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Good morning –
 
FDA's regulations do not specifically discuss who should write the illiterate subject’s name and date on
the consent form. When the regulations are silent, institutions are free to develop their own standard
operating procedures (SOPs) or policies to address a specific situation.
 
Under FDA's regulations, a legally authorized representative (LAR) is needed when a subject is not
competent to provide consent for him/herself, for example, a child or someone who is mentally disabled.
A subject who is illiterate (cannot read) but is competent may consent for him/herself and a LAR would
not be needed.
 
When the information to obtain informed consent is presented orally to the subject, there should be a
witness to the consent process who witnesses the delivery of information given to the subject and the
subject's consent. The purpose of the witness is generally to ensure that the information was accurately
conveyed, questions were answered, and the subject voluntarily consented.
 
If a subject is illiterate but can provide consent, then only a witness is needed. An LAR would not be
needed just because the subject is illiterate. If the subject cannot provide consent, then an LAR would be
needed but a witness would not be needed unless the LAR was also illiterate, in which case both an LAR
and witness would be needed.
 
FDA's regulations are silent as to who can serve as a witness to the informed consent process, but FDA
recommends that an impartial third party, not otherwise connected with the clinical investigation, serve as
the witness. Generally, in order to be impartial, the witness should not have a relationship with the subject
as well as being unconnected with the clinical investigation. In order to fulfill the role of a witness (such as
ensuring that information was accurately conveyed), the person acting as the impartial witness would
need to understand the medical and design aspects of the study in order to attest that the information
discussed was an adequate description of the study.
 
You should definitely consult with the IRB that has reviewed and approved the study, so that the IRB can
weigh in on the risks of enrolling illiterate subjects. Because individuals who are illiterate or have impaired
decision making ability are a vulnerable population, the IRB needs to carefully consider whether the
procedures proposed by the investigator to address these circumstances are appropriate and acceptable.
 
Finally, you also need to ensure that you understand and comply with the applicable laws and regulations
in your country pertaining to obtaining informed consent and protecting the rights of individuals who may
be illiterate or who have impaired decision making.
 
You may also find FDA 2014 draft guidance on Informed Consent helpful.
 
https://www.fda.gov/downloads/RegulatoryInformation/Guidances/UCM405006.pdf
 
Kind regards,
 
Doreen M. Kezer, MSN
Senior Health Policy Analyst
Office of Good Clinical Practice
Office of the Commissioner, FDA
 

https://www.fda.gov/downloads/RegulatoryInformation/Guidances/UCM405006.pdf


 
This communication does not constitute a written advisory opinion under 21 CFR 10.85, but rather is an
informal communication under 21 CFR 10.85(k) which represents the best judgment of the employee
providing it. This information does not necessarily represent the formal position of FDA, and does not bind
or otherwise obligate or commit the agency to the views expressed.
 
 
 
From:  
Sent: Thursday, October 12, 2017 9:09 AM
To: OC GCP Questions
Subject: Informed consent process - the role of a witness
 
Good day,

 I have been having this issue for a while and we still cannot get to the bottom of it. Could you
kindly assist? I was referred to you by 

Amy Wright
Consumer Safety Officer

Center for Biologics Evaluation and Research
Office of Communications, Outreach and Development
U.S. Food and Drug Administration
Tel: 800-835-4709
OCOD@fda.hhs.gov

As a site liaison, my main role is QA, to ensure trial sites are audit-ready at all times.
We work on HIV vaccine trials (healthy participants), and I work for the trial sponsor. As the
QA team, we are currently struggling to agree on the process of consenting an illiterate
participant. Some think, the witness' role is not only to observe the overall consenting process,
but to print the participant's name and date as well on the informed consent (next to the
participant's thumbprint or mark). Others, including myself - believe the trial staff or the
consenter should be the one to write in the participant's name and date. According to me, the
only external person to write the participant's details on the ICF would be a Legally
Authorized Representative (LAR), as they can consent on behalf of the participant. The
witness' role is limited to witnessing the process and they sign for that only - as they might not
even know the participant well enough to print the details on their behalf.
ICH GCP, FDA (e.g.The FDA Information Sheet “A Guide to Informed Consent” )   and
any other clinical trial guidance document I have consulted, do not give any clear guidance on
the subject.
Any thoughts?

Thank you.
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