which the related service and non-market per-

formance conditions are expected to be met, such 

that the amount ultimately recognized is based on 

the number of granted shares that meet the related 

service and non-market performance conditions at 

the vesting date. In the case of share-based pay-

ments with non-vesting conditions, the fair value of 

the share-based payment as of the grant date is 

measured to reflect such conditions, but with no 

subsequent true-up for differences between ex-

pected and actual outcomes. If a share-based pay-

ment involves equity-settled compensation, the 

vesting conditions are market-independent and the 

valuation is updated at each reporting date. Further 

explanation may be found under Note 14. 

Cash-settled share-based compensation 

The fair value of amounts payable to employees 

under cash-settled stock appreciation rights (SARs) 

is recognized as an expense with a corresponding 

increase in liabilities, beginning with the period dur-

ing which the respective employees become un-

conditionally entitled to payment. The liability is re-

measured at each reporting date and at the settle-

ment (payout) date based upon the fair value of the 

SARs. Any changes in the liability are recognized in 

profit or loss. Further explanation may be found un-

der Note 14. 

Defined contribution plans 

Obligations to make contributions to defined contri-

bution plans are expensed as the employee per-

forms the related work services. Prepaid contribu-

tions are recognized as an asset to the extent that 

there is a right to a refund of, or reduction in, future 

payments. 

Government grants 

Government grants to fund the future purchase of 

assets are initially recognized as deferred income 

at fair value if there is reasonable assurance that 

they will be received and that the Group will meet 

the conditions attached to the grant. Once such 

government grant is actually used to fund the 
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acquisition of the asset, the deferred income is 

then amortized over the period of the asset's useful 

life and recognized in profit and loss as other in-

come. Grants which compensate the Group for ex-

penses incurred are recognized as a reduction in 

expense in the period(s) in which the relevant ex-

penses are recognized, unless the grant conditions 

are not met until after the related expenses have 

been recognized. In this case, the grant is recog-

nized in the period during which the entitlement 

arises. 

The Group is currently receiving grants to cover re-

search and development expenditures incurred in 

connection with the development of the FYB207 

project. Accordingly, the grants are recorded as a 

reduction in research and development expenses, 

and are reflected in the same way as the expenses 

and presented in the Consolidated Statement of 

Cash Flows under cash flows from operating activi-

ties. 

Finance income and finance expense 

The Group’s finance income and finance expens in-

clude: 

— interest income, 

— interest expense, 

— gains and losses of investments accounted for 

using the equity method, 

— write-downs of financial assets valued at equity, 

— foreign currency gains and losses on financial 

assets and financial liabilities, and 

— gains and losses arising from the measurement 

of fair value of contingent consideration classi-

fied as a financial liability. 

Interest income and expenses are recognized in 

profit or loss using the effective interest method. 

The effective interest rate is the interest rate that 

exactly discounts the estimated future payments or 

receipts over the expected life of the financial in-

strument to the net book value of the financial as-

set, or in the case of a financial liability to the re-

maining amount thereof. 

In calculating interest income and expense, the ef-

fective interest rate is applied to the gross book 

value of the asset, provided that the asset is not 

credit impaired, or in the case of a financial liability 

to the remaining amount thereof. In the case of fi-

nancial assets which have become credit-impaired 

subsequent to initial recognition, interest income is, 

however, instead calculated by applying the effec-

tive interest rate to the amortized cost of the finan-

cial asset. Should the asset no longer be creditim-

paired, the calculation of interest income reverts to 

the gross basis. 

Income tax expense 

Income tax expense consists of current tax ex-

pense and deferred tax expense. Both are recog-

nized in profit or loss, except to the extent that they 

relate to a business combination or to an item rec-

ognized directly in equity or other comprehensive 

income (OCI). The Group has determined that inter-

est and penalties on income taxes, as well as un-

certain tax items, do not meet the definition of in-

come tax expense, and therefore accounts for 

these in accordance with IAS 37. 

Current taxes 

Current tax expense is the expected tax liability or 

tax receivable on taxable income or tax loss for the 

year, based on tax rates enacted or certain to be 

soon enacted as of the reporting date, along with 

any adjustments to tax liability for prior years. The 

amount of the expected tax liability or tax receiva-

ble is the best estimate of the tax amount expected 

to be paid or received, but also reflecting any tax 

uncertainties. Current tax receivables and liabilities 

are only offset (netted) under certain specific condi-

tions. 

Deferred taxes 

Deferred taxes are recognized in respect of tempo-

rary differences between the carrying amounts of 
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assets and liabilities for financial reporting pur-

poses and the amounts used for taxation purposes. 

Deferred taxes are not recognized for: 

— temporary differences upon initial recognition 

of assets or liabilities in a transaction which is 

not a business combination and which affects 

neither accounting nor taxable profit or loss; 

— temporary differences related to investments in 

subsidiaries, associates and joint ventures 

where the Group is able to control the timing of 

the reversal of the temporary differences and it 

is probable that they will not reverse in the 

foreseeable future; and 

— taxable temporary differences arising upon ini-

tial recognition of goodwill. 

Deferred tax assets are recognized for unused tax 

losses, unused tax credits and deductible tempo-

rary differences to the extent that it is probable that 

future taxable profits will be available against which 

they can be used. Future taxable profits are deter-

mined based on the reversal of relevant taxable 

temporary differences. If the amount of taxable 

temporary differences is insufficient to recognize a 

deferred tax asset in full, then future taxable profits, 

adjusted for reversals of existing temporary differ-

ences, are considered, based on the business 

plans for individual subsidiaries in the Group. De-

ferred tax assets are reviewed at each reporting 

date and reduced to the extent that it is no longer 

probable that the related tax benefit will be real-

ized; such reductions are reversed when the proba-

bility of future taxable profits improves. 

The measurement of deferred tax reflects the tax 

consequences that would follow from the manner 

in which the Group expects, at the reporting date, 

to recover or settle the carrying amount of its as-

sets and liabilities. 

Deferred tax assets and deferred tax liabilities re-

sulting from the application of IFRS 16 “Leases” are 

offset (netted). All other deferred tax assets and de-

ferred tax liabilities are only offset under certain 

specific conditions. 

Inventories 

Inventories are measured at the lower of cost and 

net realizable value. The cost of inventories is 

based on the first-in, first-out (FIFO) method of allo-

cation. In the case of manufactured inventories, 

cost includes an appropriate share of production 

overheads based on normal operating capacity. 

Cash and cash equivalents 

Cash and cash equivalents comprise cash on hand 

and demand deposits, together with other short-

term, highly liquid investments maturing within 90 

days from the date of acquisition that are readily 

convertible into known amounts of cash and which 

are subject to an insignificant risk of changes in 

value. 
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Property, plant and equipment 

Recognition and measurement 

Property, plant and equipment are measured at 

cost, including any capitalized borrowing costs, less 

accumulated depreciation and any accumulated im-

pairment losses. Should significant components 

thereof have different useful lives, these are ac-

counted for as separate items (major components) 

of property, plant and equipment. Any gain or loss 

on disposal of an item of property, plant and equip-

ment is recognized in profit or loss. 

Subsequent costs of acquisition or production 

Subsequent expenditures are only capitalized if it is 

probable that the Group will derive additional future 

economic benefits resulting from the expenditure. 

Depreciation 

Depreciation is calculated to fully depreciate the 

cost of an item of property, plant and equipment 

less its estimated residual value on a straight-line 

basis over its estimated useful life. Depreciation is 

generally recognized in profit or loss. 

The estimated useful lives of significant items of 

property, plant and equipment, for both the current 

period and prior-year period, are: 

— Leasehold improvements: The useful life 

specific to the asset, not to exceed the 

remaining term of the underlying lease at the 

time of the leasehold improvement: 5-10 years 

— Laboratory furnishings and equipment: 7-15 

years 

— Office furnishings and equipment: 5-10 years 

Depreciation methods, useful lives and residual 

values are reviewed on each reporting date and 

adjusted as necessary. 

Goodwill and other intangible assets 

Recognition and measurement 

Goodwill 

Goodwill arising from business combinations is 

measured at cost less any accumulated impairment 

losses. 

Research and development 

Research expenditures are recognized in profit or 

loss as incurred. Development expenditures are 

only capitalized provided that the expenditure can 

be measured reliably, that the product or process is 

technically and commercially feasible, that future 

economic benefits are probable, and that the 

Group both intends and has sufficient resources to 

complete development and to utilize or sell the as-

set. Any development expenditures not meeting 

these criteria are recognized in profit or loss as in-

curred. Capitalized development expenses are val-

ued at acquisition or production cost less accumu-

lated amortization and any accumulated impair-

ment losses. 

Formycon develops biopharmaceuticals, in particu-

lar biosimilars, with the aim of converting biosimilar 

candidates into development and marketing part-

nerships upon attainment of certain defined mile-

stones. Formycon currently has seven projects un-

der active development. For each individual devel-

opment project, an assessment is made as to 

whether the criteria for recognition of an internally 

generated intangible asset have been met. 

While innovative drug development projects in 

phase 3 clinical trials often suffer failures or signifi-

cant setbacks, the probability of success of a bio-

similar candidate in phase 3 clinical comparability 

trials is significantly higher. Because the efficacy of 

the originator (reference) biopharmaceutical has al-

ready been scientifically proven and recognized by 

the authorities, and because biosimilar develop-

ment focuses on various tests and studies to 

demonstrate biological similarity to the reference 

drug already prior to phase 3 clinical testing, one 

may reasonably conclude, predicated on this al-

ready demonstrated similarity, that the likelihood of 

successfully completing the remaining develop-

ment of a biosimilar that will bring future economic 

benefits is very high. It should be noted that more 
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than 95% of biosimilar candidates entering phase 3 

clinical trials are, upon completion thereof, proved 

similar to the reference drug. It is also notable that 

78% of biosimilars entering phase 1 clinical trials are 

ultimately licensed upon completion of develop-

ment work. 

The main activities which Formycon undertakes to 

develop a biosimilar candidate may be broadly di-

vided into the following six stages: 

— Market research: assessment of market situa-

tion, identification of possible drug targets and 

project planning 

— Initial analysis: development of the analytical 

method panel, characterization of reference 

molecule, definition of quality target, com-

mencement of cell line development 

— Development phase: cell line development, bi-

osimilar manufacturing process development 

— Preclinical testing: in vivo studies generally not 

necessary, but comprehensive physiochemical 

and bioanalytical testing leading to technical 

proof of similarity (TPoS) 

— Clinical development: Recent regulatory initia-

tives by the FDA and EMA provide for the pos-

sibility of clinical trial Phase III efficacy studies 

for biosimilars under clearly defined conditions. 

Given the high degree of analytical comparabil-

ity, established development standards, and 

the prognostic significance of clinical parame-

ters, safety and tolerability data can be col-

lected in certain cases as part of pharmacoki-

netic studies.) 

TPoS is generally the point following completion of 

pre-clinical testing at which Formycon is able to 

demonstrate, based on the results thereof, that the 

asset resulting from the development fulfills the cri-

teria of IAS 38.57 and thus that all subsequent de-

velopment expenditures may be deemed part of 

the cost of generating the asset and capitalized ac-

cordingly. Each project is, however, individually as-

sessed as to whether the criteria have been met. 

The costs to be allocated are determined as costs 

directly attributable to development; because the 

assets are qualifying assets within the meaning of 

IAS 23, these costs also include related borrowing 

costs. The capitalization of development expendi-

tures is terminated upon regulatory approval, ex-

cept for subsequent development expenditures 

which generate an additional economic benefit with 

respect to the related asset. 

Other intangible assets 

Other intangible assets acquired by the Group that 

have finite useful lives are measured at cost less 

accumulated amortization and any accumulated im-

pairment losses. 

Subsequent expenditures 

Subsequent expenditures relating to goodwill and 

intangible assets are capitalized only to the extent 

that they generate an additional economic benefit 

with respect to the related asset. All other expendi-

tures, including expenses for internally generated 

goodwill and brand names, are recognized in profit 

or loss as incurred. 

Amortization 

Intangible assets are amortized on a straight-line 

basis over the respective estimated useful life. The 

amortization begins from the day the respective as-

sets are first used, or in the case of development 

projects, from the day of initial regulatory approval 

of the drug in question. The amortization is gener-

ally recognized in profit or loss. Other than through 

impairment, goodwill is not amortized. 

The estimated useful lives are: 

— Patents and trademarks: based on the term of 

the corresponding legal protection: 5-10 years 

— Capitalized development costs both acquired 

and internally developed: up to 18 years 

Amortization methods, useful lives and residual val-

ues are reviewed on each reporting date and ad-

justed as necessary. 
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Financial instruments 

Recognition and initial measurement 

Trade receivables and debt securities issued are in-

itially recognized from the date they arise or are is-

sued. All other financial assets and financial liabili-

ties are initially recognized when the Group be-

comes a party to the contractual terms of the instru-

ment. A financial asset (unless it is a trade receiva-

ble without a significant financing component) or fi-

nancial liability is initially measured at fair value 

plus or minus, for an item not at FVTPL (i.e. fair 

value with changes in value through profit or loss), 

transaction costs directly attributable to its acquisi-

tion or issue. Trade receivables without a significant 

financing component are initially recognized at the 

transaction price. 

Classification and subsequent measurement 

Financial assets 

Upon initial recognition, a financial asset is classi-

fied and measured as: 

— an instrument at amortized cost 

— an FVOCI debt instrument (investment in a debt 

instrument measured at fair value with changes 

through other comprehensive income) 

— an FVOCI equity investment (equity investment 

measured at fair value with changes through 

other comprehensive income) 

— an FVTPL instrument (at fair value with changes 

through profit or loss) 

Financial assets are not reclassified subsequent to 

their initial recognition unless the Group changes 

its business model for managing financial assets, in 

which case all affected financial assets are reclassi-

fied on the first day of the first reporting period fol-

lowing the change in the business model. 

A financial asset is measured at amortized cost if it 

meets both of the following conditions and is not 

designated as an FVTPL instrument: 

— It is held within a business model whose objec-

tive is to hold financial assets in order to collect 

contractual cash flows. 

— The contractual terms of the financial asset 

give rise, on specified dates, to cash flows that 

are solely payments of principal and interest on 

the principal amount outstanding. 

A debt investment is classified as an FVOCI instru-

ment if it meets both of the following conditions 

and is not designated as an FVTPL instrument: 

— It is held within a business model whose objec-

tive is achieved by both collecting contractual 

cash flows and selling financial assets. 

— Its contractual terms give rise, on specified 

dates, to cash flows that are solely payments of 

principal and interest on the principal amount 

outstanding. 

Upon initial recognition of an equity investment that 

is not held for trading, the Group may irrevocably 

elect to present subsequent changes in the fair 

value of the investment in OCI. This election is 

made individually for each investment. 

All financial assets not classified as measured at 

amortized cost or FVOCI as described above are 

measured at FVTPL. This includes all derivative fi-

nancial assets. Upon initial recognition, the Group 

may irrevocably designate a financial asset that 

otherwise meets the requirements to be measured 

at amortized cost or at FVOCI as an FVTPL instru-

ment if doing so eliminates or significantly reduces 

an accounting mismatch that would otherwise 

arise. 

Financial assets:  

Business model assessment 

The Group makes its assessment of the objective 

of the business model in which a financial asset is 

held through an assessment of each individual 

portfolio. The information considered includes: 

— the stated objectives for the investment, includ-

ing whether management’s strategy focuses on 
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earning contractual interest income, maintain-

ing a particular interest rate profile, matching 

the duration of the financial assets to the dura-

tion of any related liabilities or expected cash 

outflows, or realizing cash flows through the 

sale of the assets; 

— how performance results are evaluated and re-

ported to the Group’s management; 

— the risks that affect the performance of the 

business model (and the financial assets held 

within that business model) and how those 

risks are managed; 

— how managers of the business are compen-

sated - e.g. whether compensation is based on 

the fair value of the assets managed or the 

contractual cash flows collected; and 

— the frequency, volume and timing of sales of fi-

nancial assets in prior periods and expectations 

about future sales activity. 

Financial liabilities: Classification, subsequent 

measurement, and gains and losses 

Financial liabilities are classified and measured at 

amortized cost or FVTPL. A financial liability is clas-

sified at FVTPL if it is classified as held for trading, 

is a derivative, or is designated as such upon initial 

recognition. 

Financial liabilities at FVTPL are measured at fair 

value, with net gains and/or losses, including inter-

est expense, recognized in profit or loss. 

Other financial liabilities are subsequently meas-

ured at amortized cost using the effective interest 

method. Interest expense and foreign currency 

translation differences are recognized in profit or 

loss. Any gain or loss upon derecognition is also 

recognized in profit or loss. 

With the exception of the obligation to pay contin-

gent consideration under the Athos transaction and 

the separable embedded derivative from the is-

sued bond, all of the Group’s financial liabilities are 

measured at amortized cost. 

Derecognition 

Financial assets 

The Group derecognizes a financial asset when its 

contractual right to receive cash flows from the fi-

nancial asset expires, or when it transfers its right 

to receive contractual cash flows in a transaction in 

which either the Group transfers substantially all of 

the risks and rewards associated with ownership of 

the financial asset are transferred, or when the 

Group, although neither transferring nor retaining 

substantially all the risks and rewards of ownership, 

does not retain control of the financial asset. 

Financial liabilities 

The Group derecognizes a financial liability when 

its contractual obligations are discharged or can-

celled, or expire. The Group also derecognizes a fi-

nancial liability when its contractual terms are modi-

fied and the cash flows of the modified liability are 

substantially different, in which case a new financial 

liability based on the modified terms is recognized 

at fair value. 

Upon derecognition of a financial liability, the differ-

ence between the carrying amount extinguished 

and the consideration paid (including any non-cash 

assets transferred or liabilities assumed) is recog-

nized in profit or loss. 

Subscribed capital 

Costs directly attributable to the issuance of com-

mon shares are recorded as a deduction from eq-

uity. Income tax effects relating to the transaction 

costs of an equity measure are recognized directly 

in equity in accordance with IAS 12. 

Asset impairment 

Financial assets (excluding derivatives) 

Financial instruments and contract assets 

The Group recognizes loss allowances for ex-

pected credit losses (ECLs) on: 

— financial assets measured at amortized cost, 

and 
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— contract assets. 

The Group also recognizes loss allowances for 

ECLs on other receivables. 

The Group measures loss allowances at an amount 

equal to lifetime ECLs, except for the following, 

which are measured at 12-month ECLs: 

— debt securities that are determined to have low 

credit risk at the reporting date, and 

— other debt securities and bank balances for 

which credit risk (i.e. the risk of default occur-

ring over the expected life of the financial in-

strument) has not increased significantly since 

initial recognition 

In the case of trade receivables and contract as-

sets, valuation allowances reflect the amount of the 

expected credit loss over the term. 

In determining whether the credit risk of a financial 

asset has increased significantly since initial recog-

nition and in estimating expected credit losses, the 

Group considers reasonable and reliable infor-

mation which is both relevant and available, includ-

ing quantitative as well as qualitative information. In 

addition to well-founded estimates based on analy-

sis, including forward-looking assessments, the 

Group also considers its own past experience. 

Should a financial asset be overdue by more than 

30 days, the Group assumes that its credit risk has 

increased significantly. Due to the company’s cus-

tomer structure and contractually agreed payment 

terms, there have to date been no such delays. 

Due to the small number of contract counterparties, 

the Group assesses each of these with whom there 

is significant contract exposure through an assess-

ment of each individual portfolio. In each existing 

case, the Group has assessed the risk of default as 

extremely low. Thus, subject to materiality consider-

ations, no value adjustments are currently recog-

nized. 

The Group considers a financial asset to be in de-

fault when: 

— the debtor is unlikely to pay its credit obliga-

tions to the Group in full, without recourse by 

the Group to actions such as realizing security 

(if any is held); or 

— the financial asset is more than 180 days past 

due. 

The Group considers a debt security to have low 

credit risk when its credit risk rating is equivalent to 

the globally understood definition of “investment 

grade”. The Group considers this to be an S&P rat-

ing of BBB or higher. Lifetime ECLs are the ECLs 

that result from all possible default events over the 

expected life of a financial instrument. 12-month 

ECLs are the portion of ECLs that result from de-

fault events that are possible within the 12 months 

after the reporting date (or a shorter period if the 

expected life of the instrument is less than 12 

months). The maximum period considered when 

estimating ECLs is the maximum contractual period 

over which the Group is exposed to credit risk. 

Non-financial assets 

The book value of the Group’s non-financial assets, 

other than inventories and deferred tax assets, is 

reviewed at each reporting date to determine 

whether there is any indication of impairment. 

Should this be the case, an estimate is made of the 

asset’s recoverable amount. Goodwill and intangi-

ble assets with an indefinite useful life as well as 

unfinished internally generated intangible assets 

(capitalized development costs) are tested annually 

for impairment. 

In testing for impairment, assets are grouped into 

the smallest groupings of assets that generate cash 

inflows from continued use that are as independent 

as possible of cash inflows from other assets or 

cash-generating units (CGUs). Goodwill acquired in 

a business combination is allocated to the CGU(s), 

or group(s) of CGUs, expected to benefit from the 

synergies of the combination. 

The recoverable amount of an asset or CGU is the 

higher of its value in use and its fair value less dis-

posal costs. In assessing value in use, the esti-

mated future cash flows are discounted to their 
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present value using a pre-tax discount rate which 

reflects current market assessments of the time 

value of money and of the risks specific to the as-

set or CGU. 

Should the book value of an asset or CGU exceed 

this recoverable amount, an impairment loss is rec-

ognized. 

Impairment losses are included in profit or loss. Im-

pairment losses recognized in respect of CGUs are 

first allocated to any goodwill allocated to the CGU, 

then allocated to the book values of the other as-

sets of the CGU (or group of CGUs) on a pro rata 

basis. Each development project generally corre-

sponds to its own CGU. 

Any impairment of goodwill, once recognized, is 

not reversed. In the case of other (non-goodwill) as-

sets, an impairment loss may only be reversed to 

the extent that the book of the asset does not ex-

ceed the book value, net of depreciation and amor-

tization, which would exist had no impairment loss 

been recognized. 

Leases 

The Group enters into lease contracts solely as a 

lessee. Upon entry into a contract, the Group first 

assesses whether the contract constitutes a lease 

or contains a lease component. This is deemed to 

be the case when the contract entitles the holder to 

control the use of an identified asset for a period of 

time in exchange for payment of a fee. 

Upon commencement of a lease (or contract con-

taining a lease component), or when a lease (or 

contract containing a lease component) is modified, 

the Group allocates the contractual consideration 

pro rata based on the stand-alone selling prices of 

the leased assets. 

Upon commencement of the lease, the Group rec-

ognizes a right-of-use (RoU) asset and a lease liabil-

ity. The right-of-use asset is initially measured at 

cost, which comprises the initial amount of the 

lease liability adjusted for any lease payments 

made on or before the commencement date, plus 

any initial direct costs incurred and an estimate of 

costs to dismantle and remove the underlying asset 

or to restore the underlying asset or the site on 

which it is located, less any lease incentives re-

ceived. 

The right-of-use asset is subsequently depreciated 

using the straight-line method from the commence-

ment date to the end of the lease term, unless the 

lease transfers ownership of the underlying asset 

to the Group at the end of the lease term, or unless 

the cost of the right-of-use asset suggests that the 

Group will exercise a purchase option. In either of 

these cases, the right-of-use asset is instead depre-

ciated over the useful life of the underlying asset, 

which is determined on the same basis as in the 

case of comparable owned assets. In addition, the 

right-of-use asset is periodically reduced by impair-

ment losses, if any, and adjusted for certain re-

measurements of the lease liability. If the lease in-

cludes extension options and it is likely that these 

will be used, these are assumed in the lease term. 

The lease liability is initially measured at the pre-

sent value of the lease payments that are not al-

ready paid as of the commencement date, dis-

counted using the interest rate implicit in the lease 

or, if that rate cannot be readily determined, the 

Group’s incremental borrowing rate (which is, in 

fact, the relevant discount rate usually used by the 

Group). 

The Group determines its incremental borrowing 

rate by obtaining interest rates from various exter-

nal financing sources and makes adjustments as 

necessary to reflect the individual lease term and 

type of asset leased. 

Lease payments included in the measurement of 

the lease liability may include: 

— fixed payments, including de facto fixed pay-

ments; 

— variable lease payments that depend upon a 

benchmark index or rate, initially set according 

to the index or rate on the commencement 

date; 
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— amounts expected to be payable under a resid-

ual value guarantee; and/or 

— the exercise price under a purchase option that 

the Group is reasonably certain to exercise, 

lease payments in an optional lease extension 

period if the Group is reasonably certain to ex-

ercise the lease extension option, and penal-

ties for early termination of a lease unless the 

Group is reasonably certain not to terminate 

early. 

The lease liability is measured at amortized cost us-

ing the effective interest method. It is remeasured 

when there is a change in future lease payments 

arising from a change in an index or rate; if there is 

a change in the Group’s estimate of the amount ex-

pected to be payable under a residual value guar-

antee; if the Group changes its assessment of 

whether it will exercise a purchase, extension or 

termination option; or if there is a change in the 

amount of a de facto fixed lease payment. 

Should the lease liability be remeasured in this way, 

a corresponding adjustment is made to the book 

value of the right-of-use asset, or if the book value 

of the right-of-use asset has been reduced to zero, 

it is recognized in profit or loss. 

Short-term leases and leases of low-value assets 

The Group has elected not to recognize right-of-

use assets and corresponding lease liabilities for 

leases of low-value assets and short-term leases, 

including IT equipment. The Group recognizes the 

lease payments associated with these leases as an 

expense on a straight-line basis over the lease 

term. 

Operating profit/loss (EBIT) 

Operating profit/loss is net income generated from 

the Group’s continuing sales-generating primary ac-

tivities plus other income and expenses from oper-

ating activities, but excluding finance income and fi-

nance costs, participations in the profits and losses 

of companies accounted for using the equity 

method, impairments and income taxes. 

Measurement of fair value 

Fair value is the price at which an asset would, as 

of the measurement date, be sold, or a liability 

transferred, in an orderly transaction on the rele-

vant principal market or, if none exists, in the most 

advantageous market to which the Group has ac-

cess at that time. The fair value of a liability reflects 

the risk of non-performance (credit risk). 

A number of the Group’s accounting policies and 

disclosures require the measurement of fair values, 

for both financial and non-financial assets and liabil-

ities. 

Where a quoted price in an active market is availa-

ble, the Group determines the fair value of a finan-

cial instrument on the basis thereof. A market is 

considered active when transactions for the rele-

vant asset or liability occur and are reported with 

sufficient frequency and volume to provide market 

price information on an ongoing basis. 

If there is no quoted price in an active market, the 

Group uses valuation techniques that maximize the 

use of relevant observable inputs and minimize the 

use of unobservable inputs. The chosen valuation 

technique incorporates all factors which market 

participants would normally consider when pricing 

the asset or liability.
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Segments 2025 in € thousand           

   

FYB201 

 
 

  FYB202 

 

  FYB203 

 

 

External revenue   4,965   11,992   10,077  

Segment revenue   4,965   11,992   10,077  

Segment profit (loss)   -3,010   -74,889   4,241  

Finance income   12,291   6,002   -  

Finance expense   -   -   -  

Impairments   -17,890   -59,597   -  

Income from investment participations 

at equity   1,227   -   -  

           

Allocated costs (cost of sales, research and 

development expenses, administrative 
expenses)   -3,455   -8,007   -5,596  

Other expenses (selling expenses, 

miscellaneous)   -   -   -  

Depreciation and amortization   -148   -25,279   -239  

Income taxes   -   -   -  

           

Assets           

Investment accounted for using 

the equity method   135,207   -   -  

Additions to non-current assets   1,227   5,014   -  

    

Segments 2024 in € thousand           

   

FYB201 

 
 

  FYB202 

 
  FYB203 

 
 

External revenue   17,293   34,683   17,676  

Segment revenue   17,293   34,683   17,676  

Segment profit (loss)   -5,245   -109,093   -3,237  

Finance income   5,062   16,026   -  

Finance expense   -   -   -  

Impairments   -27,261   -129,253   -  

Income from investment participations 

at equity   12,087   -   -  

           

Allocated costs (cost of sales, research 

and development expenses, administrative 

expenses)   -12,098   -22,191   -20,372  

Other expenses (selling expenses, 

miscellaneous)   -   -   -  

Depreciation and amortization   -328   -8,358   -541  

Income taxes   -   -   -  

           

Assets           

Investment accounted for using 

the equity method   151,870   -   -  

Additions to non-current assets   12,087   -   -  
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 FYB206 

 

  FYB208 

 

  FYB209 

 

  Total for re- 

portable operating 
segments 

  Remaining 

amount 
 

  Formycon 

Group 

 17,211   -   -   44,245   231   44,476 

 17,211   -   -   44,245   231   44,476 

 4,896   -12,144   -   -80,905   16,209   -64,696 

 -   -   -   18,293   1,229   19,522 

 -   -   -   -   -3,257   -3,257 

 -   -   -   -77,487   -   -77,487 

 - 

 

  -   -   1,227   -   1,227 

                 

 -11,810 

 

 
  -11,645   -   -40,513   -5,164   -45,678 

 - 

 

  -   -   -   -2,408   -2,408 

 -505   -498   -   -26,670   -221   -26,890 

 -   -   -   -   25,799   25,799 

                 

                 

 - 
 

  -   -   135,207   -   135,207 

 45,239   4,378   -   55,857   518   56,375 

    

                 

 FYB206 

 
  FYB208 

 
  FYB209 

 
  Total for re- 

portable operating 
segments 

  Remaining 

amount 
 

  Formycon 

Group 

 -   -   -   69,652   22   69,674 

 -   -   -   69,652   22   69,674 

 -   -12,182   -9,580   -139,338   13,666   -125,672 

 -   -   -   21,088   3,689   24,777 

 -   -   -   -   -1,060   -1,060 

 -   -   -   -156,514   -   -156,514 

 - 

 

  -   -   12,087   -   12,087 

                 

 - 

 

 

  -11,858   -9,325   -75,844   -5,776   -81,620 

 - 

 

  -   -   -   -1,791   -1,791 

 -   -324   -255   -9,807   -   -9,807 

 -   -   -   -   18,582   18,582 

                 

                 

 - 

 

  -   -   151,870   -   151,870 

 28,385   -   -   40,472   6,686   47,158 
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7. Operating segments 

Basis for segmentation 

The Group’s segments are defined on the basis of 

the so-called “management approach” as required 

by IFRS 8 (“Operating Segments”). Accordingly, the 

segments are determined, and the disclosures for 

each segment made, based on the criteria that the 

key decision makers use internally for allocating re-

sources and assessing the profitability of the 

Group’s components. At Formycon, the key deci-

sion maker is the Management Board, which allo-

cates resources and evaluates segment perfor-

mance on the basis of the management reports 

submitted to it. The following segment reporting 

was prepared in accordance with this definition. In 

evaluating the performance of the Group’s busi-

ness segments, the Management Board relies upon 

operating profit/loss as the primary measure of 

profitability. 

The Management Board monitors and directs activ-

ities at the level of the Group’s individual develop-

ment projects. Project progress, operational perfor-

mance and financial performance are reported on a 

regular basis along with a deviation analysis from 

the approved plan for each project. The Group’s 

development projects thus also represent the 

Group’s reportable segments. 

The business activity of all segments is biopharma-

ceutical development. In all cases, the products in-

volved are biosimilars, meaning that the operating 

activities within the segments do not differ signifi-

cantly. For the purposes of internal reporting, al-

most all of the Group’s costs are allocated to the in-

dividual projects. 

The income and expenses that could not allocated 

to the reportable segments primarily comprise 

costs that are not allocated to the operating seg-

ments in the internal reporting, effects related to 

the ‘Nordic Bond‘, and activities relating to other 

projects that are not reported separately and are 

included within ‘remaining amount‘. 

The Group’s business activities take place exclu-

sively from companies based in Germany. During 

the fiscal year (and in the preceding fiscal year) 

mostly all revenues were generated from Athos-

Group companies (FYB203 operating segment rev-

enue), from Bioeq AG, which is under joint control 

(FYB201 operating segment revenue), and from 

Fresenius Kabi (FYB202 operating segment reve-

nue during the fiscal year) as marketing partner for 

the FYB202 project. New additions at the end of 

2025 included revenues from licensing agree-

ments for FYB206 for the North America and MENA 

regions, including advance payments and initial 

milestone payments. Thus, almost all revenue for 

the fiscal year was generated from four major cus-

tomers. 

8. Revenue 

Revenue streams 

During the period, Formycon generated revenue 

from development services, advance payments, 

and revenue shares from the its partnered develop-

ment projects FYB201, FYB202, FYB203, and 

FYB206. These costs include not only product de-

velopment costs but also costs incurred for the 

management of clinical studies. 

In addition, since the market launch of FYB201 and 

FYB202 in various regions around the world, such 

as the US, EU, UK and MENA, Formycon began 

generating revenue through license income from 

the granting of exclusive or semi-exclusive market-

ing rights. During the reporting period, FYB201 gen-

erated total revenue of € 4,965 thousand (previous 

year: € 17,293 thousand). FYB201 generates reve-

nue from exclusive licensing income from the grant-

ing of exclusive marketing rights to Bioeq AG in 

Zug, Switzerland. For the product FYB202, total 

revenue of € 11,992 thousand (previous year: 

€ 34,683 thousand) was recorded in 2025, derived 

from licensing fees and royalties. FYB203 gener-

ated total revenue of € 10,077 thousand in the re-

porting year (previous year: € 17,676 thousand), pri-

marily from development services. The FYB206 

product generated total revenue of € 17,211 thou-

sand in 2025 (previous year: € 0 thousand), with 

the majority resulting from licensing revenue. 
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Geographical breakdown of revenue in 
€ thousand 

      

Region 

   
Jan. 1 – Dec. 31, 2025   Jan. 1 – Dec. 31, 2024 

Germany   11,087   17,594 

Switzerland   13,418   52,080 

Rest of the world   19,971   - 

Total   44,476   69,674 

    

Geographical breakdown of revenue 

Revenue is broken down as shown above based on 

the customer’s domicile. 

Revenue from the rest of the world is primarily at-

tributable to customers based in Austria and in the 

Middle East and North Africa (MENA) region. 

Revenue for the FYB203 segment in the fiscal year 

is primarily attributable to customers based in Ger-

many. Revenue for the FYB201 and FYB202 seg-

ments is primarily attributable to customers based 

in Switzerland, while revenue for the FYB206 seg-

ment is primarily attributable to customers in the 

rest of the world. 

Contract receivables and contract assets 

Assets arising from contracts with customers are in-

cluded as both trade receivables and contract as-

sets. As of the reporting date, such receivables 

from customers were € 19,156 thousand (previous 

year: € 18,497 thousand), while receivables from 

services not yet invoiced and separately reported 

as contract assets were € 12,860 thousand (previ-

ous year: € 7,016 thousand). The decrease in con-

tract assets in the amount of € 5,843 thousand was 

mainly attributable to services that were already 

provided in the previous year under the agreement 

for the further development and marketing of 

FYB202 but had not yet been invoiced to the cus-

tomer and were invoiced in the past financial year. 

The contract balances were mostly attributable to 

additional development services for FYB201 and 

FYB203 which had not yet been invoiced at year 

end. Contractual liabilities are reported on the bal-

ance sheet under other current liabilities.Contract 

liabilities are presented within other current liabili-

ties in the statement of financial position. During 

the fiscal year, contractual liabilities amounted to 

€ 6,960 thousand (previous year: € 0 thousand). 

These mainly resulted from advance payments re-

ceived from customers in relation to FYB203, 

whereby no services have yet been rendered with 

regard to the underlying orders.
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Cost of sales in € thousand 

      

   Jan. 1 – Dec. 31, 2025   Jan. 1 – Dec. 31, 2024 

Cost of materials   -588   -2,262 

Contract research expenses   -6,231   -29,739 

Staff expenses   -7,164   -11,440 

Amortization FYB202   -24,937   -7,579 

Depreciation, amortization 

and write-downs   -   -327 

Regulatory approval fees   -425   -1,884 

Other expenses   -1,555   -1,609 

Total   -40,900   -54,840 

    

9. Cost of sales 

Cost of sales includes all costs directly related to 

generated revenue and thus all costs that can be 

allocated to the Group’s partnered projects. With 

the approval of the FYB202 project end of Septem-

ber 2024, the scheduled amortization of the 

development costs capitalized up to this point be-

gan. Cost of sales during the fiscal year consisted 

primarily the above cost types. Regulatory approval 

fees represent fees for applications submitted to 

the U.S. Food and Drug Administration (FDA) and 

the European Medicines Agency (EMA) and related 

regulatory activities. 

 

10. Research and development expenses 

Research and development expenses include all 

such costs attributable to the Group’s non-part-

nered projects. Research and development ex-

penses in the financial year were essentially made 

up as follows: see below. 

 

 

 

 

Research and development expenses in € thousand       

Cost type   Jan. 1 – Dec. 31, 2025   Jan. 1 – Dec. 31, 2024 

Cost of materials   -993   -726 

Contract research expenses   1,159   -8,887 

Staff expenses   -10,661   -5,431 

Depreciation, amortization and 

write-downs   -267   -254 

Other expenses   -1,912   -1,205 

Total   -12,673   -16,503 
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11. Other operating income and other 
operating expenses 

Other operating income consists, but is not limited 

to, income relating to other periods. In addition, in-

come was generated in 2025 from the sale of ac-

tive pharmaceutical ingredients that were not used 

in product development. 

Selling and administrative expenses and other ex-

penses are essentially composed as shown below. 

 

 

 

 

 
Other operating expenses in € thou-
sand 

      

Cost type   Jan. 1 – Dec. 31, 2025   Jan. 1 – Dec. 31, 2024 

Staff expenses   -10,039   -9,565 

Marketing expenses   -853   -959 

Legal and advisory expenses   -4,931   -6,018 

IT expenses   -3,372   -1,926 

Depreciation, amortization and 

write-downs   -375   -1,311 

Other expenses   -2,426   -2,174 

Total   -21,996   -21,953 
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Net finance income in € thousand       

   Jan. 1 – Dec. 31, 2025   Jan. 1 – Dec. 31, 2024 

Investment gain from Bioeq AG   1,227   12,087 

Impairment of investment in Bioeq AG   -17,890   -27,261 

       

Income from investments accounted for 

using the equity method   -16,663   -15,174 

       

Realized and unrealized gains from foreign 

currency translation   36   94 

Interest income per effective interest 

method   2,088   3,595 

Change in fair value conditional 

purchase prices   17,346   21,088 

Change in fair value of embedded derivatives   52   - 

       

Finance income   19,522   24,777 

       

Bank fees   -20   -18 

Realized and unrealized losses from 

foreign currency translation   -157   -31 

Interest expense from lease liabilities   -365   -269 

Interest expense per effective interest 

method   -2,755   -820 

       

Finance expense   -3,297   -1,137 

       

Change in Impairments based on the 

expected credit loss model   40   78 

       

Net finance income   -398   8,543 
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12. Net finance income 

The Group’s net finance income during the report-

ing period were as shown on the left. 

The impairment is based on the expected credit 

loss model and primarily the result of value adjust-

ments to loans to companies under joint control 

(see Note 19). The remainder is attributable to the 

other current financial assets. 

13. Earnings per share 

Basic earnings per share are calculated by dividing 

after-tax earnings attributable to the shares by the 

number of Formycon common shares outstanding 

and therefore participating in earnings. Diluted 

earnings per share are calculated by adding shares 

which could in the future be issued through the ex-

ercise of stock options. The addition of these cer-

tain potentially exercisable but not yet exercised 

share-based payments results in a dilution in the 

number of common shares outstanding as shown 

below. 

 

 

 
Earnings per share 

         

 
   

Outstanding 

common shares   

Exercisable 

stock options 
  Diluted number of 

common shares 

 Jan. 1, 2024   16,053,025   141,975   16,195,000 

 Feb. 8, 2024   17,656,902   141,975   17,798,877 

 Sep. 24, 2024   17,662,127   136,750   17,798,877 

 Oct. 15, 2024   17,664,427   134,450   17,798,877 

 Dec. 15, 2024   17,664,427   167,950   17,832,377 

 Year average Dec. 31, 2024   17,491,811   -   17,633,367 

           

 Jan. 1, 2025   17,664,427   167,950   17,832,377 

 Aug. 8, 2025   17,667,927   164,450   17,832,377 

 Oct. 20, 2025   17,672,927   159,450   17,832,377 

 Year average Dec. 31, 2025   17,666,810   -   17,832,377 
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Share options issued and outstanding 

            

   

Stock Option 

Plan 2015 
  Stock Option 

Plan 2020 
  Weighted Av-

erage option 
price (Euro) 

  LTIP 

As of Jan. 1, 2024   202,975   232,000   € 51.45   - 

Share options expired - July 2024   -   -2,000   € 58.61   - 

Shares subscribed - July 2024   -5,225   -   € 35.46   - 

Shares subscribed - August 2024   -2,300   -   € 34.59   - 

Share options granted - December 2024   -   -   -   36,419 

As of Dec. 31, 2024/Jan. 1, 2025   195,450   230,000   € 51.70   36,419 

Share options expired - January 2025   -   -500   € 51.72   - 

Share options expired - July 2025   -500   -   € 30.98   - 

Shares subscribed - July 2025   -3,500   -   € 22.77   - 

Shares subscribed - August 2025   -5,000   -   € 22.77   - 

Share options granted - September 2025 2024   -   -   -   77,581 

Share options expired - November 2025   -   -1,500   € 74.05   -220 

As of Dec. 31, 2025   186,450   228,000   € 52.24   113,780 

    

 

 
 

 
Stock Option Plan                 

Stock Option Plan 

  Tranche 

  

Grant date   Vesting date 

  

Expiry date   Expected 

exercise date  

2015   1   July 16, 2015   July 16, 2019   July 15, 2025   Nov. 15, 2020  

2015   2   June 28, 2016   June 28, 2020   June 27, 2026   Oct. 29, 2021  

2015   3   Oct. 4, 2016   Oct. 4, 2020   Oct. 3, 2026   Feb. 4, 2022  

2015 (amended)   4   July 3, 2017   July 3, 2021   July 2, 2027   Nov. 3, 2022  

2015 (amended)   5   Feb. 28, 2018   Feb. 28, 2022   Feb. 27, 2028   July 1, 2023  

2015 (amended)   6   Apr. 1, 2018   Apr. 1, 2022   Mar. 31, 2028   Aug. 2, 2023  

2015 (amended)   7   July 1, 2018   July 1, 2022   June 30, 2028   Nov. 1, 2023  

2015 (amended)   8   July 10, 2019   July 10, 2023   July 9, 2029   Nov. 9, 2024  

2020   1   Dec. 16, 2020   Dec. 16, 2024   Dec. 15, 2030   Apr. 18, 2026  

2020   2   Oct. 19, 2021   Oct. 19, 2025   Oct. 18, 2031   Feb. 19, 2027  

2020   3   Dec. 9, 2021   Dec. 9, 2025   Dec. 8, 2031   Apr. 11, 2027  

2020   4   Aug. 1, 2022   Aug. 1, 2026   July 31, 2032   Feb. 11, 2028  

2020   5   May 12, 2023   May 12, 2027   May 11, 2033   Oct. 13, 2028  

2020   6   Oct. 1, 2023   Oct. 1, 2027   Sep. 30, 2033   Oct. 12, 2029  

2020   7   Dec. 1, 2023   Dec. 1, 2027   Nov. 30, 2033   Oct. 15, 2029  
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14. Share-based compensation  
arrangements 

Description of share-based compensation 
arrangements 

On July 1, 2015, the Group introduced, and subse-

quently amended on April 27, 2017, and introduced 

again on December 10, 2020, stock option plans 

which enable eligible staff (including members of 

the Management Board) to purchase shares in the 

Company. Bases on these two stock option plans, 

the holders of options granted thereunder have the 

right, once the options are exercisable, to purchase 

shares at a subscription price set on the option 

grant date. Currently, these programs are limited to 

Management Board members and other eligible 

employees. The key contractual terms of the stock 

option plans are as follows: all options are to be 

settled through subscription and physical delivery 

of newly issued shares. Under both of the plans, 

the conditions for exercise of the options are that 

the relevant beneficiary must have remained in the 

Group for a period of four years following the grant 

date and  

that the stock market price must be at least 10% 

above the subscription price set at the time of the 

grant.  

The subscription price is determined as the aver-

age of closing prices of Formycon AG shares in 

Xetra trading during the 60 days before the option 

grant. In both plans, the options have a term of ten 

years. 

Conditional capital for the issuance of up to 

715,260 options (Stock Option Plan 2015) and up to 

724,000 options (Stock Option Plan 2020) was es-

tablished by resolutions of the Annual General 

Meeting. The number of options issued and out-

standing during the reporting period and during the 

comparable prior-year period was as follows. 

In measuring the fair values as of the grant date for 

reporting these share-based compensation ar-

rangements (stock options with subscription and 

physical delivery of new shares upon exercise), the 

following valuation parameters were used: 

 

 

 

 

 

                 

 

Expected term   Interest rate 

  

Market price at 

grant date (Euro) 
  Subscription price 

(Euro)   

Minimum price 

(Euro) 
  Market value 

of options (Euro) 

 5.63   0.07 %   27.10   30.98   29.36   8.41 

 5.63   -0.17 %   17.51   22.77   22.70   4.71 

 5.63   -0.56 %   19.90   19.46   21.42   7.08 

 5.63   -0.42 %   34.32   36.62   36.16   11.12 

 5.63   -0.10 %   33.10   31.73   34.95   11.16 

 5.63   -0.04 %   32.20   31.74   35.04   10.65 

 5.63   -0.11 %   35.00   36.07   39.33   10.37 

 5.63   -0.33 %   30.40   32.83   36.04   8.08 

 5.38   -0.78 %   58.40   47.57   38.32   22.28 

 5.34   -0.68 %   53.30   51.72   57.71   18.14 

 5.34   -0.58 %   53.60   49.78   55.00   18.97 

 5.53   0.93 %   83.00   75.12   82.06   32.66 

 5.53   2.38 %   78.60   71.04   78.90   39.31 

 6.03   2.53 %   58.30   61.34   67.74   27.71 

 6.03   2.54 %   67.20   56.51   63.94   35.86 
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Key terms and parameters for SARs (phantom stock plan)    

Waiting period in years   4.00 

Contractual term in years   10.00 

Expected term   6.72 

Valuation date   31.12.2025 

Vesting date   11.12.2027 

Expiry date   10.12.2033 

Expected exercise date   22.7.2030 

Market price at valuation date   23.31 € 

Subscription price   58.08 € 

Minimum price   25.64 € 

Historical volatility   53.51 % 

Expected dividend yield   0.00 % 

Market value per option as of Dec. 31,2025   4.72 € 

    

For both plans, a share price volatility of between 

35% and 49% was assumed based on historical 

data, along with beneficiary reduction (staff turno-

ver) of approx. 1% and zero dividends. The out-

standing stock options have a weighted average 

remaining term of 4.23 years. 

During fiscal year 2025, the total current expense 

for share-based compensation payments under 

these stock option plans was € 1,424 thousand 

(previous year: € 1,565 thousand). As of December 

31, 2025, the impact of these share-based pay-

ments on the capital reserve account was 

€ 9,498 thousand (previous year: € 8,074 thou-

sand). 

In addition to the above two share-settled stock op-

tion plans, a cash-settled phantom stock plan was 

approved by the Supervisory Board during the fis-

cal year 2023, under which members of the Man-

agement Board and certain other employees were 

granted stock appreciation rights (SARs) to shares 

in Formycon AG, i.e. subscription rights to phantom 

shares which are never actually issued. Each SAR 

entitles the holder to receive a cash payment equal 

to the difference between the share market price 

upon the actual exercise date and the subscription 

price determined at granting. The term of the SARs 

is ten years from the grant date, subject to a four-

year vesting period. The current share market price 

for purposes determining the share price apprecia-

tion is determined as the average unweighted clos-

ing price of Formycon shares in Xetra trading (or a 

comparable successor trading system) during the 

60 trading days preceding the actual exercise date, 

with the right to payout upon exercise subject to a 

minimum 10% share price appreciation. 

During the fiscal year no new phantom shares were 

issued (previous year: 0) and 4,000 phantom sub-

scription rights have expired (Previous year: 500). 

Based upon the the waiting period, € 228 thou-

sand have been recorded as an income (Previous 

year: € 448 thousand (expense)). Because this is a 

cash-settled share-based compensation arrange-

ment, a corresponding liability has been recog-

nized and included under other long-term liabilities. 

In the financial year 2024, a Long-Term Incentive 

Plan (LTIP) was set up for members of the Manage-

ment Board and other employees in order to align 

the interests of shareholders and Management 

Board members, to strengthen the loyalty of Man-

agement Board members and other employees 

and to promote their participation in the company's 

future success. The plan provides for the allocation 

of performance share units (PSUs), the number of 

which is based on the fixed salary of the beneficiar-

ies (allocation amount). The final number of PSUs to 

be issued after the four-year vesting period is de-

termined by multiplying the allocated number by a 

performance factor. The performance factor is 

based on the fulfillment of predefined performance 

conditions, which include the following criteria: an 

EBITDA target, an ESG target, an innovation target 

and a strategic growth target. The performance 
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factor is capped at 200%, and the total value of the 

issue cannot exceed 400% of the fixed salary. Dur-

ing the financial year, 77,581 (previous year: 36,419 ) 

PSUs were issued and, taking into account the 

waiting period, € 390 thousand (previous year: 

€ 109 thousand) was recorded as an expense. As 

this is a compensation program settled in equity in-

struments, a corresponding capital reserve is rec-

orded. 

Key terms and parameters for LTI Tranche 2024    

Waiting period in years   4.00 

Contractual term in years   4.00 

Expected term   4.00 

Grant date   04.12.2024 

Vesting date   30.09.2028 

Expected exercise date   30.09.2028 

Market price at grant date   48.29 € 

Historical volatility   46.28 % 

Expected dividend yield   0.00 % 

Market value per option   48.21 € 

    

Key terms and parameters for LTI Tranche 2025    

Waiting period in years   4.00 

Contractual term in years   4.00 

Expected term   3.75 

Grant date   29.09.2025 

Vesting date   30.06.2029 

Expected exercise date   30.06.2029 

Market price at grant date   23.08 € 

Historical volatility   49.09 % 

Expected dividend yield   0.00 % 

Market value per option   23.04 € 
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15. Income tax expense 

Taxes recognized in profit or loss 

Current, deferred and total income tax expenses 

(income) during the reporting period were as 

shown below. 

Income tax expense in € thousand       

   Jan. 1 – Dec. 31, 2025   Jan. 1 – Dec. 31, 2024 

Current tax expense   159   2,062 

       

Deferred tax expense / income       

from valuation at equity   -   430 

from differing asset valuations   12   43 

from capitalization of certain leases 
as right-of-use (ROU) assets and 
corresponding liabilities from lease 
obligations   -5   -49 

from accounting for cash-settled share-based 
compensation arrangements   70   -115 

from capitalization of certain internally 
generated intangible assets   -21,101   -20,860 

Other   371   251 

from deferred taxes on tax loss carry- 
forwards   -5,305   -344 

       

Total tax expense   -25,799   -18,582 

 

Deferred tax assets on tax loss carryforwards were 

not recognized to the extent that the Group cannot 

demonstrate that future taxable profits will be suffi-

cient to utilize the loss carryforwards. 

On June 26, 2025, the German Bundestag passed 

the “Act on an Immediate Tax Investment Pro-gram 

to Strengthen Germany as a Business Loca-tion,” 

which will introduce a gradual reduction in the cor-

porate income tax rate of one percentage point per 

year starting in 2028. The tax rate will thus fall from 

the current 15% to 10% by 2032 (Section 23 (1) 

KStG, new version). The Bundesrat approved the 

law on July 11, 2025. Deferred tax assets and liabili-

ties are to be measured in accord-ance with IAS 

12.47 using the expected tax rates at the time the 

asset is realized or the liability is settled. The reval-

uation of deferred tax assets and liabilities results 

in deferred tax income of € 13,811 thousand in the 

2025 financial year, which is reflected in the recon-

ciliation of expected income tax expense under the 

line item “Effect of tax rates”. 
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Deferred tax assets and deferred tax liabilities in € thousand 

      

   Dec. 31, 2025   Dec. 31, 2024 

   

Deferred tax 

assets 
  Deferred tax 

liabilities 
 

 

Deferred tax 

assets 
  Deferred tax 

liabilities 

Valuation of non-current assets   -   146   -   134 

Right-of-use (ROU) assets and 

corresponding leasing obliga- 
tions   128   -   123   - 

Arising from capitalized assets in 

course of a business combination   -   70,201   -   96,517 

Capitalization of internally 

generated intangible assets   -   22,755   -   17,539 

Other   138   593   226   241 

Tax loss carryforwards - 

Formycon AG corporate tax 

(Körperschaftssteuer)   8,667   -   6,062   - 

Tax loss carryforwards - Formycon 

AG 

trade tax (Gewerbesteuer)   7,393   -   4,074   - 

Tax loss carryforwards - 

FYB202 Project GmbH   1,172   -   1,790   - 

Offset (netting) of deferred tax 

assets and liabilities   -17,497   -17,497   -12,275   -12,275 

Total      76,198   -   102,156 

    

 
Reconciliation of expected income tax expense in € thousand 

   

   Jan. 1 – Dec. 31, 2025   Jan. 1 – Dec. 31, 2024 

Profit before tax   -90,495   -144,253 

Tax rate   26.68%   26.68% 

Expected income tax expense   -24,144   -38,487 

Effect of tax rate change   -9,628   - 

Tax-free income an from the valuation of financial 

instruments   -4,628   -5,626 

Non-taxable expense   1,571   12,329 

Income from investments accounted for using the equity method   -311   - 

Non-recognition of deferred tax 

assets on tax losses   11,523   13,104 

Taxes for prior years   -23   39 

Other   -159   59 

Total tax expense   -25,799   -18,582 
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16. EBITDA and Adjusted EBITDA 

The Management Board additionally presents earn-

ings before finance income/expenses, taxes, depre-

ciation and amortization (EBITDA) in this section of 

the Financial Statements because it relies upon 

consolidated EBITDA as well as Adjusted EBITDA 

as key performance measures in managing the 

Group and believes that this measure is relevant to 

an understanding of the Group’s financial perfor-

mance. EBITDA is derived and calculated from re-

ported operating income (EBIT). Adjusted EBITDA 

additionally includes the contribution from 

Formycon’s jointly controlled investment accounted 

for using the equity method Bioeq AG. While 

EBITDA is not a defined performance measure un-

der cost of sales method, the Group’s definition of 

EBITDA is consistent with usual definitions. 

EBITDA and Adjusted EBITDA for the reporting pe-

riod are derived and calculated as shown below. 

 
EBITDA and adjusted EBITDA in € thousand 

      

   Jan. 1 – Dec. 31, 2025   Jan. 1 – Dec. 31, 2024 

EBIT   -30,500   -23,543 

Depreciation of property, plant and 

equipment   712   732 

Depreciation of right-of-use 

(ROU) assets   1,096   1,262 

Amortization of intangible assets   25,122   7,813 

EBITDA   -3,571   -13,736 

       

At-Equity Result Bioeq AG   1,227   12,087 

adjusted EBITDA   -2,344   -1,649 
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17. Property, plant and equipment 
(PP&E) and right-of-use (ROU)  
assets 

Right-of-use (ROU) assets 

Capitalized right-of-use (ROU) assets include rights 

to use leased space for the Company’s headquar-

ters, technical equipment and machinery, and vehi-

cles leased for employee use. 

 

Property, plant and equipment (PP&E) and right-of-use (ROU) assets: Reconciliation of book value in € thousand 

  

2024 

  

Right-of-use 

(ROU) assets 
  Leaseholds   Leased 

technical equipment 

and machinery 

 

Cost of acquisition as of Jan. 1, 2024   13,201   10,402   2,560  

Rebookings   -   -   -  

Additions   2,711   2,358   228  

Disposals   -67   -   -  

Cost of acquisition as of Dec. 31, 2024   15,845   12,759   2,788  

           

Accumulated depreciation as of Jan. 1, 2024   -3,901   -2,804   -1,000  

Additions   -1,262   -927   -249  

Disposals   67   -   -  

Accumulated depreciation as of Dec. 31, 2024   -5,096   -3,731   -1,248  

           

Net book value as of Jan. 1, 2024   9,300   7,598   1,561  

Net book value as of Dec. 31, 2024   10,749   9,029   1,540  

    

Property, plant and equipment (PP&E) and right-of-use (ROU) assets: Reconciliation of book value in € thousand 

  

2025 

  

Right-of-use 

(ROU) assets 
  Leaseholds   Leased 

technical equipment 

and machinery 

 

Cost of acquisition as of Jan. 1, 2025   15,845   12,759   2,788  

Additions   258   179   -  

Disposals   -   -   -  

Cost of acquisition as of Dec. 31, 2025   16,103   12,938   2,788  

           

Accumulated depreciation as of Jan. 1, 2025   -5,096   -3,731   -1,248  

Additions   -1,096   -976   -255  

Disposals   -   -   -  

Accumulated depreciation as of Dec. 31, 2025   -6,192   -4,707   -1,504  

           

Net book value as of Jan. 1, 2025   10,749   9,029   1,540  

Net book value as of Dec. 31, 2025   9,912   8,231   1,284  
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 Leased 

other equipment 
and furnishings 

  Property, plant 

and equipment 
  Leasehold 

improvements 
  Technical equipment 

and machinery 
  Other equipment 

and furnishings 

 239   7,365   651   4,146   2,567 

 -   2   32   98   -129 

 126   1,545   405   247   893 

 -67   -54   -   -15   -39 

 297   8,857   1,089   4,477   3,292 

              

 -98   -4,338   -481   -2,628   -1,228 

 -86   -732   -80   -321   -331 

 67   33   -   11   22 

 -116   -5,036   -562   -2,938   -1,537 

              

 141   3,027   170   1,518   1,340 

 181   3,821   527   1,539   1,755 

    

 

 

            

 

 

 Leased 

other equipment 

and furnishings 

  Property, plant 

and equipment 
  Leasehold 

improvements 
  Technical equipment 

and machinery 
  Other equipment 

and furnishings 

 297   8,857   1,089   4,477   3,292 

 79   737   11   91   634 

 -   -258   -   -192   -67 

 377   9,336   1,100   4,376   3,859 

              

 -116   -5,036   -562   -2,938   -1,537 

 136   -712   -67   -304   -341 

 -   164   -   119   45 

 19   -5,584   -628   -3,122   -1,833 

              

 181   3,821   527   1,539   1,755 

 396   3,752   472   1,254   2,026 
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Goodwill and other intangible assets: Reconciliation of book value in € thousand 

 

 

2024 
  

Goodwill 

 
 

Cost of acquisition as of Jan. 1, 2024   44,534  

Additions   -  

Disposals   -  

Rebookings   -  

Cost of acquisition as of Dec. 31, 2024   44,534  

     

Accumulated depreciation as of Jan. 1, 2024   -  

Additions   -  

Disposals   -  

Impairments   -44,534  

Accumulated depreciation as of Dec. 31, 2024   -44,534  

     

Net book value as of Jan. 1, 2024   44,534  

Net book value as of Dec. 31, 2024   -  

 

Goodwill and other intangible assets: Reconciliation of book value in € thousand 

 
 

2025 
  

Goodwill  

 

Cost of acquisition as of Jan. 1, 2025   44,534  

Additions   -  

Cost of acquisition as of Dec. 31, 2025   44,534  

     

Accumulated depreciation as of Jan. 1, 2025   -44,534  

Additions   -  

Impairments   -  

Accumulated depreciation as of Dec. 31, 2025   -44,534  

     

Net book value as of Jan. 1, 2025   -  

Net book value as of Dec. 31, 2025   -  
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 Total intangible assets 

 
  Licenses and 

similar rights 
  Software 

 509,236   507,825   1,411 

 28,395   28,385   10 

 -192   -   -192 

 -2   -   -2 

 537,437   536,211   1,227 

        

 -833   -122   -712 

 -7,813   -7,617   -197 

 45   -   45 

 -84,719   -84,719   - 

 -93,321   -92,457   -864 

        

 508,403   507,704   699 

 444,116   443,753   363 

    

 

 
    

   

 Total intangible assets 

 
  Licenses and 

similar rights 
  Software 

 537,437   536,211   1,227 

 54,630   54,630   - 

 592,067   590,841   1,227 

        

 -93,321   -92,457   -864 

 -25,122   -24,974   -148 

 -59,597   -59,597   - 

 -178,039   -177,028   -1,011 

        

 444,116   443,753   363 

 414,028   413,813   215 
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18. Goodwill and other  
intangible assets 

Capitalized development expenditures 

As part of a business combination, all rights to the 

FYB202 project, which was still under develop-

ment, were reacquired in 2022 by Formycon and 

recognized accordingly. All internal and external 

costs for the further development of the project 

were recognized as development costs for the pro-

ject from May 1, 2022, to January 31, 2023, in addi-

tion to the book value due to the advanced stage 

of maturity. Starting from February 1, 2023, all sub-

sequent development costs were expensed as in-

curred and included in cost of sales due to the part-

nership. With the receipt of the approvals for 

FYB202 in Europe and the US, the asset is amor-

tized over its expected useful life. The remaining 

useful life is 15 years. During the reporting period, 

€5,013 thousand was recognized as capitalized de-

velopment costs for the FYB202 auto-injector, 

which will be amortized over an expected useful 

life of 14 years from the date of initial use. 

In the case of the FYB206 development project, 

technical proof of similarity (TPoS) was reached in 

2022. Upon attainment of TPoS, the Group capital-

izes all subsequent internal and external develop-

ment costs due to market proximity. As of Decem-

ber 31, 2025, the amount of capitalized develop-

ment expenditures for this project was 

€ 97,635 thousand (previous year: € 50,781 thou-

sand). 

The FYB208 project reached the TPoS milestone in 

the fiscal year. Upon reaching TPoS, the Group pro-

spectively capitalizes all internal and external de-

velopment costs. The carrying amount of develop-

ment in progress as of December 31, 2025, 

amounts to € 4,378 thousand (previous year: 

€ 0 thousand). 

During the fiscal year, borrowing costs of 

€ 477 thousand (previous year: € 300 thousand) 

were allocated to the qualifying development pro-

jects FYB206 and FYB208 in accordance with IAS 

23, and capitalized as part of their production costs. 

The capitalization rate used was 2.32%. 

Impairment testing 

As the part of the business combination involving 

FYB202 Project GmbH, goodwill of € 44,534 thou-

sand was recognized for the first time in 2022. The 

entire amount of this goodwill was assigned to the 

FYB202 cash-generating unit (CGU), which corre-

sponds to the FYB202 operating segment. The an-

nual impairment test was conducted upon comple-

tion of the Group’s budget planning for 2026 and 

subsequent years and based upon financial figures 

as of December 31, 2025. The book value of the 

CGU was accordingly established at € 293,141 

thousand, including internally generated intangible 

assets (€ 366,200 thousand), current assets 

(€12,650 thousand), deferred tax liabilities (€81,873 

thousand), and current liabilities (€3,835 thousand). 

The recoverable amount of the CGU for impairment 

testing was determined using the value in use 

method, and thus at Level 3 in the fair value hierar-

chy, with fair value determined on the basis of cur-

rent planning for the FYB202 project using dis-

counted cash flows. The Group’s planning is based 

upon analyses of the market for the original prod-

uct, internal information regarding potential com-

petitors, market analyses of biosimilar products in 

general, and internal empirical values developed 

together with the contractual partner for marketing 

the product as well as external advisors. Assump-

tions were made with regard to the overall future 

market size, the market share for all biosimilars, the 

market share specifically for FYB202, units for sale, 

and price reductions, which are then used as a ba-

sis for calculating expected future product sales.  

As disclosed in the ad hoc announcement dated 

March 4, 2026, although license revenues from 

product sales for FYB202 increased significantly in 

the fourth quarter, the product is still in the early 

stages of commercialization and has not yet grown 

as strongly as expected. According to marketing 

partners, the marketing of FYB202 is developing 

positively, but it can still be assumed that the phar-

macy benefit market (PBM) in the US will only open 

up gradually despite positive political signals. 

The planning for the product was updated based 

on the latest available information and taken into 

account in the annual impairment test. For the 

years 2026 to 2040, annual market sales of the 
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product were thereby estimated at between € 62 

and 100 million per year. The planning period ends 

in 2040, with no further extrapolations beyond this 

point. In discounting the future estimated cashflows 

from the CGU, the Group applied after-tax discount 

rates of 9.8% before taxes (previous year: 17.6%), 

depending upon the term and based upon the 

weighted average cost of capital (WACC) using his-

torical industry weightings, with a cost of debt of 

6.3% (previous year: 8%) and a market risk premium 

of 5.75% (previous year: 7.25%). The recoverable 

amount determined in this way was € 247,137 thou-

sand, which was € 46,005 thousand below the 

book value of the CGU, and thus it was necessary 

to recognize an impairment loss. Using the gross 

method, both the internally generated intangible 

asset was reduced by €59,597 thousand and the 

associated deferred tax liability by €13,592 thou-

sand. After recognition, the carrying amount of the 

CGU is €247,137 thousand and mainly comprises 

the internally generated intangible asset of 

€306,603 thousand and the resulting deferred tax 

liability of €68,281 thousand. 

The FYB206 project under development was as-

signed to the FYB206 CGU with a book value for 

the CGU as at December 31, 2025 of 

€ 97,635 thousand (September 30, 2024: € 47,621 

thousand). Likewise for this CGU, the recoverable 

amount was determined using value in use on the 

basis of current planning for the FYB206 project 

using discounted cash flows. In the case of 

FYB206, Formycon’s planning is based in large part 

upon its experience with previous biosimilar devel-

opment projects. Assumptions were likewise made 

with regard to the overall future market size, the 

market share for all biosimilars, the market share 

specifically for FYB206, and price reductions. The 

first revenues in the form of milestone payments 

were generated through the conclusion of market-

ing agreements with partners in the US/Canada as 

well as MENA regions.Commercial market launch is 

expected after the originator’s patent expiry in 

2029. The planning period ends in 2043, with no 

further extrapolations beyond this point. For this 

CGU, Group has applied a before-tax discount rate 

of 11.7% (previous year: 9.9%), likewise based upon 

the WACC using historical industry weightings, with 

a possible cost of debt of 6.3% (previous year: 8%) 

and a market risk premium of 5.75% (previous year: 

7.25%). The recoverable amount determined in this 

way is € 336,681 thousand. This did not result in 

any impairment requirement. 
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Financial assets: Reconciliation of book value in € thousand       

2024   

Investment in 

Bioeq AG   

Loan to associate 

Bioeq AG   Total 

Book value as of Jan. 1, 2024   167,044   90,907   257,952 

Additions   12,087   2,419   14,506 

Disposals   -   -27,300   -27,300 

Write-downs   -27,261   107   -27,154 

Book value as of Dec. 31, 2024   151,870   66,134   218,004 

 

 
Financial assets: Reconciliation of book value in € thousand       

2025   

Investment in 

Bioeq AG   

Loan to associate 

Bioeq AG   Total 

Book value as of Jan. 1, 2025   151,870   66,134   218,004 

Additions   1,227   1,460   2,687 

Disposals   -   -16,800   -16,800 

Write-downs   -17,890   61   -17,829 

Book value as of Dec. 31, 2025   135,207   50,855   186,062 
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19. Financial assets 

Financial assets consist of loans to companies un-

der joint control and the embedded derivative from 

the Nordic Bond. 

Shareholdings in jointly controlled companies 

During fiscal year 2022, the Group became a 50% 

shareholder and co-owner of Bioeq AG (Zug, Swit-

zerland), which is thus jointly controlled by 

Formycon. The company is accounted for in the 

consolidated financial statements using the at-eq-

uity method.  

Impairment testing 

As disclosed in the ad hoc announcement dated 

February 17, 2025, Bioeq AG was in discussions 

with its commercialization partner Sandoz AG re-

garding the future marketing strategy for 

FYB201/CIMERLI® in the US due to increasing price 

pressure among ranibizumab suppliers in the US 

market. Based on the information available at the 

time, Formycon assumed that the marketing of 

FYB201/CIMERLI® would be suspended for around 

one year from the end of the first quarter of 2025. 

This assessment was classified as a triggering 

event for an impairment test of the net investment 

in Bioeq AG. In the course of ongoing consulta-

tions, FYB201/CIMERLI® was reintroduced by 

Sandoz AG in January 2026, but at a significantly 

lower price level than before the marketing pause. 

In December 2025, Zydus Lifesciences Limited was 

secured as an additional commercialization partner 

for another FDA-approved ranibizumab biosimilar, 

FYB201/Nufymco®, for the US and Canada. Follow-

ing the granting of the required Q code, a market 

launch in the US is expected in the course of 2026. 

The associated broader market coverage should 

open up new growth prospects, particularly 

through a differentiated approach within the com-

plex US reimbursement environment. 

Despite these positive developments, the signifi-

cantly reduced price level and updated assump-

tions regarding volumes and margins have led to 

an adjustment of the 2026–2030 medium-term 

plan. The expected EBITDA level for this period is 

therefore significantly lower than that of the previ-

ous planning period 2025–2029. The main reason 

for this is the pricing in connection with the reintro-

duction of FYB201/CIMERLI®. These updated pa-

rameters were taken into account in the impairment 

test of the net investment in Bioeq AG. 

Accordingly, an impairment test was carried out in 

accordance with the provisions of IAS 36. The net 

book value of the investment was determined, in-

cluding the net income for the period of 

€ 1,227 thousand, at € 153,097 thousand. The re-

coverable amount of the net investment for impair-

ment testing was determined using value in use 

method and thus at Level 3 of the fair value hierar-

chy, with fair value determined on the  
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Key financial details for the accounting of Bioeq AG  
in € thousand 

      

   2025   2024 

Formycon share at year end   50%   50% 

Non-current assets   100,216   120,958 

Current assets   50,889   61,137 

Cash and cash equivalents   30,385   15,157 

Non-current financial liabilities   -98,000   -128,000 

Other non-current liabilities   -4,114   -1,267 

Current financial liabilities   -3,117   -4,991 

Other current liabilities   -25,238   -23,099 

Equity (100%)   51,021   39,895 

Formycon share of equity (50%)   25,511   19,948 

Hidden reserves revealed during initial re- 

cognition including Goodwill less accumu- 
lated depreciation and impairments   129,054   154,929 

Tax effect thereof   -19,358   -23,007 

Book value at year end   135,207   151,870 

Revenue   72,726   108,286 

Depreciation & Amortization   -20,711   -31,205 

Operating income (EBIT)   17,625   32,950 

Interest income   273   531 

Interest expense   -3,140   -4,834 

Tax Expense   -3,631   -4,578 

Profit (loss) for the period   11,127   24,174 

Formycon share (50%) of profit (loss)   5,564   12,087 

    

basis of current planning for the FYB201 project us-

ing discounted cash flows. The Group’s planning is 

based upon analyses of the market for the original 

product, internal information regarding potential 

competitors, market analyses of biosimilar products 

in general, and internal empirical values developed 

together with the contractual partners for marketing 

the product. Assumptions were made with regard 

to the overall future market size, the market share 

for all biosimilars, the market share specifically for 

FYB201, and price reductions, which are then used 

as a basis for calculating expected future product 

sales. For the years 2026 to 2030, annual market 

sales of the product were thereby estimated be-

tween € 136 and 158 million per year and reduced 

in subsequent years by 3% per year, with these esti-

mates then used as a basis for the further calcula-

tions. The planning period ends in 2040, with no 

further extrapolations beyond this point. In dis-

counting the future estimated cashflows from Bioeq 

AG, the Group applied discount rates of 8.3% 

(previous year: 14.0%) before taxes, depending 

upon term and based upon the weighted average 

cost of capital (WACC) using historical industry 

weightings, with a possible cost of debt of 6.3% 

(previous year: 5.8%) and a market risk premium of 

5.75% (previous year: 7.25%). The recoverable 

amount determined in this way was 

€ 135,207 thousand and thus below the net book 

value, meaning that it was necessary to record an 

impairment in the amount of € 17,890 thousand. 

Key financial details for the accounting of Bioeq AG 

at equity may be found in the above table. This in-

cludes in the fiscal year € 298 thousand (previous 

year: € -31 thousand) arising from the measurement 

of defined benefit obligations that have been rec-

orded directly in other comprehensoive income. In 

this presentation, adjustments to fair value at the 

time of acquisition and at the time of the impair-

ment testing as of December 31, 2025 have already 

been taken into account. 
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Loans to jointly controlled companies 

As part of the acquisition for the shareholding in Bi-

oeq AG, the Group acquired a loan receivable from 

Bioeq AG in the amount of € 82,000 thousand. By 

the end of December 31, 2022, the loan had been 

increased by a further € 10,000 thousand to 

€ 92,000 thousand within the contractual loan 

framework amount of € 99,000 thousand through a 

further loan drawdown. During the preceding year, 

€ 2,419 thousand attributable to the loan was also 

recorded as interest income. During the fiscal year, 

€ 15,000 thousand of the loan was repaid by Bioeq 

AG along with the € 1,800 thousand interest due 

from the preceding year, and a further € 1,460 

thousand attributable to the loan was recorded as 

interest income. The interest rate of the loan is 

based upon the official circulars published by the 

Swiss tax authorities for permissible interest rates 

on cross-border loans with affiliated companies and 

was approx. 2.5% during the fiscal year. The loan 

bears interest at the interest rate published by the 

Swiss Federal Tax Administration (SFTA) in its annu-

ally renewed circular on tax-recognized interest 

rates for advances or loans in foreign currency. 

During the fiscal year, reversal of the write-down in 

the amount of € 61 thousand (previous year: write-

down € 286 thousand) was taken based on the ex-

pected credit loss (ECL) model. 

Embedded derivative from the Nordic Bond 

Financial assets also include the embedded deriva-

tive contained in the “Nordic Bond,” which takes 

the form of call options and a 0% interest rate floor. 

20. Equity 

No capital transactions took place in the fiscal year 

2025. 

In the previous year, the Management Board and 

Supervisory Board of Formycon AG resolved to in-

crease the Company’s registered capital by € 

1,603,877.00, from € 16,053,025.00 to € 

17,656,902.00, through the issuance of 1,603,877 

new bearer shares without par value. These new 

shares corresponded to approx. 9.08% of the Com-

pany’s shares already outstanding at the time of is-

suance and were issued in a private placement. 

The placement was executed at a price of € 51.65 

per share, Changes to Equity during the reporting 

period are presented in the Consolidated State-

ment of Changes in Equity. 

Number of shares outstanding 

As of the end of the reporting period, the Company 

had registered capital (Grundkapital) of 

€ 17,672,927.00 (Previous year: € 17,664,427.00), di-

vided into 17,672,927 bearer shares without par 

value (Previous year: 17,664,427 shares). The in-

crease compared to the previous year resulted 

from the exercise of stock options from the 2015 

stock option program. All shares have full voting 

and dividend rights. 

Authorized Capital 2024 

By resolution of the Annual General Meeting on 

June 12, 2024, the Executive Board was authorized, 

subject to the approval of the Supervisory Board, to 

increase the Company’s share capital by June 11, 

2029, through the issuance of new no-par value 

bearer shares in exchange for cash and/or non-

cash contributions, in whole or in part, once or sev-

eral times, by up to a total of €8,828,451.00 (Au-

thorized Capital 2024). The Company’s share-hold-

ers shall, in general, be granted subscription rights 

(which may also be by way of indirect sub-scription 

rights pursuant to sec. 186 para. 5 sen-tence 1 of 

the Stock Corporation Act). Notwith-standing the 

foregoing, the Management Board shall be author-

ized, subject to the approval of the Supervisory 

Board, to fully or partly exclude the general statu-

tory subscription rights of sharehold-ers in the fol-

lowing specific cases: 

— For the exclusion of fractional shares from 

subscription rights. 

— In the case of capital increases against 

non-cash contributions for the issuance and 

grant-ing of shares as consideration for the pur-

chase of companies, parts of companies, equity 

in-terests in companies, or other assets or 

rights. 

— In the case of capital increases made 

against cash contributions, provided that the 
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issuance price of the new shares is not signifi-

cantly lower than the stock exchange price at 

the time that the issuance price is determined 

and that the new shares issued under exclusion 

of subscription rights pursuant to sec. 186 para. 

3 sentence 4 of the Stock Corporation Act do 

not exceed 10% of the Company’s share capital, 

either at the time of entry into effect or at the 

time of exercise. The calculation of this 10% 

limit shall include (a) any shares which are is-

sued or sold during the term of this authoriza-

tion under an exclusion of subscription rights 

through the direct application of, and in ac-

cordance with, sec. 186 para. 3 sentence 4 of 

the Stock Corporation Act, and/or (b) any 

shares issued, or which may be issued, to ful-fill 

the Company’s obligations arising from the ex-

ercise of warrants and/or conversion rights, or 

other stock option rights or obligations, arising 

from bonds or profit participation rights, pro-

vided that these financial instru-ments have 

been issued subsequent to the entry into force 

of this authorization and under exclusion of 

subscription rights pursuant to sec. 186 para. 3 

sentence 4 of the Stock Cor-poration Act. 

— In the case of capital increases made 

against cash contributions, insofar as neces-

sary to grant sufficient shares to holders of 

bonds or profit participation rights with war-

rants and/ or conversion rights, or involving 

other stock op-tion rights or obligations, and is-

sued by the Company or by a direct or indirect 

subsidiary thereof, to the extent that they 

would be enti-tled as shareholders upon exer-

cise of the rele-vant option or conversion right 

or fulfillment of option or conversion obligation, 

or following any right to substitute which the 

Company may have. 

— For the granting of shares issued in lieu of 

cash dividends (scrip dividends), whereby 

shareholders are offered the option of contrib-

uting their dividend entitlement (in whole or in 

part) to the Company as a contribution in kind 

against the granting of new shares from Au-

thorized Capital. 

The Management Board is authorized, subject to 

the approval of the Supervisory Board, to deter-

mine further details regarding the specific imple-

mentation of any such capital increase and issu-

ance of new shares, including the issuance price, 

as well as regarding the rights of shareholders 

thereunder. The Supervisory Board is further au-

thorized to amend the Company’s Articles of In-cor-

poration to reflect any such increase in regis-tered 

capital and corresponding decrease in Au-thorized 

Capital 2023 in the event of any such full or partial 

utilization of the Authorized Capital 2023 or in the 

event of its expiry. 

Conditional Capital 2022 

By resolution of the Annual General Meeting on 

June 18, 2025, Conditional Capital 2022 was can-

celed and replaced by new Conditional Capital 

2025/I. 

Conditional Capital 2025/I 

The company's share capital is conditionally in-

creased by up to €8,832,213.00 through the issu-

ance of up to 8,832,213 new no-par value bearer 

shares (“Conditional Capital 2025/I”). Conditional 

Capital 2025/I serves to grant bearer shares upon 

the exercise of conversion or option rights, upon 

the fulfillment of conversion or option obligations, 

or upon the exercise of an option right by the com-

pany to grant shares of the company to the holders 

or creditors of convertible bonds, option bonds, 

profit participation rights, and/or debentures (or 

combinations of these instruments) (hereinafter col-

lectively referred to as “debentures”) in whole or in 

part in lieu of payment of the amount due. creditors 

of convertible bonds, option bonds, profit participa-

tion rights, and/or profit bonds (or combinations of 

these instruments) (hereinafter collectively referred 

to as “bonds”) issued on the basis of the authoriza-

tion resolution of the Annual General Meeting on 

June 18, 2025, under agenda item 10. The new 

shares will be issued at the conversion or option 

price to be determined in accordance with the au-

thorization resolution of the Annual General Meet-

ing of June 18, 2025, under agenda item 10. 

The conditional capital increase will only be carried 

out to the extent that the holders or creditors of 
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bonds issued or guaranteed by the company or a 

company dependent on the company or directly or 

indirectly majority-owned by the company on the 

basis of the authorization resolution of the Annual 

General Meeting of June 18, 2025, under agenda 

item 10, until June 17, 2030, exercise their conver-

sion or option rights or fulfill conversion or option 

obligations arising from such bonds, or if the com-

pany grants shares in the company instead of pay-

ing the amount due and if the conversion or option 

rights or conversion or option obligations are not 

serviced by treasury shares, shares from authorized 

capital, or other benefits. 

The new shares shall participate in the company's 

profits from the beginning of the fiscal year in which 

they are created and for all subsequent fiscal years. 

Instead, they shall participate in the company's 

profits from the beginning of the fiscal year preced-

ing their issue if, at the time of the issue of the new 

shares, the Annual General Meeting has not yet 

passed a resolution on the appropriation of profits 

for that fiscal year. The Management Board is au-

thorized, with the approval of the Supervisory 

Board, to determine the further details of the imple-

mentation of the conditional capital increase. The 

Supervisory Board is authorized to amend the Arti-

cles of Association in accordance with the respec-

tive utilization of Conditional Capital 2025/I. The 

same applies in the event that the authorization to 

issue bonds is not exercised after the expiration of 

the authorization period and in the event that Con-

ditional Capital 2025/I is not exercised or not exer-

cised in full after the expiration of all option and 

conversion periods. 

Number of subscription rights per sec. 192 para. 2 

no. 3 of the Stock Corporation Act 

Conditional Capital 2015 

The Company’s registered capital has been condi-

tionally increased by a maximum of € 376,000 for 

the issuance of a maximum of 376,000 new no-par-

value bearer shares (Conditional Capital 2015).” The 

Conditional Capital 2015 serves exclusively to se-

cure subscription rights (stock options) granted to 

members of the Management Board and Company 

employees, as well as executives and employees of 

Company subsidiaries and associated companies, 

under the authority granted by resolution of the An-

nual General Meeting of June 30, 2015 to issue 

such stock options at any time up to and including 

June 29, 2020. This capital increase is conditional 

upon such subscription rights having been issued 

and upon the exercise of such subscription rights 

by the holders thereof, and further provided that 

the Company does not grant treasury shares or 

provide a cash settlement in fulfillment of such sub-

scription rights. The newly issued shares shall par-

ticipate in profits from the start of the fiscal year for 

which, at the time of their issuance, no resolution 

has yet been taken by the Annual General Meeting 

as to the application of retained profits. The Man-

agement Board is authorized, subject to approval 

of the Supervisory Board, to determine further de-

tails regarding the specific implementation of any 

such contingent capital increase. In the case of 

such subscription rights (stock options) being 

granted to Management Board members, the Su-

pervisory Board is similarly authorized. The Super-

visory Board is further authorized to amend the 

Company’s articles of incorporation to reflect such 

utilization of conditional capital. 

A total of 8,500 shares (Previous year: 7,525) were 

issued during the fiscal year under the Conditional 

Capital 2015 by exercise of options and 500 op-

tions (Previous year: 0) expired. As of the period 

closing date, a total of 186,450 stock options (Previ-

ous year: 195,450) remained issued under the Con-

ditional Capital 2015 that were neither expired nor 

exercised. 

Conditional Capital 2020 

The Company’s registered capital has been condi-

tionally increased by a maximum of € 724,000 for 

the issuance of a maximum of 724,000 new nopar-

value bearer shares (Conditional Capital 2020). The 

Conditional Capital 2020 serves exclusively to se-

cure subscription rights (stock options) granted to 

members of the Management Board and Company 

employees, as well as executives and employees of 

Company subsidiaries and  
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Equity ratio in € thousand 

      

   2025   2024 

Equity   399,136   461,843 

Non-current liabilities   286,831   275,979 

Current liabilities   53,560   33,893 

Liabilities and equity   739,527   771,715 

Equity ratio   54.0%   59.8% 

    

associated companies, under the authority granted 

by resolution of the Annual General Meeting of De-

cember 10, 2020 to issue such stock options at any 

time up to and including December 9, 2025. This 

capital increase is conditional upon such subscrip-

tion rights having been issued and upon the exer-

cise of such subscription rights by the holders 

thereof, and further provided that the Company 

does not grant treasury shares or provide a cash 

settlement in fulfillment of such subscription rights. 

The newly issued shares shall participate in profits 

from the start of the fiscal year for which, at the 

time of their issuance, no resolution has yet been 

taken by the Annual General Meeting as to the ap-

plication of retained profits. The Management 

Board is authorized, subject to approval of the Su-

pervisory Board, to determine further details re-

garding the specific implementation of any such 

contingent capital increase. In the case of such 

subscription rights (stock options) being granted to 

Management Board members, the Supervisory 

Board is similarly authorized. The Supervisory 

Board is further authorized to amend the Com-

pany’s articles of incorporation to reflect such utili-

zation of conditional capital.  

With regard to the conditional capital approved in 

2020, no options were exercised in the fiscal year 

(previous year: 0) and 2,000 options (previous year: 

2,000) expired during the fiscal year. As of the pe-

riod closing date, a total of 228,000 stock options 

(previous year: 230,000) were issued thereunder 

and not either expired or exercised. 

21. Capital management 

The Group’s policy is to maintain a strong capital 

base so as to maintain investor, creditor and market 

confidence and to sustain future development of 

the business. Management regularly monitors li-

quidity and the Equity ratio in order to ensure their 

adequacy. In the fiscal year 2022, a significant 

long-term debt position was created for the first 

time arising from the business combination and the 

associated financing by key shareholders (“share-

holder loan”). This financing arrangement serves to 

facilitate the Group’s medium-term to long-term 

strategy and to enable Formycon to continue its de-

velopment projects independently without neces-

sarily having to rely on the support of external part-

ners. The shareholder loan served as a flexible line 

of credit that could be drawn down at any time, but 

was not utilized during the 2025 financial year. 

Based on the successful bond issue totaling €70.0 

million in the second half of 2025, the shareholder 

loan was redeemed as an existing financing instru-

ment. The equity ratio has fallen significantly as a 

result of the bond issue
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Other current liabilities in € thousand 

      

   Dec. 31, 2025   Dec. 31, 2024 

Current portion of conditional purchase 

price obligation   12,083   8,680 

Staff-related liabilities   3,584   3,069 

Contract liabilities   6,960   - 

Other current liabilities   1,406   1,183 

Total   24,033   12,932 

22. Other current liabilities 

Other current liabilities include the current portion 

of the contingent purchase price payment from the 

acquisition of subsidiaries, personnel-related liabili-

ties and contract liabilities. 

23. Other non-current liabilities 

Other non-current liabilities include the conditional 

purchase price payments relating to the acquisition 

of subsidiaries in the amount of € 132,251 thousand 

(previous year: € 164,249 thousand) along with ob-

ligations under cash-settled equity-based compen-

sation arrangements in the amount of € 249 thou-

sand (previous year: € 477 thousand). 

Formycon has issued a bond in the amount of €70 

million to finance its growth strategy—particularly in 

the area of biosimilars and biopharmaceuticals—

and to cover general corporate purposes. The 

bond matures in July 2029. The payout took place 

in July 2025. 

24. Subsequent events 

No events of material significance that are not re-

flected in the consolidated statement of profit or 

loss or the consolidated statement of financial posi-

tion have occurred since the end of the fiscal year. 

25. Subsequent report 

After December 31, 2025, the company published 

positive clinical data for the biosimilar candidate 

FYB206 and also entered into an additional 

marketing partnership with Lotus Pharmaceutical 

Co Ltd. for parts of the Asia-Pacific region. 

In addition, a settlement and licensing agreement 

was reached with Regeneron and Bayer, resolving 

all patent disputes relating to FYB203, which is ap-

proved in Europe. 
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26. Financial instruments 

Valuation 

The Group generally classifies all financial assets 

and liabilities as financial instruments measured at 

amortized cost. The exception to this is the condi-

tional portion of the purchase price for the acquisi-

tion of the shareholdings in FYB202 Project GmbH 

and Bioeq AG (see preceding Notes 22 and 23), as 

well as the embedded derivative contained in the 

“Nordic Bond”, which is measured at fair value. For 

all financial assets and liabilities except for the Nor-

dic Bond and the shareholder loan to Bioeq AG, 

which is at a non-market interest rate, book value is 

an adequate approximation of fair value. The book 

values and fair values of the Group’s financial as-

sets and liabilities are summarized on the right side.  

The Nordic Bond contains embedded derivatives in 

the form of call options and an interest rate floor of 

0% EURIBOR. The embedded derivative is valued 

using standard market option pricing models such 

as Monte Carlo simulations. Key input factors are 

the 3-Monats-Euribor and the credit spread. Non-

observable factors are estimated on the basis of in-

ternal assumptions while preference is given to ob-

servable market data. 

The embedded derivative is valued using valuation 

models in which at least one significant input factor 

is not based on observable market data. Accord-

ingly, these financial instruments are assigned to 

level 3 of the valuation hierarchy. 

 An increase or decrease in interest rates of 50 ba-

sis points would have led to a change in fair values 

of EUR –192 thousand or EUR 122 thousand, all 

other conditions being equal. As of the reporting 

date, this results in an increase of € 52 thousand in 

the capitalized derivative. 

The contingent purchase price obligations are 

measured at fair value based on level 3 input fac-

tors under the fair value hierarchy (see Note 6). 
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Book values and fair values of the Group’s financial assets and liabilities in € thousand 

   

   

Book value 

at Dec. 31, 2025 
  Fair value 

at Dec. 31, 2025 
  FV 

category 

Financial assets carried at fair value          

Nordic Bond - Embedded derivative   742   742   3 

Financial assets not carried at fair value          

Financial assets   50,855   -   - 

Trade and other receivables   19,156   -   - 

Contract assets   12,860   -   - 

Cash and cash equivalents   68,845   -   - 

Financial liabilities carried at fair value          

Current portion of conditional purchase price   12,083   12,083   3 

Non-current portion of conditional purchase price   132,251   132,251   3 

Financial liabilities not carried at fair value          

Trade payables   25,839   -   - 

Nordic Bond   70,052   -   - 

    

   

Book value 

at Dec. 31, 2024 

  Fair value 

at Dec. 31, 2024 

  FV 

category 

Financial assets not carried at fair value          

Financial assets   66,134   -   - 

Trade and other receivables   23,693   -   - 

Contract assets   7,016   -   - 

Prepayments   22,123   -   - 

Cash and cash equivalents   41,834   -   - 

Financial liabilities carried at fair value          

Current portion of conditional purchase price   8,680   8,680   3 

Non-current portion of conditional purchase price   164,249   164,249   3 

Financial liabilities not carried at fair value          

Trade payables   17,437   -   - 

    

The contingent purchase price payments were val-

ued at a fair value of € 144,334 thousand as of the 

reporting date (previous year: € 172,929 thousand). 

During the fiscal year, € 11,249 thousand of the con-

tingent purchase price payments were paid. The re-

maining difference in the amount of € 17,346 thou-

sand was recognized as profit or loss in the finance 

income (finance costs). 

The valuation model is based upon the expected 

cash flows discounted at risk-adjusted rates de-

pending upon the respective future payment dates. 

As of the reporting date, the rate used to discount 

the conditional purchase price payments was 

8.12 %. The estimated fair value would increase if 

the expected cash flows occurred earlier or if the 

risk-adjusted discount rates were lower. A 1% de-

crease (increase) in the discount rate would result 

in an increase (decrease) in fair value of 

€ 8,611 thousand (€ 7,842 thousand), which would 

have to be recognized as profit or loss. A 10% de-

crease or increase in free cash flow would result in 

a € 14,433 thousand decrease or increase in fair 

value, which would be recognized in profit or loss. 

Advance payments in the amount of € 21,867 thou-

sand (previous year: € 22,123 thousand) are mainly 

advance payments for development services.
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Liquidity risk in € thousand 

            

as of Dec. 31, 2025   due within 1 year   1-2 years   2-3 years   

Lease obligations   1,568   1,458   1,373   

Conditional purchase price payments   12,566   19,888   20,728   

Nordic Bond   6,456   6,456   6,456   

    

Liquidity risk in € thousand 

            

as of Dec. 31, 2024   due within 1 year   1-2 years   2-3 years   

Lease obligations   1,597   1,523   1,409   

Conditional purchase price payments   9,107   12,555   20,730   

 

Risk management 

For a description of the methods, processes, re-

sponsibilities and objectives of Formycon’s risk 

management system, please refer to the respective 

section of the combined Management Report. The 

Group has exposure to the following risks arising 

from financial instruments: 

— Credit risk 

— Liquidity risk 

— Foreign currency risk 

Risk management framework 

The Management Board of Formycon AG has over-

all responsibility for the establishment and over-

sight of the Group’s risk management framework. 

Toward this end, the Management Board has ap-

pointed staff members responsible for managing 

and further developing the Group’s risk manage-

ment policies. These staff members report regularly 

to the Management Board on their activities. The 

risk management policies and systems are regu-

larly reviewed to reflect changes in market condi-

tions and in the Group’s activities. 

Credit risk 

Credit risk is the risk of financial loss to the Group if 

a customer or counterparty to a financial instrument 

fails to meet its contractual obligations. In the case 

of Formycon, credit risk arises principally from the 

loan receivable, from trade receivables, from con-

tract assets, andand from the Group’s holdings in 

cash and cash equivalents. The carrying amounts 

of financial assets and contract assets represent 

the maximum potential credit exposure. 

In determining whether the credit risk of a financial 

asset has increased significantly since its initial 

recognition and in estimating expected credit 

losses, the Group considers information that is 

available without undue cost or effort. This includes 

both quantitative and qualitative information and 

analysis based on the Group’s historical experience 

andand an appropriate credit assessment, which 

also incorporate forward-looking information. In ad-

dition to 
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3-4 years   4-5 years   > 5 years   Total   Book value 

1,224   1,195   4,083   10,901   9,560 

8,993   18,086   167,084   247,344   144,334 

74,842   -   -   94,210   70,052 

    

   

 

          

3-4 years   4-5 years   > 5 years   Total   Book value 

1,349   1,198   5,179   12,255   10,593 

32,900   28,324   243,742   347,358   172,929 

    

 

external credit ratings where available, this infor-

mation may also include credit agency information 

and industry information. During the fiscal year, re-

versal write-downs in the amount of € 40 thousand 

(previous year: € 78 thousand) were recorded 

based on the expected credit losses (ECL) for loans 

of the same credit rating.  

Liquidity risk 

Liquidity risk is the risk that the Group will encoun-

ter difficulty in meeting the obligations associated 

with its financial liabilities that are settled by deliv-

ering cash or another financial asset. The Group’s 

objective when managing liquidity is to ensure, as 

far as possible, that it will have sufficient liquidity to 

meet its liabilities when they are due, under both 

normal, e.g. foreign currency risk, and stressed 

conditions, without incurring unacceptable losses 

or risking damage to the Group’s reputation. The 

remaining contractual maturities of financial liabili-

ties as of the reporting date are shown below. The 

amounts are gross and undiscounted and include 

contractual interest payments but not the impact of 

netting agreements. 
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Foreign currency risk in thousand          

as of Dec. 31, 2025   USD   GBP   CHF 

Bank accounts   4,596   -   - 

Other receivables   -   -   32 

Trade payables   61   9   330 

Net risk exposure   -4,535   9   297 

    

 
Foreign currency risk in thousand          

as of Dec. 31, 2024   USD   GBP   CHF 

Bank accounts   1,268   -   - 

Trade payables   91   22   206 

Net risk exposure   -1,177   22   206 

    

Foreign currency risk 

To the extent that there is a mismatch between the 

currencies in which purchase and credit transac-

tions are denominated and the functional currency 

of the relevant consolidated company, the Group is 

exposed to transactional foreign currency risk. The 

functional currency of consolidated companies is, 

in all cases, the euro (€). The transactions from 

which such foreign currency risk may arise are pri-

marily denominated in U.S. dollars (USD), British 

pounds (GBP) and Swiss francs (CHF), as well as to 

a small extent Canadian Dollar (CAD) and Norwe-

gian krone (NOK). In addition, the Group holds bank 

accounts denominated in USD. As of the reporting 

date, the net foreign currency risk reflected in 

Group’s balance sheet (for each of the currencies, 

in thousands) was as shown above.

A hypothetical strengthening or weakening of the 

euro, U.S. dollar, British pound, Swiss franc or Nor-

wegian krone relative to the other currencies 

would, as of December 31, have influenced the val-

uation of financial instruments denominated in for-

eign currencies and would have affected the equity 

account and profit or loss account according. A 10% 

change in the USD/EUR exchange rate would result 

in a gain/loss of € 454 thousand (previous year: € 9 

thousand), while a 10% change in the CHF/EUR ex-

change rate would result in a gain/loss of € 30 

thousand (previous year: € 21 thousand). This anal-

ysis assumes that all other influencing factors, es-

pecially interest rates, remain unchanged. 
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Lease liabilities in € thousand               

 
       

As of Dec. 31, 2025 

  

due 

within 1 
year   1-2 years   

2-3 

years   

3-4 

years   

4-5 

years   

> 5 

years   Total 

Current lease obligations   1,478   -   -   -   -   -   1,478 

Non-current lease obligations   -   1,191   1,153   1,044   1,050   3,645   8,082 

    

 
Lease liabilities in € thousand               

 
       

As of Dec. 31, 2024 

  

due 

within 1 
year   1-2 years   

2-3 

years   

3-4 

years   

4-5 

years   

> 5 

years   Total 

Current lease obligations   1,496   -   -   -   -   -   1,496 

Non-current lease obligations   -   1,214   1,147   1,133   1,021   4,582   9,097 

    

27. Leases 

The Group enters into lease contracts solely as a 

lessee. These contracts include the Group’s leased 

head offices in Martinsried/Planegg on the outskirts 

of Munich, leased property, plant and equipment 

primarily for laboratory purposes, and leased vehi-

cles for certain staff members. For information 

about the capitalization of right-of-use assets, see 

Note 17. Interest expenses of € -365 thousand (pre-

vious year: € 301 thousand) were incurred during 

the fiscal year and recognized in the income state-

ment (Consolidated Statement of Comprehensive 

Income). In addition, administrative expenses dur-

ing the fiscal year included lease payments for low-

value assets not recognized as right-of-use assets 

with corresponding lease liabilities in the amount of 

€ 18 thousand (previous year: €18 thousand). 

The table above provides an overview of the matur-

ities of the Group’s lease liabilities. 
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Renumeration according to IAS 24.17 in € thousand 

      

   Jan. 1 – Dec. 31, 2025   Jan. 1 – Dec. 31, 2024 

Short-term benefits   1,872   1,906 

Benefits after termination of employment   27   27 

Share-based payments   1,157   1,331 

Total   3,056   3,264 

   

 

28. Transactions with related parties 

Key management personnel and members of Su-
pervisory Board 

The Group’s key management personnel are the 

members of the Management Board of Formycon 

AG. During the reporting period, remuneration to 

Management Board members was as shown 

above. In addition, premiums to an retirement bo-

nus program of one of our Management Board 

member were paid in the amount of € 27 thousand 

(previous year: € 27 thousand). During the fiscal 

year, remuneration to members of the Supervisory 

Board was € 339 thousand (previous year: € 211 

thousand). 

Beyond regular remuneration, there were no trans-

actions with any member of the Management 

Board or Supervisory Board during the reporting 

period or prior-year period. 

Related companies 

Since the acquisition by Athos in 2022 of a share-

holding in Formycon AG along with representation 

on the Supervisory Board, Athos Group companies 

have been recognized as related companies. Bioeq 

AG, an entity jointly controlled by Formycon, is like-

wise recognized as a related company. 

During the reporting period, sales revenue in the 

amount of € 15,809 thousand (previous year: € 

34,969 thousand) was recognized with related 

companies, of which € 5,411 thousand (previous 

year: € 17,293 thousand) was with jointly controlled 

Bioeq AG. Out of the Group’s total trade receiva-

bles on the closing balance sheet, receivables in 

the amount of € 5,987 thousand (previous year: € 

6,049 thousand) were due from related companies. 

The balance sheet also includes a loan receivable 

from Bioeq AG in the nominal amount of 

€ 51,079 thousand (previous year: € 66,419 thou-

sand) including accrued interest. 

In addition to the sales revenue and trade receiva-

bles resulting from these development partner-

ships, the Group has liabilities relating to condi-

tional purchase price payments to Athos Group 

companies resulting from the business combination 

transaction. As of the reporting date, the amount of 

this recorded liability was € 144,334 thousand (pre-

vious year: € 172,929 thousand), while finance in-

come during the fiscal year included € 17,346 thou-

sand (previous year: € 21,088 thousand) arising 

from the fair value measurement of these obliga-

tions. Mr. Klaus Röhrig is a founding partner and 

Co-Chief Investment Officer of Active Ownership 

Capital S.à r.l., Luxembourg, which, as part of its or-

dinary business activities, establishes investment 

vehicles (e.g., funds) and subsequently invests the 

assets of these investment vehicles as part of an 

asset management strategy. During the reporting 

period, Active Ownership Fund SICAV-FIS SCS sub-

scribed to shares in the Nordic Bond in the amount 

of € 1,350 thousand. In addition, AT Impf GmbH, a 

wholly owned subsidiary of Athos KG, subscribed to 

shares in the Nordic Bond in the amount of € 4,000 

thousand in 2025. 

Some of these companies had transactions with the 

Group during the Financial Years. The terms and 

conditions of such transactions have been at 

armths length. 

There were no other transactions with related per-

sons or companies during the reporting period. 
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Average number of employees (FTE) during the reporting period 

   

   2025   2024 

Research & development   150   176 

Business operations   14   12 

General & administrative   39   47 

Total   203   235 

 

  

 

29. Other information 

Renumeration 

During the fiscal year, the members of the Supervi-

sory Board received total remuneration of 

€ 339 thousand (previous year: € 211 thousand),  

 

while total remuneration to members of the Man-

agement Board, within the meaning of sec. 315e in 

connection with section 314 no. 6 of the Commer-

cial Code, was € 3,078 thousand (previous year: 

€ 2,980 thousand), (of which € 465 thousand (pre-

vious year: € 587 thousand) was success-based), 

and including € 1,179 thousand (previous year: 

€ 1,096 thousand) from the granting of a share-

based compensation program (2025: 51,188 PSUs; 

2024: 22,740 PSUs.) 

As part of a workforce adjustment, a provision for 

residual costs of €1,096 thousand was recognized  

 

 

 

for employees who transferred to a transfer com-

pany. The amount of the provision is based on a 

payment plan provided by the transfer company.  

The term of the residual costs ends in August 

2026. Possible changes in the quantity structure  

 

during the term may affect the final amount of the 

residual costs. This includes pre-financing of short-

time work compensation and associated potential 

short-time work compensation reimbursements. 

Payments of residual costs to the transfer company 

are made via a pledged bank account. 

     

 
Consolidated financial statement auditor fees per sec. 314 para. 1 no. 9 of the Commercial Code in € thousand 

   Jan. 1 – Dec. 31, 2025   Jan. 1 – Dec. 31, 2024 

Audit services   728   626 

Other confirmatory services   -   969 

Other services   5   5 

Total   733   1,600 
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Declaration of compliance 

The declaration of the management on the German 

Corporate Governance Codex can be found on the 

homepage at www.formycon.com in the Investor 

Relations section. 
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Martinsried-Planegg, Germany, April 15, 2026  

  

Dr. Stefan Glombitza Nicola Mikulcik 

  

Dr. Andreas Seidl Enno Spillner 
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Responsibility statement 

To the best of our knowledge, and in accordance 

with the applicable reporting principles, the finan-

cial statements give a true and fair view of the as-

sets, finances, and operating results of the 

Formycon AG and the Group, and the combined 

management report includes a fair view of the de-

velopment and performance of the business and 

the position of Formycon AG and the Group, to-

gether with a description of the principal opportuni-

ties and risks associated with the expected devel-

opment of Formycon AG and the Group. 

 

 

 

Martinsried-Planegg, Germany, April 15, 2026  

  

Dr. Stefan Glombitza Nicola Mikulcik 

  

Dr. Andreas Seidl Enno Spillner 
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Independent Auditor’s Report 
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To Formycon AG, Planegg-Martinsried 

Report on the Audit of the Consolidated  
Financial Statements and the Combined 
Management Report 

Audit Opinions 

We have audited the consolidated financial state-

ments of Formycon AG, Planegg-Martinsried, and 

its subsidiaries (the Group)—comprising the consoli-

dated balance sheet as of December 31, 2025, the 

consolidated statement of comprehensive income, 

the consolidated statement of changes in equity, 

and the consolidated statement of cash flows for 

the fiscal year from January 1 to December 31, 

2025, as well as the notes to the consolidated fi-

nancial statements, including significant information 

on accounting policies—have been audited. In ad-

dition, we have audited the report on the manage-

ment of the Company and the Group (hereinafter 

“combined management report”) of Formycon AG 

for the fiscal year from January 1 to December 31, 

2025. 

We have not audited the content of the compo-

nents of the combined management report referred 

to in the “Other Information” section of our audit 

opinion in accordance with German legal require-

ments.  

The combined management report contains cross-

references marked as unaudited that are not re-

quired by law. We have not audited the content of 

these cross-references or the information to which 

they refer in accordance with German statutory re-

quirements. 

In our opinion, based on the findings of our audit, 

— the accompanying consolidated financial 

statements comply in all material respects 

with the IFRS Accounting Standards issued 

by the International Accounting Standards 

Board (IASB) (hereinafter “IFRS Accounting 

Standards”), as adopted by the EU, and the 

supplementary German statutory provisions 

applicable pursuant to Section 315e (1) of 

the German Commercial Code (HGB), and, 

in compliance with these provisions, give a 

true and fair view of the Group’s financial 

position as of December 31, 2025, as well 

as its financial performance for the fiscal 

year from January 1 to December 31, 2025, 

and 

— the accompanying condensed management 

report as a whole presents an appropriate 

view of the Group’s position. In all material 

respects, this condensed management re-

port is consistent with the consolidated fi-

nancial statements, complies with German 

statutory requirements, and accurately pre-

sents the opportunities and risks associated 

with future development. Our audit opinion 

on the condensed management report does 

not cover the content of the components of 

the condensed management report listed in 

the “Other Information” section. The con-

densed management report contains cross-

references marked as unaudited that are 

not required by law. Our audit opinion does 

not extend to these cross-references or to 

the information to which the cross-refer-

ences relate. 

Pursuant to Section 322 (3) sentence 1 HGB, we de-

clare that our audit has not led to any reservations 

relating to the legal compliance of the consolidated 

financial statements and of the combined manage-

ment report.  

Basis for the Audit Opinions 

We conducted our audit of the consolidated finan-

cial statements and the combined management re-

port in accordance with Section 317 of the German 

Commercial Code (HGB) and the EU Audit Regula-

tion (No. 537/2014; hereinafter “EU Audit Regula-

tion”) and in accordance with the German stand-

ards for the audit of financial statements estab-

lished by the Institute of Public Auditors in Germany 

(IDW). Our responsibilities under these regulations 

and standards are described in more detail in the 

section “Auditor’s Responsibility for the Audit of the 

Consolidated Financial Statements and the Com-

bined Management Report” of our auditor’s report. 

We are independent of the group entities in accord-

ance with the requirements of European law and 
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German commercial and professional law, and we 

have fulfilled our other German professional re-

sponsibilities in accordance with these require-

ments. In addition, in accordance with Article 10 (2) 

point (f) of the EU Audit Regulation, we declare that 

we have not provided non-audit services prohibited 

under Article 5 (1) of the EU Audit Regulation. We 

believe that the evidence we have obtained is suffi-

cient and appropriate to provide a basis for our 

opinions on the consolidated financial statements 

and on the combined management report.  

Key audit matters in the audit of the consolidated 
financial statements 

Key audit matters are those matters that, in our pro-

fessional judgment, were of most significance in 

our audit of the consolidated financial statements 

for the fiscal year from January 1 to December 31, 

2025. These matters were taken into account in 

the context of our audit of the consolidated finan-

cial statements as a whole and in forming our audit 

opinion thereon; we do not issue a separate audit 

opinion on these matters. 

 
The impairment of investments in 
associates (Bioeq AG) 
 

For information on the accounting policies and as-

sumptions applied, please refer to Note 6 of the 

consolidated financial statements. Details regarding 

the amount of the investment in Bioeq AG and the 

amount of the impairment charge are provided in 

Note 19 of the consolidated financial statements. 

Explanations regarding the economic development 

of the FYB201 project can be found in the summary 

management report under the section “Develop-

ment of Assets, Revenue, and Earnings.” 

Risks related to the financial statements 

As of December 31, 2025, the shares in associated 

companies (Bioeq AG) amount to EUR 135.2 million 

and, at 18% of total assets, represent a significant 

portion of the company’s assets. 

The Company accounts for its shares in the associ-

ate Bioeq AG using the equity method. If there are 

indications of an impairment of the net investment 

in Bioeq AG, the Company determines the recover-

able amount as of the balance sheet date and com-

pares it with the respective carrying amount. If the 

carrying amount exceeds the recoverable amount, 

an impairment loss is recognized. The recoverable 

amount is the higher of fair value less costs to sell 

and value in use. The recoverable amount of the 

net investment is determined based on the higher 

value in use (of the net investment in Bioeq AG) 

and is primarily based on the discounted projected 

cash inflows from the marketing of the product 

FYB201.  

The impairment test for the net investment in Bioeq 

AG is complex and relies on a number of judgmen-

tal assumptions. These include, in particular, the 

long-term decline rate and the planning horizon as 

key assumptions for determining the projected 

sales of the FYB201 product. Likewise, the discount 

rates used, which are based on term-dependent 

costs of capital, are subject to judgment. 

In fiscal year 2025, competition among biosimilar 

providers of the FYB201 product in the U.S. in-

creased significantly. In the first quarter, the FYB201 

product was withdrawn from the market by the li-

censing partner in the U.S. and reintroduced at the 

beginning of 2026 with significant price reductions. 

This led to an adjustment in volume and margins in 

the medium-term planning. Against the backdrop of 

reduced expected future cash inflows due to 

changed market expectations, the Company recog-

nized impairment losses of EUR 17.9 million on its 

investments in associates (Bioeq AG) in fiscal year 

2025. 

There is a risk to the consolidated financial state-

ments that the existing impairment was not recog-

nized in sufficient amount and that the investments 

in associates are therefore impaired. Furthermore, 

there is a risk that the related notes to the financial 

statements are not appropriate. 
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Our audit approach 

We obtained an understanding of the Company’s 

process for identifying indicators of impairment and 

determining recoverable amounts through discus-

sions with finance department staff and an assess-

ment of the Group’s accounting policies. We ana-

lyzed the indicators of impairment identified by the 

Company and evaluated them based on the infor-

mation obtained during our audit. 

With the involvement of our valuation specialists, 

we assessed, among other things, the appropriate-

ness of the Company’s key assumptions and calcu-

lation methods. To this end, we discussed the ex-

pected sales of the FYB201 product with the plan-

ning managers. In addition, we performed reconcili-

ations with other internally available forecasts, e.g., 

for tax purposes, and the budget prepared by the 

legal representatives, and assessed their internal 

consistency. The appropriateness of the assump-

tions was also evaluated against external market 

assessments.  

Furthermore, we verified the Company’s historical 

forecasting accuracy by comparing plans from pre-

vious fiscal years with the results actually achieved 

and analyzing any variances.  

We compared the assumptions and data underlying 

the discount rate, in particular the risk-free interest 

rate, the market risk premium, and the beta factor, 

with our own assumptions and publicly available 

data. 

To assess the methodologically and mathematically 

sound implementation of the valuation method, we 

reproduced the valuation performed by the com-

pany using our own calculations and analyzed any 

deviations. 

To account for existing forecast uncertainty, we also 

examined the effects of possible changes in the 

discount rate and expected cash inflows on the re-

coverable amount by calculating alternative scenar-

ios and comparing them with the Company’s valua-

tion results (sensitivity analysis). 

Finally, we assessed whether the notes to the finan-

cial statements regarding the impairment of the net 

investment in Bioeq AG are appropriate.  

Our conclusions 

The approach underlying the impairment test for 

the shares in associated companies (Bioeq AG) is 

appropriate and consistent with the applicable valu-

ation principles. The assumptions and data used by 

the Company are appropriate. The related notes to 

the financial statements are appropriate. 

 
The recoverability of the capitalized  
development costs for the FYB202 product 
 

For the accounting and valuation principles applied, 

as well as the assumptions used, we refer to Note 6 

of the consolidated financial statements. Infor-

mation on the amount of capitalized development 

costs for the FYB202 product and the amount of 

the impairment charge can be found in Note 18 of 

the consolidated financial statements. Explanations 

regarding the economic development of the 

FYB202 project can be found in the summary man-

agement report in the section on asset, revenue, 

and earnings development. 

Risk to the financial statements 

As of December 31, 2025, the capitalized develop-

ment costs for the FYB202 product amount to EUR 

306.6 million and, at 41% of total assets, represent a 

significant portion of the company’s assets. 

Capitalized development costs are measured at 

cost less accumulated amortization and accumu-

lated impairment losses. Since approval in the 

fourth quarter of 2024, the Company has been 

amortizing the capitalized development costs for 

the FYB202 product on a straight-line basis over its 

estimated useful life of up to 15 years. If there are 

indications of an impairment of the capitalized de-

velopment costs for the FYB202 product, the Com-

pany determines the recoverable amount as of the 

balance sheet date and compares it with the 
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respective carrying amount. If the carrying amount 

exceeds the recoverable amount, an impairment 

loss is recognized. The recoverable amount is the 

higher of fair value less costs to sell and value in 

use. The recoverable amount for the FYB202 prod-

uct was determined based on the higher value in 

use and is derived from the discounted projected 

cash inflows from the marketing of the FYB202 

product.  

The impairment test for the capitalized develop-

ment costs of the FYB202 product is complex and 

relies on a number of judgmental assumptions. 

These include, in particular, the projected sales of 

the FYB202 product and the planning horizon as 

key assumptions for the calculation. Similarly, the 

discount rates used, which are based on term-de-

pendent costs of capital, are subject to judgment. 

In the context of negotiations between the com-

mercialization partner Fresenius Kabi AG and U.S. 

contract partners for the FYB202 product, a com-

petitive market environment with significant price 

pressure is emerging. This will result in lower 

growth during the product’s launch in the U.S. 

Against the backdrop of the reduction in expected 

future market revenues, the Company has recog-

nized impairment losses of EUR 59.6 million on the 

intangible assets (FYB202). 

There is a risk to the consolidated financial state-

ments that the existing impairment was not recog-

nized in a sufficient amount and that the capitalized 

development costs are therefore impaired. In addi-

tion, there is a risk that the related notes to the fi-

nancial statements are not appropriate.  

Our audit approach 

We obtained an understanding of the Company’s 

process for identifying indicators of impairment and 

determining recoverable amounts through discus-

sions with finance department personnel and an as-

sessment of the Group’s accounting policies. We 

analyzed the indications of impairment identified by 

the company and, based on the information ob-

tained during our audit, assessed whether there 

are any additional indications of impairment not 

identified by the company. 

With the involvement of our valuation specialists, 

we assessed, among other things, the appropriate-

ness of the company’s key assumptions and calcu-

lation method. To this end, we discussed the ex-

pected sales of the FYB202 product with those re-

sponsible for planning. By reconciling these figures 

with other internally available forecasts, e.g., for tax 

purposes, and the budget prepared by the legal 

representatives, we assessed their internal con-

sistency. The appropriateness of the assumptions 

was also evaluated against external market assess-

ments.  

Furthermore, we verified the Company’s historical 

forecasting accuracy by comparing plans from pre-

vious fiscal years with the results actually achieved 

and analyzing any variances.  

We compared the assumptions and data underlying 

the discount rate, in particular the risk-free interest 

rate, the market risk premium, and the beta factor, 

with our own assumptions and publicly available 

data. 

To assess the methodologically and mathematically 

sound implementation of the valuation method, we 

reproduced the valuation performed by the com-

pany using our own calculations and analyzed any 

deviations. 

To account for existing forecast uncertainty, we also 

examined the effects of possible changes in the 

discount rate and expected cash inflows on the re-

coverable amount by calculating alternative scenar-

ios and comparing them with the Company’s valua-

tion results (sensitivity analysis). 

Finally, we assessed whether the notes to the finan-

cial statements regarding the impairment of the 

capitalized development costs for the FYB202 

product are appropriate. 
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Our conclusions 

The approach underlying the impairment test for 

the capitalized development costs for the FYB202 

project is appropriate and consistent with valuation 

principles. The assumptions and data used by the 

Company are reasonable. The related notes to the 

financial statements are appropriate. 

 
Determination of the fair value of the con-
tingent consideration resulting from the 
business combination to acquire the shares 
in Bioeq AG (FYB201) and FYB202 Project 
GmbH 
 

For the accounting and valuation principles applied, 

as well as the assumptions used, we refer to Note 6 

of the consolidated financial statements. Infor-

mation on the amount of financial liabilities can be 

found in the Notes to the Consolidated Financial 

Statements under items 22 and 23. Explanations 

regarding the economic development of the 

FYB202 project can be found in the summary man-

agement report in the section on the development 

of assets, revenue, and earnings. 

Risks related to the financial statements 

The financial liabilities from contingent purchase 

price payments resulting from the acquisition of 

shares in Bioeq AG and FYB202 Project GmbH in 

fiscal year 2022 amount to EUR 144.3 million as of 

December 31, 2025, and, at 20% of total assets, 

represent a significant portion of liabilities. 

As of the balance sheet date, the Company deter-

mines the fair values of the contingent purchase 

price payments using the discounted cash flow 

method. The starting point for the calculation is the 

cash inflows from the rights to the FYB201 and 

FYB202 products held by the respective subsidiar-

ies and joint ventures, which are determined based 

on current plans and have a direct impact on the 

amount of the contingent purchase price payments.  

Determining the fair values of the contingent pur-

chase price payments is complex and relies on a 

number of judgmental assumptions. These include, 

in particular, the long-term decline rate and the 

planning horizon as key assumptions for determin-

ing the projected revenues of products FYB201 and 

FYB202. Similarly, the discount rates used, which 

are based on term-dependent costs of capital, are 

subject to judgment. 

In fiscal year 2025, competitive intensity in the bio-

similar market increased significantly in the U.S. for 

both the FYB201 product (via Bioeq AG) and the 

FYB202 product. This leads to significant adjust-

ments to the expected price development. Against 

the backdrop of the reduction in expected sales of 

the FYB201 and FYB202 products, the Company 

has reduced the fair values of the financial liabilities 

related to the contingent purchase price payments 

by EUR 17.4 million.  

There is a risk to the consolidated financial state-

ments that the fair values have not been deter-

mined at an appropriate level. In addition, there is a 

risk that the related notes to the financial state-

ments are not appropriate.  

Our audit approach 

We obtained an understanding of the Company’s 

process for determining fair values through discus-

sions with finance department staff and an assess-

ment of the Group’s accounting policies.  

With the involvement of our valuation specialists, 

we assessed, among other things, the appropriate-

ness of the Company’s key assumptions and calcu-

lation methods. To this end, we discussed the ex-

pected sales of the FYB201 and FYB202 products 

with the planning managers. By reconciling these 

figures with other internally available forecasts, e.g., 

for tax purposes, and the budget prepared by the 

legal representatives, we assessed their internal 

consistency. The appropriateness of the assump-

tions was also evaluated against external market 

assessments. Furthermore, we verified the Com-

pany’s historical forecasting accuracy by comparing 
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plans from previous fiscal years with the results ac-

tually achieved later and analyzing any variances. 

We compared the assumptions and data underlying 

the discount rate, in particular the risk-free interest 

rate, the market risk premium, and the beta factor, 

with our own assumptions and publicly available 

data. 

To assess the methodologically and mathematically 

sound implementation of the valuation method, we 

reproduced the valuation performed by the com-

pany using our own calculations and analyzed any 

deviations. 

Finally, we assessed whether the disclosures in the 

notes regarding the description of the valuation 

technique and the input factors used in determining 

fair value are appropriate in accordance with IFRS 

13.93(d).  

Our conclusions 

The calculation method underlying the determina-

tion of fair values from contingent purchase price 

payments is appropriate and consistent with the 

applicable valuation principles. The assumptions 

and data used by the Company are appropriate. 

The related notes to the financial statements are 

appropriate.  

Other Information 

The Management Board and the Supervisory Board 

are responsible for the other information. The other 

information comprises the following components of 

the combined management report that have not 

been audited: 

— the combined corporate governance state-

ment of the Company and the Group, which 

is included in the section “Corporate Gov-

ernance Statement pursuant to Sections 

289f and 315d of the German Commercial 

Code (HGB)” of the combined management 

report, and 

— the information contained in the combined 

management report that is not part of the 

management report and is designated as 

unaudited. 

The other information also includes the remaining 

parts of the annual report. The other information 

does not include the consolidated financial state-

ments, the information in the combined manage-

ment report that has been reviewed for content, or 

our accompanying audit opinion. 

Our audit opinions on the consolidated financial 

statements and the combined management report 

do not extend to the other information, and accord-

ingly, we do not express an audit opinion or any 

other form of assurance conclusion thereon. 

In connection with our audit, we have a responsibil-

ity to read the other information mentioned above 

and, in doing so, to assess whether the other infor-

mation 

— is materially inconsistent with the consoli-

dated financial statements, the information 

in the condensed management report infor-

mation audited for content of our 

knowledge obtained in the audit, or 

— otherwise appears to be materially mis-

stated. 

Responsibility of the Management Board and the 

Supervisory Board for the Consolidated Financial 

Statements and the Summary Management Report 

Management is responsible for the preparation of 

the consolidated financial statements that comply, 

in all material respects, with IFRS Accounting 

Standards as adopted by the EU and the additional 

requirements of German commercial law pursuant 

to Section 315e (1) HGB and that the consolidated 

financial statements, in compliance with these re-

quirements, give a true and fair view of the assets, 

liabilities, financial position, and financial perfor-

mance of the Group. In addition, management is re-

sponsible for such internal control as they have de-

termined necessary to enable the preparation of 

consolidated financial statements that are free from 

material misstatement, whether due to fraud (i.e., 
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fraudulent financial reporting and misappropriation 

of assets) or error.  

In preparing the consolidated financial statements, 

management is responsible for assessing the 

Group’s ability to continue as a going concern. 

They also have the responsibility for disclosing, as 

applicable, matters related to going concern. In ad-

dition, they are responsible for financial reporting 

based on the going concern basis of accounting 

unless there is an intention to liquidate the Group 

or to cease operations, or there is no realistic alter-

native but to do so. 

Furthermore, management is responsible for the 

preparation of the combined management report 

that, as a whole, provides an appropriate view of 

the Group’s position and is, in all material respects, 

consistent with the consolidated financial state-

ments, complies with German legal requirements, 

and appropriately presents the opportunities and 

risks of future development. In addition, manage-

ment is responsible for such arrangements and 

measures (systems) as they have considered nec-

essary to enable the preparation of a combined 

management report that is in accordance with the 

applicable German legal requirements, and to be 

able to provide sufficient appropriate evidence for 

the assertions in the combined management re-

port.  

The supervisory board is responsible for oversee-

ing the Group’s financial reporting process for the 

preparation of the consolidated financial state-

ments and of the combined management report.  

The auditor’s responsibility for the audit of the con-

solidated financial statements and the combined 

management report 

Our objectives are to obtain reasonable assurance 

about whether the consolidated financial state-

ments as a whole are free from material misstate-

ment, whether due to fraud or error, and whether 

the combined management report as a whole pro-

vides an appropriate view of the Group’s position 

and, in all material respects, is consistent with the 

consolidated financial statements and the 

knowledge obtained in the audit, complies with the 

German legal requirements and appropriately pre-

sents the opportunities and risks of future develop-

ment, as well as to issue an auditor’s report that in-

cludes our opinions on the consolidated financial 

statements and on the combined management re-

port. 

Reasonable assurance is a high level of assurance, 

but is not a guarantee that an audit conducted in 

accordance with Section 317 HGB and the EU Audit 

Regulation and in compliance with German Gener-

ally Accepted Standards for Financial Statement 

Audits promulgated by the Institut der 

Wirtschaftsprüfer (IDW) will always detect a material 

misstatement. Misstatements can arise from fraud 

or error and are considered material if, individually 

or in the aggregate, they could reasonably be ex-

pected to influence the economic decisions of us-

ers taken on the basis of these consolidated finan-

cial statements and this combined management re-

port. 

During the audit, we exercise professional judg-

ment and maintain a critical attitude. In addition, 

— Identify and assess the risks of material mis-

statement of the consolidated financial 

statements and of the combined manage-

ment report, whether due to fraud or error, 

design and perform audit procedures re-

sponsive to those risks, and obtain audit ev-

idence that is sufficient and appropriate to 

provide a basis for our opinions. The risk of 

not detecting a material misstatement re-

sulting from fraud is higher than the risk of 

not detecting a material misstatement re-

sulting from error, as fraud may involve col-

lusion, forgery, intentional omissions, mis-

representations, or the override of internal 

control. 

— Obtain an understanding of internal control 

relevant to the audit of the consolidated fi-

nancial statements and of arrangements 

and measures relevant to the audit of the 

combined management report in order to 

design audit procedures that are appropri-

ate in the circumstances, but not for the 
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purpose of expressing an opinion on the ef-

fectiveness of the Group’s internal control or 

of these arrangements and measures.  

— Evaluate the appropriateness of accounting 

policies used by management and the rea-

sonableness of estimates made by manage-

ment and related disclosures. 

— Conclude on the appropriateness of man-

agement’s use of the going concern basis of 

accounting and, based on the audit evi-

dence 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 con-

cern. If we conclude that a material uncer-

tainty exists, we are required to draw atten-

tion in the auditor’s report to the related dis-

closures in the consolidated financial state-

ments and in the combined management 

report or, if such disclosures are inadequate, 

to modify our respective opinions. Our con-

clusions are based on the audit evidence 

obtained up to the date of our auditor’s re-

port. However, future events or conditions 

may cause the Group to cease to be able 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 present the underlying transactions 

and events in a manner that the consoli-

dated financial statements give a true and 

fair view of the assets, liabilities, financial 

position and financial performance of the 

Group in compliance with IFRS Accounting 

Standards as adopted by the EU and the ad-

ditional requirements of German commer-

cial law pursuant to Section 315e (1) HGB.  

— Plan and perform the audit of the consoli-

dated financial statements to obtain suffi-

cient appropriate audit evidence regarding 

the financial information of the entities or 

business segments within the Group to pro-

vide a basis for our opinions on the 

consolidated financial statements and on 

the combined management report. We are 

responsible for the direction, supervision 

and performance of the group audit. We re-

main solely responsible for our opinions.  

— Evaluate the consistency of the combined 

management report with the consolidated fi-

nancial statements, its conformity with [Ger-

man] law, and the view of the Group’s posi-

tion it provides. 

— Perform audit procedures on the prospec-

tive information presented by management 

in the combined management report. On 

the basis of sufficient appropriate audit evi-

dence we evaluate, in particular, the signifi-

cant assumptions used by management as 

a basis for the prospective information, and 

evaluate the proper derivation of the pro-

spective information from these assump-

tions. We do not express a separate opinion 

on the prospective information and on the 

assumptions used as a basis. There is a 

substantial unavoidable risk that future 

events will differ materially from the pro-

spective information.  

We communicate with those charged with govern-

ance regarding, among other matters, the planned 

scope and timing of the audit and significant audit 

findings, including any significant deficiencies in in-

ternal control that we identify during our audit.  

We also provide those charged with governance 

with a statement that we have complied with the 

relevant independence requirements, and com-

municate with them all relationships and other mat-

ters that may reasonably be thought to bear on our 

independence, and where applicable, the actions 

taken or safeguards applied to eliminate independ-

ence threats. 

From the matters communicated with those 

charged with governance, we determine those mat-

ters that were of most significance in the audit of 

the consolidated financial statements of the current 

period and are therefore the key audit matters. We 
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describe these matters in our auditor’s report un-

less law or regulation precludes public disclosure 

about the matter. 

Other Legal and Regulatory Requirements  

Report on the Assurance on the  
Electronic Rendering of the Consolidated  
Financial Statements and the Combined  
Management Report Prepared for  
Publication Purposes in Accordance  
with Section 317 (3a) HGB 

Audit Opinion 

We have performed assurance work in accordance 

with Section 317 (3a) HGB to obtain reasonable as-

surance about whether the rendering of the consol-

idated financial statements and the combined man-

agement report (hereinafter the “ESEF documents”) 

contained in the electronic file “Formycon_KA_Fi-

nal_2025.zip” (SHA256-hash value: f697c630198 

b63d669736f0242d089206ba7e8a39b82564184d

b6b71d65dd7e1 and “FormyconGroup-Lageber-

ichtFY25(DE)-2025-12-31-0-de.xhtml” (SHA256-

hash value: 8cd55f23082aa8c0fc61ec61edf7d5 

79ae62bb56a93a85fe73f63960d35a13ad) made 

available and prepared for publication purposes 

complies in all material respects with the require-

ments of Section 328 (1) HGB for the electronic re-

porting format (“ESEF format”). In accordance with 

German legal requirements, this assurance work 

extends only to the conversion of the information 

contained in the consolidated financial statements 

and the combined management report into the 

ESEF format and therefore relates neither to the in-

formation contained in these renderings nor to any 

other information contained in the file identified 

above. 

In our opinion, the rendering of the consolidated fi-

nancial statements and the combined management 

report contained in the electronic file made availa-

ble, identified above and prepared for publication 

purposes complies in all material respects with the 

requirements of Section 328 (1) HGB for the elec-

tronic reporting format. Beyond this assurance 

opinion and our audit opinion on the accompanying 

consolidated financial statements and the accom-

panying combined management report for the 

financial year from January 1 to December 31, 2025 

contained in the “Report on the Audit of the Con-

solidated Financial Statements and the Combined 

Management Report” above, we do not express 

any assurance opinion on the information con-

tained within these renderings or on the other infor-

mation contained in the file identified above. 

Basis for the Audit Opinion 

We conducted our assurance work on the render-

ing of the consolidated financial statements and the 

combined management report contained in the file 

made available and identified above in accordance 

with Section 317 (3a) HGB and the IDW Assurance 

Standard: Assurance Work on the Electronic Ren-

dering of Financial Statements and Management 

Reports Prepared for Publication Purposes in Ac-

cordance with Section 317 (3a) HGB (IDW AsS 410 

(06.2022)). Our responsibility in accordance there-

with is further described in the "Group Auditor’s Re-

sponsibilities for the Assurance Work on the ESEF 

Documents" section. Our audit firm applies the IDW 

Standard on Quality Management 1: Requirements 

for Quality Management in Audit Firms (IDW QMS 1 

(09.2022)). 

Responsibility of the legal representatives and 
the Supervisory Board for the ESEF documents 

The Company’s management is responsible for the 

preparation of the ESEF documents including the 

electronic rendering of the consolidated financial 

statements and the combined management report 

in accordance with Section 328 (1) sentence 4 item 

1 HGB and for the tagging of the consolidated fi-

nancial statements in accordance with Section 328 

(1) sentence 4 item 2 HGB. 

In addition, the company’s management is respon-

sible for such internal control that they have consid-

ered necessary to enable the preparation of ESEF 

documents that are free from material intentional or 

unintentional non-compliance with the require-

ments of Section 328 (1) HGB for the electronic re-

porting format. 

The supervisory board is responsible for oversee-

ing the process of preparing the ESEF documents 

as part of the financial reporting process. 
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Responsibility of the auditor of the consolidated 
financial statements for the audit of the ESEF 
documents 

Our objective is to obtain reasonable assurance 

about whether the ESEF documents are free from 

material intentional or unintentional non-compli-

ance with the requirements of Section 328 (1) HGB. 

We exercise professional judgement and maintain 

professional scepticism throughout the assurance 

work. We also: 

— Identify and assess the risks of material in-

tentional or unintentional non-compliance 

with the requirements of Section 328 (1) 

HGB, design and perform assurance proce-

dures responsive to those risks, and obtain 

assurance evidence that is sufficient and 

appropriate to provide a basis for our assur-

ance opinion. 

— Obtain an understanding of internal control 

relevant to the assurance on the ESEF doc-

uments in order to design assurance proce-

dures that are appropriate in the circum-

stances, but not for the purpose of express-

ing an assurance opinion on the effective-

ness of these controls. 

— Evaluate the technical validity of the ESEF 

documents, i.e. whether the file made avail-

able containing the ESEF documents meets 

the requirements of the Delegated Regula-

tion (EU) 2019/815, as amended as at the re-

porting date, on the technical specification 

for this electronic file. 

— Evaluate whether the ESEF documents pro-

vide an XHTML rendering with content 

equivalent to the audited consolidated fi-

nancial statements and the audited com-

bined management report. 

— Evaluate whether the tagging of the ESEF 

documents with Inline XBRL technology 

(iXBRL) in accordance with the requirements 

of Articles 4 and 6 of the Delegated Regula-

tion (EU) 2019/815, as amended as at the re-

porting date, enables an appropriate and 

complete machine-readable XBRL copy of 

the XHTML rendering. 

Other disclosures pursuant to Art. 10 EU-APrVO 

We were elected as auditors of the consolidated fi-

nancial statements by the Annual General Meeting 

on June 18, 2025. We were engaged by the Audit 

Committee on January 16, 2026. We have been the 

group auditor of the consolidated financial state-

ments of Formycon AG since the 2022 fiscal year, 

including two fiscal years during which the com-

pany continuously met the definition of a public-in-

terest entity within the meaning of Section 316a, 

sentence 2 of the German Commercial Code 

(HGB). 

We declare that the opinions expressed in this au-

ditor’s report are consistent with the additional re-

port to the audit committee pursuant to Article 11 of 

the EU Audit Regulation (long-form audit report). 

In addition to the audit of the financial statements 

for the Company and its controlled entities, we per-

formed the following services, which were not dis-

closed in the consolidated financial statements or 

in the combined management report: 

In addition to the consolidated financial statements, 

we audited the annual financial statements to-

gether with the combined management report of 

Formycon AG, performed a review of interim finan-

cial statements, and conducted the statutory audit 

of a subsidiary. The other services relate to access 

to general market data. 

Other Matters – Use of the Auditor’s  
Report 

Our auditor’s report must always be read together 

with the audited consolidated financial statements 

and the audited combined management report as 

well as the examined ESEF documents. The consol-

idated financial statements and combined manage-

ment report converted to the ESEF format – includ-

ing the versions to be entered in the company reg-

ister – are merely electronic renderings of the au-

dited consolidated financial statements and the au-

dited combined management report and do not 
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take their place. In particular, the ESEF report and 

our assurance opinion contained therein are to be 

used solely together with the examined ESEF docu-

ments made available in electronic form. 

Auditor in Charge 

The German Public Auditor responsible for the en-

gagement is Rainer Rupprecht. 

 Munich, April 21, 2026 

KPMG AG 

Auditing Firm 

Rainer Rupprecht 

Auditor   

Damir Ratkovic 

Auditor 
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