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

1.​ Establish or consult an existing independent healthy-volunteer representation to 
provide participant-centered input to trial design and implementation, with a 
formal mandate and clear mechanisms of influence. 

●​ This function should be independent from the study team, sponsor, contract research 
organization, and any government or corporate body with a stake in the trial. 

●​ It should be held by people with direct experience as healthy trial participants, ideally 
including one person with experience in a similar type of trial and other(s) who can 
bring perspective from different studies. 

●​ For multinational trials, the structure should be adapted to different sites and 
populations. 

●​ Research teams, sponsors, and ethics bodies should be expected to show how 
representative input was considered and what action was taken. 

●​ A practical focus should be the lived experience of participation, including facilities, 
restrictions, food, internet access, work disruption, and other day-to-day burdens. 

●​ Representatives should have access to plain-language information, training where 
possible, and appropriate compensation for their time. 

2.​ Recruit healthy volunteer representatives through a transparent, 
volunteer-informed selection process with clear criteria, including lived 
experience and independence. 

●​ Representatives should be selected through a transparent process, preferably with 
input from past volunteers. 

●​ Criteria should include lived experience or relevant study knowledge, independence, 
and the ability to speak for volunteers rather than only for themselves. 
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3.​ Create a formal mechanism for ongoing participant input during trials. 

●​ This could take the form of a participant committee, elected participant spokespersons, 
or a simpler feedback mechanism.  

●​ It should be a formal route for current participants to raise concerns safely during the 
trial. 

●​ Such feedback channels should be visible and easily accessible to all study 
participants. 

●​ Research teams should use received in-trial feedback to improve participant 
experience. 

4.​ Require structured end-of-trial and post-trial engagement processes, including 
systematic collection of participant feedback and communication of study 
results.  

●​ Collect feedback on whether participants felt adequately warned and prepared, 
whether expectations were met, whether they felt meaningfully represented, and which 
practical aspects of participation should change. 

●​ Institutions running multiple trials should use feedback from one study to improve the 
design and participant experience of the next. 

●​ Where relevant, participant input should also help shape follow-up care, closure 
processes, and data-related decisions. 

●​ Post-trial engagement should include sharing with participants what was learned, what 
impact the study had, and what participants contributed. 

 

Article 13: Fair compensation for participation 

1.​ Use a transparent and comprehensive approach to determine participant 
compensation. 

●​ Research teams should be able to explain how the compensation amount was set, using 
a clear method rather than an arbitrary figure. Such documentation should be made 
available to participants. 

●​ Compensation should consider time, visit frequency, burden, unpleasantness, isolation 
requirements, quality-of-life impact, and risk.  

2.​ Use direct monetary payment as the default form of compensation. 

●​ Money is predictable, understandable, and gives participants control. 

●​ If direct cash payment is not feasible because of institutional, legal, or tax constraints, 
the default should be the closest unrestricted monetary alternative. 
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3.​ Cover participation-related costs in ways that do not create barriers. 

●​ Practical costs - e.g., travel to the research facility - should be covered in advance or 
reimbursed promptly, so participation is not limited to those who can afford the upfront 
burden. 

●​ If practical costs cannot be covered or reimbursed separately, their estimated amount 
should be built into the overall compensation amount and payment schedule. 

4.​ Disclose compensation terms and any available support for study-related harms 
clearly and early. 

●​ Participants should be told from the start what form compensation will take, how much 
they will receive, when and how payment will be made, any restrictions on use, and 
what happens if the study stops early or the participant withdraws. 

●​ This information should appear in the participant information sheet and any other 
recruitment or advertising materials and covered during screening. 

●​ Participants should also be told what support exists if something goes wrong after the 
study, including medical treatment, missed work, reduced quality of life, and, where 
relevant, insurance or family support. 

5.​ Make payments throughout the study rather than relying heavily on study 
completion.  

●​ Milestone-based or installment-based payment tied to visits or time periods is 
preferable to withholding most compensation until the end. 

●​ If a completion bonus is used, it should be small, clearly limited, and should not 
undermine the right to withdraw. 

●​ Participants who stop because of side effects or medical advice should still be 
compensated fairly, and follow-up outside the intervention should be considered if it 
allows valuable data to be collected without pressuring people to remain in the study. 
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