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Our Background

@® Founded inearly 2020 in response to the
pandemic

2 www.ldaysooner.org ©1Day Sooner 2026


http://1daysooner.org

Thousands of people want to be exposed to
Covid-19 for science

Our Background

Britain Infected Volunteers With the
Coronavirus. Why Won't the U.S.?

Founded in early 2020 in response to the 3 Controversial ‘human challenge' trials for COVID-
. .= 19 vaccines gain support
pandemic

Volunteers line up, and labs set to work on viral strains for controlled infections

Grassroots effort for people who WANTED
to be in Covid-19 human challenge studies

S’infecter délibérément pour la
science

These volunteers want to be

infected with disease to aid
nature research — will their altruism help?

The,.
The volunteers lining up for Covid-19
challenge trials

Non-profit organisation 1Day Sooner has attracted over 38,500
willing participants

The Atlantic
Let Volunteers Take the COVID
Challenge
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@The Washington Post

I had the coronavirus dripped into my
nose. On purpose. For science.
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Our Background

Founded in early 2020 in response to the ’\
pandemic T

Grassroots effort for people who WANTED w
to be in Covid-19 human challenge studies )

Over 40’000 people signed up with 1Day -
across the world

Country
United States
Brazil

United Kingdom

Canada

India
Austraiia
Germany
Spain
Belgium

. Netherlands
Norway

France

3 Italy

Ireland

. South Africa

Total registrations -
20,041
9,482
4878
2,399
1483
624
454
382
381
309
204
234
214
209
209
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Our Background

@® Founded in early 2020 in response to the
pandemic

® Grassroots effort for people who WANTED
to be in Covid-19 human challenge studies

@® Over 40°000 people signed up with 1Day
across the world

Our perspective

Representing people who want to participate means we
generally start from a presumption in favour of enabling
participation.
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About the Cooperative
Participant Organization

TDay Sooner envisions challenge trial participation becoming as
universally recognized and valued as blood and organ donation.

+ We organize volunteers who are in studies and people who . CO O P E RAT I V E
want to be in studies and reach out to participants in trials P g RT I C I P E N T
We strongly believe in the autonomy and agency of informed, . O RGA N I ZAT I O N
consenting adult volunteers

* We engage in advocacy with regulators, lawmakers, and other
stakeholders globally.

« We assist in communications and outreach to elevate the

voices of research participants in public discourse

» We provide a platform to advocate and take part in
discussions that affect them



1. There ia an issue with Healthy volunteer
representation

Healthy volunteers are stakeholders in
research

Patient communities often have
established representation - healthy
volunteers do not

Research participants are often one-shot
actors in a system of repeat institutional
players

Participants are important, but usually stand alone
in the research system.

Sponsor Investigator REC / Ethics Regulator
I Committee

A

Participant
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1. There ia an issue with Healthy volunteer

representation

@® Healthy volunteers are stakeholders in
research

@® Patient communities often have
established representation - healthy
volunteers do not

@® Research participants are often one-shot
actors in a system of repeat institutional
players

@® Persistent councils and advisory boards
for trials can fix that

A Participant Council / CPO provides an independent,
collective participant voice.

28— @

: REC / Ethics
Sponsor Investigator Corimitios Regulator

N SN
AR

Participant Council / CPO

!

Current and prospective participants
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2. Engage participants while decisions can still change...

}&g Participant engagement

Q =] &R Q =

Idea Design Ethics Recruitment Trial

® Engagement should start before the protocol is fixed
@® Ask prospective participants about risks, burdens, procedures and practical constraints
® Engagement after all major decisions are made risks becoming consultation rather than influence

Volunteering for Infection: Participant Perspectives it LANCET

o . . Gastroenterology & Hepatology
On a Hepatltls C Vlrus Contr011ed Human InfeCtlon CORRESPONDENCE - Volume 8, Issue 11, P967-969, November 2023
Model

Joint statement in support of hepatitis C human challenge studies
Jake D Eberts . Paul Zimmer-Harwood @2 James W B Elsey B Alastair Fraser-Urquhart 1 Harvey J Alter? - Eleanor Barnes® - Mia J Biondi © - Andrea L Cox ¢ - Jake D Eberts ® & - Jordan J Feld f - T Jake Liang® -
Thomas Smiley

Josh Morrison " - Charles M Rice "/ - Naglaa H Shoukry ¥ - David L Thomas ¢ - Jennifer Van Gennip' - Charles Weijer™ -
on behalf of other signatories T Show less
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2. ...And close the loop

Ask for input, listen throughout, act on it where possible, and show what happened.

2. Listen )
1. Ask Capture perspectives before, during and after the study 3. Change 4. Explain
. Adapt the protocol, Communicate what
Invite and gather e
ticipant input procedures_or communication changed and why
par where possible (or why not)

6. Ask again @ % (C&o\
Continue the -_ qﬂ)
convoration b Before During After @

future studies ) s g
Expectations, Lived experience, Reflection, overall
concerns, priorities burden, wellbeing value and impact l

N
R~
= G

5. Share results
Return study findings in a clear and accessible way

A
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3. Ask about trade-offs instead of “acceptability”

1

A Risk - r A Scientific value

E Quality of the model
% Burden i > R T IZ[[I and data
— " S — i
R — —— ] i
: : i‘ : i- Benefit to future
@ Time commitment (0& BopuLations

Which burdens are acceptable?

S : What level of risk is acceptable for meaningful scientific gain?
Participant input ) s
How do preferences vary (e.g. compensation, treatment timing, study procedures)?

What information is needed to make an informed decision?

® “Would you participate?” is not as informative as it could be
® Instead, ask what participants value enough to justify additional burden.
O Reducing risks at a high cost to scientific value may reduce attractiveness

@® Scientific value, burden, risk and compensation are trade-offs - participants should help inform them
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3. Ask about trade-offs instead of “acceptability”

mm Very important
B |mportant
A little important

Not important i

Contributing to scienc
Contributing to developing countrie
Financial compensatioi

Interest
Curiosity

Personal experienc &

B P © & ESIR

Hoogerwerf et al. 2020 %

Motivations to participate (Total sample)

Help others / save lives

Contribute to progress of medicine

Receive financial reimbursement

Find out about own health

Would like to be part of a clinical trial

Curious to learn about hepatitis C

Likely to be infected anyway

Eberts et al. 2023

10 15 2.0 2.5 3.0 35
Mean importance (1-5) with 95% CI

4.0 45

@® Purpose & Impact are key motivations -> but unlike financial compensation this is hard to assess

5.0

O Inform about the bigger picture goal that a study has and where reasonable include the possible

impact

12
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4. Participant engagement # recruitment

@® The purpose of engagement is influence - not persuasion
® Independence matters

O Engagement works best when participants are not dependent on the study team for their voice (this

is an opinion)
@® Better participant recruitment may be a consequence - but participant matching is the goal

@® Medical progress depends on people agreeing to participate in research
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5. Why do this?

@® Human evidence generation is the key bottleneck in medical progress

FDA tightens
100 regulation
post-thalidomide

' . FDA clears backlog
following PDUFA
regulations plus small
bolus of HIV drugs

—
o

1 IR T L e T o g

First wave of
) biotechnology-
Eroom'’s Law - Science 2012 derived therapies

Number of drugs per billion US$ R&D spending*

e
-

1950 1960 1970 1980 1990 2000 20l10
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5. Why do this?

® Human evidence generation is the key bottleneck
O Participant engagement should be infrastructure, not ad hoc extra
O Build repeatable systems that can be reused across studies and institutions
O Learn systematically, as a field, what makes participation acceptable and worthwhile

@® Make research participation trusted and normal
O Participation should be seen as legitimate way to contribute to medical progress - not a fringe
activity
O Good experiences and trustworthy institutions make continued participation socially sustainable

@® Our theory of change: Over time, a stronger participant ecosystem should mean
O Less friction, more predictability
O Easier, faster, cheaper and ultimately more trials
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Capture and act on
participant perspectives

16

e — 02 — @) — (2= — 4 — &8 — &

Meaningful
participant
engagement

across studies.

More ethical
and participant-
centred research

Better designs,
clearer information,
and approaches that
respect participant
perspectives.

Greater trust
and normalisation

Positive experiences
make participation
trusted and seenas a
legitimate way to
contribute.

Stronger
participant
ecosystem

A growing, informed
and diverse community
of people who are
willing and able
to participate.

A virtuous cycle

Trials easier
to run

Less friction in set-up,
more predictable
recruitment and

retention, and
lower costs.

Faster
medical progress

More effective
interventions reach
the people who
need them sooner.

More human
evidence

Faster, cheaper
and higher-quality
trials generate more
human evidence.

Sustained participation keeps human evidence
generation possible and increasingly accepted.

Thank youl!
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