Participant Council Meeting DAY
April 30, 2026
11:30-13:30 EST | 17:30-19:30 CET

SOONER

Focus Session Notes: Global Ethics Charter for the
Protection of Healthy Volunteers in Clinical Trials

Context:

The Global Ethics Charter for the Protection of Healthy Volunteers in Clinical Trials, published
by VolREthics in June 2024, sets out 15 rights intended to better protect healthy volunteers

from harm and exploitation. Since its publication, the Charter has been endorsed or supported
by a growing number of national and international academics, researchers, and governing
bodies. While it offers important guidance, many of its principles raise practical questions
about implementation. VolREthics welcomes input from 1Day Sooner’s Council on these
questions and is committed to sharing any practical guidance arising from our meeting
alongside the Charter.

Focus Session 1: Overall Feedback on the Charter

Most Council members found the Charter’s level of protection balanced (69%), while 23%
found it too protective and 8% said their view depended on the article. These figures are
based on a pre-meeting survey completed by 13 of 18 Council members.

Council Perspectives on the Charter Overall:

e Broad support for the Charter's core aim of protecting healthy volunteers from harm
and exploitation.

e Some members described the Charter as balanced and said it raised important issues
they had not previously considered.

e Others felt the Charter risked being overly protective, particularly if added regulation
or stricter protections were to discourage participation or make ethically run challenge
trials harder to conduct.

e Recruitment and informed consent were highlighted as especially important, with
emphasis on giving participants clear, understandable information about what a trial
involves, what happens during participation, and what may happen afterward.

e Several members stressed that adults should be able to decide for themselves whether
to participate and cautioned against protections becoming overly paternalistic.
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e Some members felt the Charter placed too much emphasis on avoiding financial
inducement.

Focus Session 2: Selected articles and questions

The following Charter articles were selected for in-depth discussion at the meeting:

e Article 3: Adequate representation of healthy volunteers throughout the research
process.

e Article 13: Fair financial compensation for participation.

These articles were selected based on a pre-meeting survey in which Council members were
asked to:

e Select the three most important articles to discuss at the meeting;

e Identify the three articles on which they believed the Council could provide the most
useful practical guidance; and

e Choose one article and suggest what should be done in practice to make it work well.

Discussions on Article 3:

Article 3: Adequate representation of healthy volunteers throughout the research process.

Countries should encourage the formation of groups representing healthy volunteers' interests
in the development of laws, regulations, and guidelines designed to safeguard the interests of
healthy volunteers throughout the clinical trial process. Ideally, these groups should include
past and present healthy volunteers, but other options could be considered to ensure their
representation is sustainable over time. Interactions between associations representing
healthy volunteers should be facilitated to combat disparities in standards within and across
countries, particularly those that could lead to the misuse of populations in lowerincome and
-resource settings. Clinical trial sites and other stakeholders (e.g., sponsors, ethics review
boards) should engage with these representatives to improve the design and conduct of trials
with healthy volunteers.

Questions discussed:

e Who should represent healthy volunteers, and how should these representatives be
identified or selected?

e At what stages of the research process should healthy volunteer representatives be
involved, and how?

e What should be done to make this representation meaningful in practice, and not just
symbolic? This could include how representatives are consulted, how often they are
involved, if they are compensated, and how research teams show that input has been
considered.
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Discussions on Article 13:

Article 13: Fair financial compensation for participation.

All compensation of healthy volunteers for trial participation has the potential to compromise
trial results by incentivizing the concealment of health conditions and adverse events, as well
as over-volunteering to earn more income. Countries should develop guidelines on
compensation to provide fair and equitable compensation across clinical trial sites. Financial
compensation should be reflective of the demands associated with each trial and be
approved by ethics review boards. Insufficient compensation for healthy volunteers has the
potential to take unfair advantage of lower-income volunteers. Disbursements should be
made fairly during the trial, and when offered, completion bonuses to encourage final
outpatient study visits should be modest to avoid compromising volunteers' right to withdraw
from the trial at any time without prejudice.

Questions discussed:

e What should be the best form of compensation for healthy volunteers, and why? Direct
monetary payment, debit cards, vouchers, non-monetary incentives or services.

e What rules should apply to completion bonuses or end-of-study payments? VolREthics
is concerned that these may limit the right to withdraw at any time and encourage
healthy volunteers to hide side effects in order to complete the study.

e Should research teams publicly share information about how they decide the form and
amount of compensation? If yes, what should be shared, and where?

Council Recommendations for Practical Implementation

As a result of the meeting discussions, the Council developed a set of
recommendations for the practical implementation of Article 3, Adequate
representation of healthy volunteers throughout the research process (4
recommendations), and Article 13, Fair financial compensation for participation (5
recommendations).

The recommendations were reviewed through a post-meeting survey and approved by
a significant majority of Council members.

»» Read the full 1Day Sooner Participant Council’'s recommendations on
practical implementation of Charter Articles 3 and 13.
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