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Ambition:

To develop a
dedicated
pregnancy-infant
platform for adaptive
trials and
observational
studies that improve
pandemic readiness,
enables evaluation of
novel diagnostics,
vaccines, and
therapeutics, and
delivers well-
powered, policy-
informing clinical
evidence

Pregnancy and Infant
PrEparedness
PLatform IN Europe

» PIPELINE

PIPELINE EU funding: HORIZON-HLTH-
2024-DISEASE-03-11-two-stage: Pandemic
preparedness and response: Adaptive

platform trials for pandemic preparedness

Dates: Jan 2025 - Dec 2028 (48 months)

Coordinator: Penta Foundation
(Fondazione Penta ETS)




"PIPELINE “warm base” site network
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* Network of maternity and infant research sites
* Research & capacity building activities
* To keep sites "warm” & study-ready in case of an epidemic
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Two parallel RSV prevention trials referred to as “PIPELINE-RSV trial”

PIPELINE ~
PIPELINE-RSV International PIPELINE-RSV France e
Funding: European Union - HORIZON-HLTH-2024 Funding: ANRS ReCH-MIE / DGOS (French MoH)
Coordinator: Penta Foundation Coordinator: Centre Hospitalier Annecy Genevois
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Shared: Safety oversight, Data management, Statistics, Economics, Trial oversight committees
Aligned: Protocols, Scientific leadership team and Meetings
Different: Labs for RSV testing; Immunology sub-studies; Social Science sub-studies

Total 2500 mother-infant pairs
e 1500 PIPELINE-International
e 1000 PIPELINE-France
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PIPELINE-RSV trial \ PIPELINE f{,

PIPELINE RSV

Pregnant women, singleton pregnancy,

> 24 & < 37 weeks gestational age
¥

Randomisation
between country-level pre-selected
prevention options (equal allocations)

Year-round MV + 4m mAb:
Maternal vaccine + infant mAb
given at 4 months of age

Year-round MV:
Maternal vaccine

Primary endpoint: confirmed symptomatic RSV infection by 12 months of age

Primary objectives Main secondary objective
To determine if year-round combined approach provides To rank year-round MV & seasonal mAb and
better protection against symptomatic RSV compared to estimate the difference in efficacy between them

* seasonal infant mAb
e year-round MV
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PIPELINE-RSV trial: randomised comparisons by country

1 Pregnant women,
singleton pregnancy
=232 &<37w GA

|

Randomise
1:1

MV +4m
mADb

Netherlands
France

= i

2 Pregnant women, 3 Pregnant women, 4 Pregnant women,
singleton pregnancy singleton preghancy singleton pregnancy
=28 & <37w GA =28 & <37w GA =232 & <37w GA
Randomise Randomise Randomise
1:1 1:1:1 1:1
MV +4m MV +4m
UK Belgium Switzerland
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PIPELINE EU Platform: expected results and potential impact

Evidence on most effective, acceptable First European platform for adaptive trials and
and cost-effective approach to observational studies in pregnancy/ infants
preventing RSV in infants to inform Ready-to-act network of clinical sites
policies and guidelines Resource & support for external consortia

¥ ¥

Reduce RSV morbidity and Improved European health

emergency preparedness

mortality
In infants in Europe




What slowed us down?

Regulatory & ethics Contracts
approvals (EU CTIS)

Database & g Multi-partner
participatory systems | coordination
oading...
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Institutional approvals & . .
Recruitment readiness

start-up




What slowed us down & how can we speed up? N,

Trial Activity

Regulatory & ethics
approvals (EU CTIS)

Database & participatory
systems

Contracts

Multi-partner coordination

Institutional approvals &
start-up

Recruitment readiness
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Challenges & Lessons Learned loading...

[ []] [BEEE
Combined process (Regulatory + Ethics; central Part | + national Part Il) works well
(2—=>3 months) 2 Accelerated pathways for pandemics (FAST-EU, ACT-EU) piloted

Large delay due to building from scratch & incorporating participatory system in
the database > Developed database and forms will speed up future trials

Very variable (1Tm UK ->12m Netherlands)
- Use of national contract templates

Time-intensive alignment across partners on protocols, safety processes, and
substudies; consensus-building is a major bottleneck
- Small decision-making team, streamlined governance

Highly variable timelines (immediate to ~2-3 months; some still pending)
- Include internal timelines in feasibility assessment

Very variable; dependent on trial experience, staff capacity and leadership
- Include sites with track record; more detailed feasibility assessments; training
& upskilling
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Sustaining PIPELINE: next steps ® Y
* Set priorities: Identify key questions and secure funding - “ X
*  Global representation: Include pregnant women and infants in WHO ®

Collaborative Open Research Consortium (CORCs)
* Coordinate, don’t duplicate: Align with existing platforms
» Strengthen readiness: Clarify roles across networks

* Pre-position tools: Pre-approved protocols and data systems adapted to
studies in pregnant women and infants

* Share resource and support externally: Exploit infrastructure, support
external collaborators

(&
» PIPELINE A\,




Acknowledgements

 Ali Judd
* Svenja Peters
{3 * Debbie Ford
3 * Tristan Delory
e * Paul Heath
‘J,.Q e Simon Drysdale

‘ } @ * Pierre Frange
 Carlo Giaquinto

—~ & all in the PIPELINE team




Funded by

- the European Union

g
11

- Penta

Wk Child Health Research

! L

DIPELiINE
THANK YOU!

The PIPELINE project (101155825) is funded by the European Union. Views and opinions expressed are however those of the author(s) only and
do not necessarily reflect those of the European Union or the European Health and Digital Executive Agency. Neither the European Union not the

granting authority can be held responsible for them.
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