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START SESSION SPEAKER

08:30 Welcome tea and coffee

09:00 hVIVO: A New Model for Early Drug Development ¶¸ŀƳƛƴ ΨaƻΩ YƘŀƴ ό/ƘƛŜŦ 9ȄŜŎǳǘƛǾŜ hŦŦƛŎŜǊΣ Ƙ±L±hύ

09:15 A Purpose-Built, Full-Service Drug Development Partner

¶Katsuhiro Mihara (Head of Consultancy, hVIVO)
¶Melanie Smyth (Senior Director Clinical Operations, hVIVO)
¶Chris Forsdyke (Head of Laboratory Services, hVIVO)
¶Andrew Catchpole (Chief Scientific Officer, hVIVO)

09:40
Infectious Disease Innovation: Emerging Trends and the  
Strategic Value of Human Challenge Trials

¶Mario Barro (Head of Infectious Diseases, RA Capital)

10:00
ILiADŀƴŘ Ƙ±L±hΥ ¢ƘŜ ²ƻǊƭŘΩǎ CƛǊǎǘ tƛǾƻǘŀƭ tƘŀǎŜ  
III RespiratoryHuman Challenge Trial

¶Keith Rubin, M.D. (Founder and CEO, ILiAD Biotechnologies)

10:20
Cidara and hVIVO: A Strategic Full-Service Partnership  
from Early Development Through Phase III

¶Corrina Pavetto(ClinRegConsulting, LLC (formerly withCidara))

10:40 BREAK

Agenda: Session 1
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START SESSION SPEAKER

10:55
Panel Discussion: The Expanding Role of Human Challenge Trials 
in Clinical Development

¶Keith Rubin, M.D. (Founder and CEO, ILiAD Biotechnologies)
¶Corrina Pavetto (ClinReg Consulting, LLC (formerly with Cidara))
¶Diane Gbesemete (Research Fellow, Southampton University Hospital)
¶Mario Barro (Head of Infectious Diseases, RA Capital)
¶Andrew Catchpole (Chief Scientific Officer, hVIVO)

11:35 9ȄǇŀƴŘƛƴƎ Ƙ±L±hΩǎ wŜǎǇƛǊŀǘƻǊȅ /ŀǇŀōƛƭƛǘƛŜǎ .ŜȅƻƴŘ ±ƛǊŀƭ 5ƛǎŜŀǎŜ¶Alex Mann (Senior Director Clinical Science, hVIVO)

11:40 The Evolving UK Respiratory Development Landscape ¶Prof. Richard Russell (Chair BTS, Kings College London)

11:50
An Integrated Model for Early Phase Cardiometabolic Drug  
Development

¶Prof. Thomas Forst (Chief Medical Officer, hVIVO)

12.00
Panel Discussion: The Value of Specialist Partners in Early Drug  
Development

¶Konstantinos Sinogiannis (Senior Category Manager, Boehringer Ingelheim)
¶Rick Pierce (CEO, Decoy Therapeutics)
¶Prof. Thomas Forst (Chief Medical Officer, hVIVO)

12:30 Q & A / Close ¶¸ŀƳƛƴ ΨaƻΩ YƘŀƴ ό/ƘƛŜŦ 9ȄŜŎǳǘƛǾŜ hŦŦƛŎŜǊΣ Ƙ±L±hύ

13.00 LUNCH

13:30 Quarantine Facility and Laboratory Tours

Agenda: Session 2
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A New Model for 
Integrated Early 
Drug Development 
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Capital Markets Day ςKey Message

ΨƘ±L±hhas evolved from a niche HCT provider into a differentiated, 
fully integrated early-ǎǘŀƎŜ ŘǊǳƎ ŘŜǾŜƭƻǇƳŜƴǘ ǇŀǊǘƴŜǊΩ
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The Investment Case, Reset

hVIVO is now a broader and more sustainable business with multiple revenue streams

2025 ςa year of transformation Revenue was impacted by HCT cancellations, but we are emerging stronger

Diversification is delivering End-to-end development capabilities from pre -clinical strategy through Phase II

HCT market disruption is reversing Sector-wide slowdown is unwinding, with three HCTs signed 1H 2026

2026 ςreturn to growth High single-digit growth guided (2H 2026 weighted). Strong pipeline momentum

A stronger investment case Differentiated scientific moat, with a diversified tech -enabled sustainable offering
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Moving Towards a Diversified Revenue Mix

2024 (A), 2025 (A), 2026(F)

81%

7%

0%

12%

2024

45%

36%

6%

13%

2025

35%-40%

35%-40%

c.10%

c.15%

2026



8

Disciplined Capital Allocation to Accelerate Growth and 
Diversification

CRS and Cryostore experience

1. Acquired for compelling valuations

2. Integration completed ahead of schedule

3. Cryostore & CRS on track for 2026 
profitability

Our Capital Allocation Priorities

1. Organic investment -
opportunities/people/capabilities

2. Targeted bolt-on acquisitions

3. Returns to shareholders when appropriate

What We Would Look For in M&A

1. Complementary scientific capabilities 

2. Therapeutic expertise / geographic reach 
expansion

3. Cross-selling potential an essential component

What We Will NOT Do

1. Transformational, balance-sheet-stretching deals

2. Acquisitions outside our scientific expertise

3. Non-adjacent opportunities
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Pathway to Sustainable Growth, Profitability and Cash 
Generation

Metric FY2025 Actual FY2026 Guidance Medium-Term Targets

Revenue Growth ς25.5% (transitional) High single-digit % 10ς15% CAGR

Adjusted EBITDA Margin Low single-digit % TBC 15ς20%

Cash Conversion Investment phase Improving >80% of EBITDA

Book-to-Bill Rebuilding >1.0x >1.2x consistently

Our financial ambition: return to profitable growth, expand margins & generate cash

Key Assumptions:

Continued normalisation of HCT market in 2026ς27  |  CRS reaching profitability in 2026  |  No transformational M&A assumed  |  
Targets are aspirational, medium term with no defined timeline, and do not represent financial guidance beyond 2026
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1  Why the current model underperforms 2  How hVIVO changes the model 3  What this unlocks

Fixing the Bottlenecks in Early Clinical Development

Development is slow & costly

Highest attrition rates
1

80% of trials do not meet 
enrollment timelines

2

Fragmented outsourcing 
model

Faster proof -of-concept

Better go / no -go decisions

Greater capital efficiency

Medicines to patients faster

Integrated Platform

Scientific 
Consulting

Tech-enabled
Integrated Delivery

Phase I &II Owned 
Infrastructure

Faster, lower risk drug development at a significantly reduced cost

1Vision Life Sciences 2McKinsey & Company
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A Purpose-Built, Full-Service Drug Development Partner

Four integrated service lines 

hVIVO Consultancy

o Non-Clinical, Clinical, CMC, PK 

o Data management, Biostats

o Regulatory 

hVIVO Clinical Trials

o Phase I-II CRO Services 

o Phase II-III Site Services 

o Participant Recruitment 

o Phase II ςIII

o Model Development

o HCT Conduct

hVIVO Laboratories

o Standalone Laboratory 
Services

o Biobank & Storage Services

Multiple entry points

Discovery Pre-clinical Phase I Phase II Phase III Post- Marketing 

< Consulting > 

< Laboratory Services >

< Human Challenge Trials>

< Clinical Trials > 

hVIVO Human Challenge Trials
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The Four Service Lines

80+

Challenge Trials

400k+

Participants in database

200+

Beds

$64 bn*

Cardiometabolic market

hVIVO Consulting

Early-stage, strategic development
Lead generator for hVIVO Group
Consulting with operational capability

hVIVO Clinical Trials

Healthy volunteer and patient trials capability
New therapeutic area - respiratory, cardiometabolic
Post-CRS capability uplift

hVIVO Human Challenge Trials

#1 in the world, high barrier to entry
²ƻǊƭŘΩǎ ŦƛǊǎǘ ǊŜǎǇƛǊŀǘƻǊȅ tƘŀǎŜ LLL I/¢ ŎƻƴǘǊŀŎǘ
Vaccines & anti-virals

hVIVO Laboratories

Re-launched as a stand-alone service in 2024
Cryostore integration complete
Automation and new capabilities added

*Cardiometabolic Drugs Market | Global Market Analysis Report - 2035

https://www.futuremarketinsights.com/reports/cardiometabolic-drugs-market
https://www.futuremarketinsights.com/reports/cardiometabolic-drugs-market
https://www.futuremarketinsights.com/reports/cardiometabolic-drugs-market


13

Secondary colours for 
charts & graphics Industry Trends Increasingly Favour Specialist Early 

Clinical Development Partners

Growing Demand for Early Phase CRO Services
Outsourcing continues to increase

ÅPhase I is the most outsourced stage of development 

ÅBiotechsvalue proof-of-concept data (Phase II)

Speed matters

ÅCustomers prioritising faster routes to clinical proof-of-concept

ÅNeed for combo Phase I/II trial capability

Recruitment remains a major bottleneck

Å~55% of Phase I studies experience recruitment challenges

ÅRecruitment capability increasingly influences CRO partner selection

Increasing complexity

Å End-to-end seamless providers sought 

Å Growing demand for integrated clinical, laboratory and scientific expertise

The Business Research Company; Ken Research Analysis; Global Growth Insights
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Introducing  hVIVO

Katsuhiro

Head of Consultancy

Mihara

Melanie

Senior Director, Clinical 

Operations

Smyth

Chris

Forsdyke

Andrew

Chief Scientific Officer

Catchpole

Head of Laboratory Services
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hVIVO Consultancy
Katsuhiro Mihara, Head of Consultancy
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CORE DISCIPLINARY ACTIVITIES Year 1 Year 2 Year 3 Year 4

Strategic Drug Development Consultancy 

CMC and Non -Clinical

Clinical

Regulatory

Translational Research

Phase I (First-in-Human)

Integrated Expertise Across the Early Development Journey
Supporting sponsors from candidate selection to clinical proof -of-concept

Strategy

Ĕ Gap Analysis

Ĕ Development Plan

Ĕ Business Plan

Ĕ Regulatory Roadmap

Ĕ Target Product Profile

CMC and 
Non-Clinical

Ĕ Vendor selection

Ĕ GMP audit

Ĕ Troubleshooting

Clinical

Ĕ Study design

Ĕ Clinical PK

Ĕ Dose Translation

Ĕ Biostatistics

Regulatory

Ĕ Scientific advice

Ĕ Agency Interactions

Ĕ Regulatory writing

Ĕ Submission support

Translational 
Research 

Ĕ Biomarker strategy

Ĕ Bioanalysis

Ĕ Mode of Action

hVIVO Solutions

Early engagement unlocks value across hVIVO's integrated clinical development platform

hVIVO Clinical Trials
hVIVO Laboratory 

Services
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How Consultancy Drives Long-Term Value Creation

Consultancy establishes earlier relationships, supporting progression into Clinical Trials, 
Human Challenge Trials & Laboratory Services

Earlier engagement

ÅEngages sponsors before critical development decisions are 

made

Å Influencesprogrammestrategy, studydesign and regulatory 

planning

Trusted expertise

Å150+ due diligence and gap analysis projects for VC and biopharma

Å500+ PK/PD studies delivered

ÅSupporting FDA/EMAexpedited regulatory pathway (Fast 

Track/PRIME)

Revenue expansion

ÅCreates opportunities across Clinical Trials, Human Challenge 

Trials and Laboratories 

Å Increases customer lifetime value through multi-service engagement

Long-term partnerships

ÅSupportssponsors across multiplestages of development

ÅPositionshVIVO as a strategic development partner
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hVIVO Clinical Trials
Melanie Smyth, Senior Director of Clinical Operations
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Dedicated Highly Specialised Sites

o 4 clinical research units ςUK and Germany

o Phase I ςIII Studies (including FIH)

o 200+ beds

o 98 Site employees across the 4 locations

Screening & Clinic
Whitechapel

Quarantine, Labs, 
Clinical 

Canary Wharf

Biobank London

Biometry | Paris

Consulting 
Leiden

Clinical Research Unit 
Mannheim

Clinical Research Unit 
Berlin - Partner

Clinical Research 
Unit KielConsulting 

Breda
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Uniquely positioned to act as your single -source partner 

End-to-End Clinical Trial Services

Clinical Conduct
In-house Recruitment, Participant  Management, 

Project Management, Laboratory Services

External

Partnerships
Monitoring, 

Pharmacovigilance, and 

Medical Monitoring

Project Setup
Generic Screening

Participant Database

Wholly-owned sites

Documentation & Reporting
Protocol development

Regulatory / Ethics

eSource, eTMF, CTMS

Biometrics
Data Management, Biostatistics, Medical 

Writing
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Combined Database and Systems

UK - learning from Germany

o Introducing GP referral community and 
networking events into the UK

o The sharing of specialised expertise including 
cardiometabolic and renal

370K

37K

Germany - learning from the UK

o Integration of knowledge and learning from FluCamp 
database

o Integration of UK systems with Germany including IT 
systems and Quality Management Systems

64%

36%

Healthy

Patient

62%

38%
Healthy

Patient
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London: Diversifying into Non -Challenge Studies

(Phase II/III)

o Vaccine studies

o Severe asthma

o Eosinophilic asthma

o Older populations

o Large volume 
delivery (800+ 
injectionsin 6 
weeks)

o Longitudinal study 
(5 year)

E.g. Service, Reputation
& Trust

Started 
in Sept 
2024

2026 and beyond

o COPD

o T2DM

o Hypertension

o Asthma

o Obesity

7
contracted 
Studies 
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Germany: Leaders in Phase I/II

Partnership with 
Europe's largest 

university hospital .

114 Studies 
underway & 

completed by 
hVIVO Germany 

since 2020

E.g. Service, Reputation
& Trust

2026 and beyond
o DDI studies 

(drug/drug interaction)

o BE (Bio Equivalence)

o MASLD/MASH 
(progressive fatty liver 
disease)

o Cardiometabolic 
disease

o Hypertension

o Obesity

o Diabetes

o Special Populations

o Phase I & II studies 
combined
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hVIVO Laboratories
Chris Forsdyke, Head of Laboratories
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A Growing Market for Specialist Analytical Services

Positioned for growth in a critical market

hVIVO advantages and 
differentiators:

o BSL-2 and BSL-3 
designed facilities

o Assay development 
expertise

o Integrated clinical and 
laboratory capabilities

o Dedicated scientific 
project management

Market Drivers:

o 9.9%* CAGR
forecast annual 
growth in outsourced 
analytical services 
(2024 - 2033)

o Growing complexity of 
clinical and regulatory 
data requirements

o Demand for faster 
access to high-quality 
decision enabling data

Specialist laboratory 
services supporting 
drug development:

o Virology

o Serology

o Molecular Biology

o Immunology

o Microbiology

o Cell based assays

Supporting sponsors from assay development through clinical 
trial execution and regulatory submission

*Source: Research and Markets Jan 15, 2026 09:25 ET

https://www.globenewswire.com/news-release/2026/01/15/3219654/28124/en/Bioanalytical-Testing-Services-Market-Forecast-to-2033-Key-Opportunities-in-Specialized-Testing-for-Complex-Therapeutics-Driven-by-Increasing-Drug-Development-and-Regulatory-Demand.html
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RT-qPCR

Building Next Generation Analytical Capabilities

Rapid multiplexed 
Molecular testing

NGS & 
Bioinformatics

Droplet 
digital PCR

Whilst expanding our analytical capabilities, we deliver increased 
automation and throughput, whilst reducing clinical sample volumes 

supporting broader therapeutic and customer opportunities


