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Background & Approach | Assessing Europe’s regenerative medicine ecosystem to
identify strategic levers for competitiveness, and patient impact

Regenerative Medicine Technology Definition
v In Scope: Pluripotent & multipotent cell therapies and tissue engineering-like approaches (inc. artificial organs)

gi"

x Out of Scope: Immune-cell based products (e.g., non-iPSC derived CAR-T) and in vivo AAV, research-only use

Regen. Med. : : : International

2 KOL input from >30 Interviews European Review OJJ :
Landscape Ledody /N Benchmarking

S » Partners at leading life-science venture funds v

> - Pipeline + Leaders of international RM organizations

S eDeals . _H_egd_s of large public or philanthropic funding bodies and

'8 «Market trends initiatives (CIRM, CGT Catapult, CCRM)

< . Investments * Industry leaders — CEOs, CSOs, CMOs of RM ) .

k] companies Data-driven systematic 9 selected clusters based

= EEREE + Regulatory architects (FDA — RMAT; EMA — ATMP, HTA) regional analysis + deep  on expert input and pipeline

+ & other key ecosystem players dives review

r
. Goal: Create a strategic roadmap and inform potential future initiatives in the Regenerative Medicine
Strategic Roadmap . : L :
field that aim to catalyze ecosystem-wide improvements (geographic focus Europe)
G

Source: Catenion Analysis, Image of EU statistical regions (NUTS1-3) Eurostat; Datawrapper; Abbreviations: AAV = Adeno-Associated Virus; CAR-T = Chimeric Antigen Receptor T cells; CCRM = Centre for Commercialization of
Regenerative Medicine; CIRM = California Institute for Regenerative Medicine; iPSC = induced pluripotent stem cells; KOL = Key Opinion Leader; NNF = Novo Nordisk Foundation; Regen. Med. = Regenerative Medicine; Reg. = Regulatory
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Consistent scientific and technical progress is supporting a

Regenerative Medicine
Technology Landscape
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differentiated profile for next-generation approaches

= Challenges

I Bottlenecks

mal stem cells dominate the clinical-stage pipeline, in particular in CNS,

uuuuu

omina
I, cardiovascular & Gl disorders
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gY} Risks & Lessons Learned

+ First generation (MSCs) mostly fell short of expectations across different cell
sources (BM, UC, & others)

» There was a lack of MoA understanding

+ Clear translation of scientific leadership into late-stage clinical and
commercial successes has so far not been reached & products have been
rejected or withdrawn for poor data (e.g., Alofisel) or for commercial reasons

+ Limited deal activity by Big Pharma
+ Big Pharma exits from the Regen. Med space (Takeda, Novo Nordisk)
* Limited interest from VCs and low tracking by investors

gY} Opportunities & Future Strategies

v iPSC potential — several biotechs nearing “breakthrough” data read-outs
v Basic scientific research keeps evolving

v' Differentiated cells (ie. terminally differentiated pancreatic islets, kidney
progenitor cells, dopaminergic neural progenitors) > offer clearer MoAs

v Progress in cell engineering, including gene editing technologies

v' Significant presence IN & OUTSIDE rare disease space: going after large unmet
needs indications with disease-modifying potential can translate into strong
business cases and attractive commercial potential

v Improvements in manufacturing (reduced CoGS) & CMC de-risking

Source: Catenion, Abbreviations: BM = Bone Marrow; CoGS = Cost of Goods Sold; CMC = Chemistry, Manufacturing and Controls; ESC = Embryonic Stem Cells; iPSC = induced pluripotent stem cells; MoA = Mechanism of Action; MSCs =
Mesenchymal Stromal Cells; UC = Umbilical Cord; VCs = Venture Capitalists
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Regenerative Medicine  VWWhat it takes to unlock regenerative medicine in Europe - a
Technology Landscape trigger moment

¥ Gartner Hype Cycle of Emerging Technology shows that Hype is relative and timelines are greatly
g variable; 1st gen. product approvals do not always show commercial success and long-term vision is
needed to drive the technologies to 2" gen. clinical and commercial successes

e e Therapeutic _ mRNA vaccine data
Visibil Ity cancer \'\) Rise Hype Depression E.
vaccines
Peak of Hype Safety, delivery,
—~ commercial concerns
Gen[e‘\gt]r any \) Rise Hype Depression Hype Depression
FU Iflllment >20 years Expansion to novel antibody types:
—_— /.\\ bisAb, ADC, nanobodies & other
mAbs [\“'_\’/ Rise Hype Depression Enlight.
Slope of Enlightenment ) (e ) )
RNAI \\:f/ Rise Hype Depression Enlight
. - Smaller hype than some ofthe RYONCIL as positive sign, but Big Pharma
Depression other techs, primarily driven by exits (Takeda, Novo Nordisk) increase
~ iPSC CAR-Ts likelihood of continued depression
Regen. .
Technology Rise Time Medicine ki:/ e e e
. Current position of the Regenerative Medicine field 1970 1975 1980 1985 1990 1995 2000 2005 2010 2015 2020 2025

“Abundance Wave”
@ Getting out of the hype cycle “depression” requires a trigger moment - focus on

- activities increasing trigger likelihood and the technology “abundance wave” will follow P g7
What constitutes a trigger moment - a critical mass of validated products that have: 2°é‘:£g C=»
FL » Transformational TPPs - clinically meaningful outcomes in high-unmet-need indications > _
§: « Commercial viability (value, pricing, margin) and platform potential Pt p, T
 Strategies that enable EU-based scale-up, including CMC, supply and access ) g }
Source: Catenion; Abbreviations: TPP = target product profile
Catenion February, 2026
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European Biocluster
Benchmarking

&

Collecting regional level data across
>6 dimensions and ~30 datapoints
to evaluate a biocluster

For each of the 6 defined dimensions, we identified key
criteria that were quantitatively evaluated to assess

o0
<

Proprietary and public databases were used

Utilized ~20 public and
proprietary tools and
databases

to collect the datapoints across

performance the 6 dimensions
Biocluster score
Hi
Coal /e o "
e G LA Proprietary data Public data sources
o Medicine Score
nance & % gech. *
Policy utput Ak k
Biocluster | Evaluate 4 eUI‘OStat- [a*
BN g Pharma eua ks, s
Infrastructure  /  |nnovation & > actites ~ s = 3 8 @ E:{:::a"
Output ’ R © QE,E.I;L.@?\?L?% Office
v () GlobalData.  CompCat

Public./ % Trial
Patents activities
Regenerative

medicine

‘' Regulatory/

Manufacturing VC funding ./ !

Note: An ideal ecosystem should be
strong on the dimensions highlighted
above

Regional level analysis

Source: Catenion; Image of EU statistical regions (NUTS1-3) Eurostat;

Catenion February, 2026
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A quantitative map of ~1,500 European regions was developed to
score biocluster performance and regenerative medicine activity

@ Geographically mapped and organized
Biocluster and regenerative medicine
activities in ~1500 European regions

Data science & Desk Analysis to map data to European Bioclusters. In

the graph each dot represents 1 region identified during the mapping
(illustrative purposes, all numbers are rounded up)

1500
1300
i g T
Hit
A 75
A
IR LR QT
European Biotech Bioclusters Regenerative Regenerative
regions regions Medicine Medicine
Regions Bioclusters
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% European Biocluster  The data driven approach lets us objectively cross-compare the
Benchmarking nodes of excellence to identify innovation hotspots

The top-ranking European bioclusters distinguish themselves from their peers in terms of technology &
g } innovation output, but no single biocluster has sufficient pipeline depth to deliver a trigger moment in
regenerative medicine

Historical performance ranking based on longitudinally collected data from 2015 to 2025
Top ranking bioclusters*

Amsterdam*
Basel* .
Barcelona Medicon Valley Stockholm " ocluster Score
100 - Paris pe— S ——

B ° Milan* MLI/nICh . ondon 10 20 30 40 50 60 70 80 90 .

90 - @ Berin \ ZuLCh*Brussels*

Madrid
g ° ° O;ford\\\cologne* adn Cambridge ® Stockholm
((f-)) 80 A ' Frankfurt”  Health Valley - Switzerland Dublin ® Medicon Valley
- .. ‘.. PY \ Edinburgh @ PY )
9 70 4 ° vy Heidelberg* Amsterdam Berlin
3 ® [ ] () ® ® Vienna
o 60 - ‘.‘ o London .. o ~
(a8}
p 50 - ' .” ‘ % (] Brussels [} ® °
8 ’. ..~ . PS ® Munich
Paris ( )

Q o .0
9 40 - e @ ® Zurich
S ’ P Barcelona ®
L Basel

30 A

® TOP 20 RM bioclusters
® @ Other ° ®
20 T T T T T T T T T T T T T T T .
20 25 30 35 40 45 50 55 60 65 70 75 80 85 90 95 100
. .. ©
European Regenerative Medicine Score RM

Source: Catenion; Datawrapper; Shown are top 100 European regions (incl. United Kingdom, Switzerland, Norway) for which the European Regenerative Medicine Score was calculated and greater than zero. The European Biocluster Score
and the European Regenerative Medicine Score were each scaled from 1-100 where 100 represents the maximum score achieved within the European-wide analysis. *Each top cluster has been manually reviewed, and geographically close
surrounding regions and metropolitan areas were considered as part of the cluster, the map shows top 30 clusters and names those with score >90;
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European Biocluster
Benchmarking

While basic research is strong, it will take a collective effort to
reach a trigger moment based on clinical activities

tong
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Source: Catenion;
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g } Lessons Learned

*  Overall, the regenerative medicine substrate at the clinical stage is low in each
country (a few programs at most)

e Clusters with high presence of ATMP enablers (CDMOs, CROs, organization) are
CAR-T-centric

+  Translational potential has not yet been fully realized in any of the clusters — the tie-in
of regenerative medicine biotechs to their respective clusters is low

* Atthe European level, we have identified over 20 active Phase 2 programs (and a
few late-stage programs)

* Individual countries appear to be strong when it comes to research in regenerative
medicine

»  Strong support for & recognition of importance of the ATMPs is clearly visible in
the UK & Germany, led by CGT Catapult & Charité’s Berlin Institute for Health

QY} Opportunities & Future Outlook

*  While few companies in Europe are pursuing indications with clearly defined

unmet needs & transformative potentials for the industry, there might be enough
substrate collectively to generate a trigger moment

*  Multiple clusters are strongly positioned when it comes to early research

(examples: Medicon Valley (reNEW), London (CGT Catapult, UCam Stem Cell
Institute, Edinburgh), Berlin (Charité, national strategy), Paris, Brussels, ...)

European Regenerative Medicine Bioclusters | Summary



}1 Key Opinion Leader UK and the Nordics were identified as top-of-mind regions for
W

Insights

?f} Majority of KOLs named the UK (London) and the Nordic
region (Denmark, Sweden) Regenerative Medicine Hubs

Other

79%

UK and Nordics (Sweden,
Copenhagen) are main hubs

readiness a concern for 30-40% of KOLs, and the risk-averse

gﬁf Translational and industrialization gaps dominate — /ate-stage
EU investment environment called out by 67% of KOLs

Preclinical research —— Clinical trials Market access &
; . dev;z) urﬁent - - commercialization
Foundational tech. Product discovery B FiH 5 o Pivo- strategy
discovery & testing signal tal

High-risk capital for RM in early stage
is largely unavailable even in places High and uncertain cost-of-goods, affecting budgets, clinical
like San Francisco and Boston trial costs and eventual reimbursement. Kaneko calls COGS
Funding post-seed is the biggest “the biggest hurdle we need to overcome.”
restriction - Later stage trials
82% - Manufacturing scale-up
- Robust CMC
- Shortage of GMP capacity and workforce

45%

27% 27% 27%
18% 18%

PreC/IND Package CMC /GMP early Early Clinical trials  CMC scale-up /late  Ph3 Clinical | trials Regulatory Reimbursement it Investment

Source: Catenion; Abbreviations: CoGS = Cost of Goods Sold; KOL = Key Opinion Leader;

Catenion February, 2026

regenerative medicine innovation by key opinion leaders

UK and Nordic region were most frequently mentioned
when it comes to top bioclusters for regen. med. in Europe

All KOLs agreed that a trigger moment would be a
gamechanger, and BlueRock (Parkinson’s drug candidate)
was the most frequently mentioned; however, they usually
struggle to name several

Clear endpoint, clear unmet needs and clear business
cases were highlighted as key areas where Regen. Med.
projects fail, and KOLs call for any public funding to employ
professional project assessments that centre on commercial
drug-development realities vs basic research questions

Most KOLs mentioned the lack of funding (late stage and
translational) as a key issue — investors are reluctant to
assess those types of projects due to:

1. Not well established manufacturing and high CoGS
often associated (especially for autologous products)

2. Concern about the corresponding business case

Single place providing an end-to-end support (inc.
manufacturing, regulatory support (knowing what to do and
having the right contacts) and initial commercial viability
assessment could go a long way

European Regenerative Medicine Bioclusters | Summary



(77, Internationai Biocluster - Understanding the European biocluster in the context of global
N Benchmarking re . d . L d l d l
generative medicine activities and leading clusters

Clusters were chosen for distinct lessons: Boston & Bay Area (innovation benchmarks), Kyoto-Kansai
g (iPSC science + regulation), Singapore & Melbourne (policy incentives), Toronto (manufacturing
infrastructure) and Beijing (rapid clinical translation of cell therapies)

11%,

et (SanjFrancisco A B°s‘°" Bei'in
= ———— o gémm v o 4% Yo"
R — o EE 12% 25% 29 T SR
” = & % : i 10%7% : i %
Cluster = . " S -
Cll:ls.t.er Strengths& S AR 4% “
Building Weaknesses
T s b i e o e
i g | I ] 33%
e A 3
: Public & Policy& “-° ° o
i Private Government -~ = =TT
Investment Initiatives & .
I msc iPSC ESC PSC (undefined) TEP Other
- Regenerative Cluster

Success
Factors

= Medicine
- _ Activities

Source: Catenion Analysis, Global map — Datawrapper; Abbreviation: ESC = Embryonic Stem Cells; iPSC = induced Pluripotent Stem Cells; MSC = Mesenchymal Stromal Cells; Other = Other / miscellaneous cell sources; PSC = Pluripotent
Stem Cells; TEP = Tissue-Engineered Products; // Donut charts — Pipeline by technology, includes programs from preclinical to marketed; single technology program counted from each company (regardless of number of pursued indications)
Dec 2025.
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(77 International Biocluster - European clusters still have a lot to do when it comes to
/N~ Benchmarking catching up with San Francisco and Boston

é} Boston and San Francisco set the pace for regenerative medicine and biotech innovation due to their
high risk-appetite, strong funding activity, and leading entrepreneurial environment

Status quo ranking based on current cluster performance — 2025 data

100

E’ Legend:
90 1 2 Boston
5 3 Ex-Europe
80 - 2 @ Europe
@ 70 1S .
3 S San Francisco No. of Regen Med
»w 60779 LOXBRIDGE tech programs in
= S N\ the pipeline:
% 50 4. Beiji-ng-~--‘ .............................................................................................
% 40 - Toronto\ 20
o :
m 30 - Kansai
Medicon VaIIey‘
20 1 »  Singapore :
10 - Stockholm 9
0 Top-scoring Regen Med bioclusters

0 10 20 30 40 50 60 70 80 90 100

Regenerative Medicine Score RM

Source: Catenion, Note: a similar approaches was taken to cross compare with SF and Boston. However, given that the granularity of data was not the same (Europe = regional level data) vs other geographies, not all the scores could be
incorporated (e.g., patents)
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(77, International Biocluster - Risk capital, licensing & deal activity are the biggest driver of
N Benchmarking b h . d . h 1 l
gaps between the regenerative medicine technology clusters

gﬁf Boston & San Francisco lead in Regen. Med., with competition from Osaka-Kyoto on the pipeline size
& LOXBRIDGE matching the research output

Relative Cluster Performance in Regenerative Medicine on Key Metrics (low to high)

Biotech - e Beiing. . Toronto o @ Stockholm Boston San Fran
Companies | Medicon Valley LOXBRIDGE Singapore Kansai
e o Singapore ~ OLOXBRIDGE ©Kansai  SanFran®
VC Funding | ‘\ ~_—Singapore L ansai an Fran Boston
Beijing Stockholm Toronto
- LOXBRIDGE Stockholm ! | | | | | | | | " San Fran
A .T.”al . ® oo Kansal Toronto Beijing
Ctivity Singapore Medicon Valley Boston
Research Medicon Valley Toronto _ Kansai Boston
Output | o e ~Beijing
Stockholm Singapore San Fran LOXBRIDGE
0 1 2 3 4 5 6 7 8 9 10

Ex-Europe @ Europe

*Defined more broadly as any cell therapy trials within the region in the past 10 years; Source: Catenion analysis; Displayed is a non-exhaustive list of scores based on the 2025 status quo regenerative medicine pipeline, all scores are
normalized within this dataset of clusters and are relative. Financial data from databases: GlobalData & Dealroom. Research Output considers number of unique PMIDs for regenerative medicine related publications (as defined by Catenion)
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Insights findings - manufacturing/CoGS remains key concern

| }1 Key Opinion Leader KOL sentiments are broadly aligned with the global biocluster
W

?f} Boston and San Francisco are the gold-standard A-list cluster
for biotechnology and regenerative medicine specifically

KOLs outside of EU
struggle to name a

clear frontrunner
67%

Boston San Francisco Europe

Top academic institutions
producing talent & IP
(UCSF, Stanford, Harvard,
Toronto, Kyoto, etc.)

Success
Risk-tolerant public or Factors
philanthropic funders
(CIRM, NNF/ReNew,
CCRM'’s funding mix)

Australia Victoria; China emerging
with notable investments in cell
tech; North America broadly;

Japan (Tokyo or
Kyoto-Kansai)

Co-located GMP and
clinical infrastructure
(hospital-adjacent GMP,

Alpha Clinics, CCRM/Omnia
Bio manufacturing)

Local VC and corporate
presence willing to take
early risk (strong in Boston

and San Fran almost

exclusively)

Field sentiment: “investment trough” driven by mis-priced
timelines and underappreciated development work; near-term
progress requires patient capital and better de-risking to PoC

Main bottleneck is industrialization: High/uncertain COGS,
scalable manufacturing, fit-for-purpose release/
characterization assays, and GMP capacity/workforce
dominate KOL concerns

Indication strategy must reflect manufacturability

Clinical integration is a differentiator (e.g., Alpha Clinics-style)

RM needs dedicated ecosystem infrastructure:

* Maijority view: RM cannot “just ride” generic biotech
enablers; needs specialized GMP (incl. iPSC banks),
comparability frameworks, and end-to-end cluster
organizations (CIRM/CCRM-style)

Regulatory is helpful but inconsistent and fragmented

Lessons from failures: Not one “fatal scientific flaw,” but
repeated execution issues: over-promising, underestimating
CMC, and weak business cases due to expensive
manufacturing and small target patient populations

Source: Catenion; KOL interviews; Abbreviations: CCRM = Centre for Commercialization of Regenerative Medicine; CIRM = California Institute for Regenerative Medicine; CMC = Chemistry, Manufacturing and Controls; COGS = Cost of
Goods Sold; iPSC = induced Pluripotent Stem Cells; GMP = Good Manufacturing Practice; KOL = Key Opinion Leader; RM = Regenerative Medicine; PoC = Proof of Concept

Catenion

February, 2026
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Strategic Roadmap

.
uila

Choose hubs that
accelerate

» Select clusters with critical
mass of private pharma players
and clear longitudinal public
sector support

* Within the cluster, support
cluster player integration

* Integrate on every scale — at the
level of cluster and at the level of
organizations create a microcosm

with integrated top science,
entrepreneurship, BD, IP and
strategic drug development
thinking

S

Invest & streamline to
attract private sector

Balance private and public
spending
* In Regen. Med. given the

technology complexity, long
horizon planning remains a
necessity therefore
public/philanthropic investors
funding may be critical until
clinical stage and in some
cases PoC studies

Pave the path with regulators &
payors

Attract private spending by
embedding strategic and
business development thinking
from idea inception

Infrastructure helps,
efficiency wins

* Provide specific CMC expertise

and ways for companies to lower
COGS
* RM field is especially
vulnerable to high COGS.
Avoid companies having to
build-out and optimize their
own supply chain

» Platform-level advances in

manufacturing are required

* One-stop shop

* Need for integrated, end-to-
end development platforms
spanning GMP, regulation and
communication/alignment with
EU regulatory branches, HTA,
BD etc.

From the quantitative assessment of European and global
biocluster four key pillars emerge that support biocluster success

GH

Strategy transforms ideas
to impact

Field needs a trigger moment and
for that strategic guidance on
what problems to solve is critical
» A pipeline of high-quality
academic research oriented
in addressing unmet needs
* To take research over the
finish line, investors are more
likely to pick projects that
have a clear value
proposition and de-risking
strategy
» Leveraging specific hypes
can also attract investors
(e.g., a hyped field (longevity/
ageing, healthspan) & names
of renown (Church, Langer))

Source: Catenion; Abbreviations: BD = Business Development; CMC = Chemistry, Manufacturing and Controls; COGS = Cost of Goods Sold; GMP = Good Manufacturing Practice; HTA = Health Technology Assessment; IP = Intellectual

Property; PoC = Proof of Concept

Catenion

February, 2026
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S Converting strategic priorities to tangible actions- prioritized
gic Roadmap _ > :
11 out of 28 identified actions

é} Each strategic pillar comes with a set of high-priority activities that can increase the likelihood of a
trigger moment occurring in Regenerative Medicine space and driving the EU ecosystem forward

% Choose hubs that 5 Invest & strea_lmline A InfrastrL!cfcure @ﬁ Strategy
accelerate IS to attract private s helps, e_ff|C|ency transfc?rms ideas
sector wins to impact
» Dialogue for deals * Push pipeline to trigger * Promote BiC manufacturing » Disease mapping
« Dynamic innovation models moment expertise * Pipeline evaluation panel
* Increase capital flow » Convert research into RM * Shape next-gen

pipeline manufacturing technologies
& processes
» Clinical infrastructure &
readiness
* One-stop-shop

Disclaimer: Presented here is a non-exhaustive list of evaluated activities, additional efforts e.g., orphan and ultra-rare disease initiatives, remain important for the ecosystem and societal impact

Source: Catenion; Abbreviations: BiC = Best in Class; RM = Regenerative Medicine
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Strateqi Target Bottlenecks to catalyze trigger moments for a self-
ategic Roadmap o i o
sustaining regenerative medicine ecosystem

Pillar Activity Description TRL

Enable structured dialogue between innovators, investors, and industry to improve deal-flow and accelerate capital influx in

Dialogue for deals . . n/a
regenerative medicine
) . . Accelerate academia-to-startup translation by embedding entrepreneurial and translational thinking into academic research
ukls Dynamic Innovation models . . 2-4
pathways and spin-out formation
. Address structural constraints on European risk capital by advocating for policy, regulatory, and investment mechanisms
Increase capital flow . : . n/a
that improve access to growth financing
Push pipeline to trigger ~ Support regenerative medicine companies through the critical clinical inflection point: achieving proof-of-concept that 5.7
[®Q moment unlocks scale-up, partnerships, and follow-on investment
Startup maturation Support early-stage companies helping them build trigger-moment worthy development plans and business cases 3-5
Promote BiC manufacturing Strengthen cIlIJs.ter manufacturlng.credlbllllty by supporting developers through critical process, scale-up, and quality hurdles n/a
required for clinical and commercial readiness
-~ Shape next-gen mfg Advance next-generation manufacturing, including scalable cell processing, iPSC differentiation platforms, and predictive 5.7
ol technologies CQA, release, and comparability frameworks
NS
Clinical infrastructure Build a coordinated network of regenerative medicine clinical trial sites aligned with strategic disease priorities, n/a
readiness strengthening capabilities and infrastructure where gaps exist
One-stop shop for key Provide coordinated, expert guidance at key development transition points to support robust, timely, and investable n/a
transition decisions decision-making across the pipeline
Disease maboin Provide strategic guidance to the RM field by defining therapeutic areas and high unmet need indications where n/a
gg ppINg transformative RM TPPs can deliver clinically meaningful patient improvements with feasible business cases
Pipeline panel Ensure disciplined capital allocation through an independent, cross-disciplinary panel that grounds investment decisions in n/a

clinical feasibility, manufacturing readiness, and commercial reality

Source: Catenion;
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Strategic Roadmap

Convert EU RM pipeline into PoC-level assets that have

a trigger moment potential

é} For each of the key ecosystem driving activities, an assessment of the needed effort helps to tangibly
root what it takes to drive this ecosystem

Assumptions Pipeline To Trigger Moment | Convert EU RM pipeline into PoC-
level assets that have trigger moment potential

Key Assumptions -2

Topic Assumption

Ph1 > Ph2 53%
2

PTSR Ph2 > Ph3 26%
Likelihood to PoC  Ph1 = PoC 13.8%
2 Ph2 = PoC 26%

USD 300,000
No variation between Ph1 and Ph2, requires

Per patient cost " 3 >
long follow-up even in Ph1, CRO, site, hospital

13

(CRO) costs do not meaningfully differ between Ph1,
Ph2
USD 20k (base case) to 500k (high-

Manufacturing end case)

cost 3 Substantially varies due to product and
manufacturing process

Internal trial o

overhead cost '? 25%

. " Ph1 =20
124
Trial subjects Ph2 = 60

Limitations

o Catenion did not assume BTD or any other incentives

o Catenion utilized industry average PTSR for putative programs, but
included cell therapy and gene-modified cell therapy technologies
only. Note that different indications will have different PTSR

on analysis; 2) Eval arma
5, Abbreviations: RA= Risk-adjusted; PTSR =

nsition success rate

Catenion CONFIDENTIAL Jan 27, 2026

Calculated RA Cost of Reaching PoC
Base case costs range

Phase Phase 1 Phase 2
Per patient cost 400k 400k
Number of trial subjects 20 60

Number of programs needed for
1 successful PoC

RA cost to PoC 58 mn 92 mn
Total RA R&D cost to PoC US$ 150 mn = €128

7.2 3.8

High-end case costs range

Phase Phase 1 Phase 2
Per patient cost 1mn 1mn
Number of trial subjects 20 60
Number of programs needed for 1

7.2 3.8
successful PoC
RA cost to PoC 145 mn 231 mn

Total RA R&D cost to PoC US$ 375 mn = €320

Average assumed cost to PoC is US$ 260 mn = €220

d January 9, teshnology inclusion terms ‘Gell Therapy' and ‘Gene-modified cell therapy'. all indications and only new molecular entities were included 3) KOL Interviews; 4) Kirkel

EU RM Bioclusters | Roadmap

by

5 Invest & streamline to
(> attract private sector

Push Pipeline to trigger moment

Activity: supporting/enabling the
current pipeline through critical
clinical R&D hurdles

~N

J

Goal: 2-3 drug-candidates that have
reached proof of concept and at
least one has a BTD / PRIME /
SAKIGAKE designation

\

Y4

§ Risk-adjusted investment needed:
EUR 660 mn

J
S\

Source: Catenion; Abbreviations: BTD= Breakthrough designation; PRIME = Priority Medicines designation; SAKIGAKE = a breakthrough-like designation by the Pharmaceuticals and Medical Devices Agency of Japan;

Catenion
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Strateqi Coordinated Highest Priority Pan-European and Cluster-Level
gic Roadmap o ] o
Activities to Accelerate Regenerative Medicine Excellence

Time Horizon Short-term (<3 years) Mid-term (3-5 years) Long-term (5+ years)

Articulated strategic
guidance to drive the
field toward a trigger
moment

Disease Mapping
Pipeline Evaluation Panel

Pan-European Push Pipeline to trigger moment

Meeting breakthrough
ideas where they

Startup maturation
emerge

Connected clusters Clinical infrastructure & readiness
through shared trials,

data, mfg. platforms

and reg. alignment Shape next-gen manufacturing & processes

Dialogue for Deals
Cluster-based

Hubs with innovation, Dynamic Innovation Models
crucial mass and
manufacturing depth Increase private sector capital flow

creating know-how of
maturing ideas into
globally competitive
biotech

Promote BiC manufacturing expertise

One-stop-shop for key transition decisions

Source: Catenion; Abbreviations: BiC = Best in class; RM = Regenerative medicine;
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Takeaway | The Regenerative medicine field requires a trigger moment to exit the
depression phase - for this focus, scale and concerted effort will be key

§¥} Europe’s regenerative medicine research base is strong, but impact is constrained by fragmented
innovation efforts that are not focused on the specific hurdles of regenerative medicine modalities

"% L

Building a pipeline that delivers trigger moments, excites investors and
big pharma is critical - requires bioclusters to concentrate and aid high-
quality science translation that is anchored in HIGH unmet need and HIGH

X%

commercial potential

77 Collaboration must be synergistic > partnerships should reinforce focus,
i} accelerate execution, and close capability gaps

Catching up to global leaders requires Europe to improve how clusters
perform - Europe lags behind global peers in both regenerative medicine
execution and biocluster productivity

Dilution is the primary risk > spreading capital, infrastructure, and attention
too thinly delays progress and prevents any program from reaching
investment-ready proof-of-concept

Source: Catenion; Abbreviations: ATMP — Advanced Therapy Medicinal Product

Catenion

February, 2026

EU policy and national
momentum create a
window of opportunity

EU-level competitiveness agendas
(Biotech act, Draghi report, Horizon
Europe calls) and national ATMP
strategies signal readiness to invest
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Contact

Berlin Headquarters

Lietzenburger Str. 77
10719 Berlin
Germany

phone : +49 30 20 63 33 56
email: berlin@catenion.com

Catenion

Boston Headquarters USA  London (satellite office) Tokyo (satellite office)
90 Canal St., 4th Floor 180 Piccadilly Otemachi 1st Square East Tower
Boston, MA 02114 London W1J 9HF 1-5-1 Otemachi, Chiyoda-ku
United States United Kingdom Tokyo 100-0004

Japan
phone: +1 617 459 2269 phone: +44 207 917 9511 phone: +81 (3) 52 19 1200
email: boston@catenion.com email: london@catenion.com email: tokyo@catenion.com

www.catenion.com
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Catenion is a science-driven strategy consultancy with a proven
track record of creating value for biomedical clients and patients

Largest team
exclusively focused
on Biopharma R&D

Objectivity and
independent thought

Assessed >1,500
projects often in
collaboration
with project teams

Catenion

Helped develop
numerous marketed
drugs and medical
devices

Business

Science & Drug
Technology Development

Value creation through
portfolio strategy
and optimization

Trusted partners of top
executives in Europe,
the US and Japan
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