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Dear ,
FDA’s regulations require a witness only when a “short form written consent document” is
used.  21 CFR 50.27(b)(2) states:

 
“A short form written consent document stating that the elements of informed consent
required by §50.25 have been presented orally to the subject or the subject's legally
authorized representative. When this method is used, there shall be a witness to the oral
presentation. Also, the IRB shall approve a written summary of what is to be said to the
subject or the representative. Only the short form itself is to be signed by the subject or
the representative. However, the witness shall sign both the short form and a copy of the
summary, and the person actually obtaining the consent shall sign a copy of the summary.
A copy of the summary shall be given to the subject or the representative in addition to a
copy of the short form.” https://www.ecfr.gov/cgi-bin/text-idx?
SID=8f65f7a1ff8ea5ecb54d18e552fb9ed5&mc=true&node=pt21.1.50&rgn=div5

 
FDA’s draft guidance, Informed Consent Information Sheet, can be found at
https://www.fda.gov/RegulatoryInformation/Guidances/ucm404975.htm . When finalized, this
guidance will supersede "A Guide to Informed Consent," issued in September 1998, by the
Office of Health Affairs, FDA. The following excerpt from this draft guidance may be helpful to
you:

Use of the short form requires that a witness be present to the oral presentation of
information to the subject or the subject's legally authorized representative. (21 CFR
50.27(b)(2).) FDA recommends that an impartial third party, not otherwise connected with
the clinical investigation (for example, clinical staff not involved in the research or a patient
advocate), serve as the witness. FDA recommends that the witness be present (physically
or by some other means, for example by phone or video conference) during the entire
consent process, not just the signing of the consent form. The purpose of the witness is
generally to attest to the voluntariness of the subject's consent and the adequacy of the
consent process by ensuring that the information was accurately conveyed and that the
subject's questions were answered.

The subject or the subject's legally authorized representative only signs and dates the
short form. (21 CFR 50.27(a) and (b)(2).) The witness must sign both the short form and
the summary, and the person obtaining consent must sign the summary. (21 CFR 50.27(b)
(2).)

FDA’s regulations do not require a witness for all consent discussions, nor are there any
requirements that it be the same individual, or a different individual used as a witness.



However, local laws, or the policies of the institution or IRB may require a witness for all
consent discussions. We recommend that you discuss your concerns with your study sponsor,
IRB and/or institutional managers to determine their preferred practices.
 
312.62(b), Investigator recordkeeping and record retention, states:

(b) Case histories. An investigator is required to prepare and maintain adequate and accurate
case histories that record all observations and other data pertinent to the investigation on each
individual administered the investigational drug or employed as a control in the investigation.
Case histories include the case report forms and supporting data including, for example, signed
and dated consent forms and medical records including, for example, progress notes of the
physician, the individual's hospital chart(s), and the nurses' notes. The case history for each
individual shall document that informed consent was obtained prior to participation in the study.
https://www.ecfr.gov/cgi-bin/text-idx?
SID=5b6f5970b39c35f9acb43c2cf3cf5850&mc=true&node=pt21.5.312&rgn=div5#se21.5.312_162

 
Having almost identical notes describing the informed consent process may, or may not, have
an impact on the verification process during a monitoring visit. If the physician has a standard
method of going through the consent process with subjects, documentation may be very similar
for subjects enrolled in the same study. You may wish to review any specific areas (e.g.,
potential risks) for which you would like the physician to document specific information, based
on the individual subject’s medical condition(s) or questions raised during the discussion.
Again, we recommend that you discuss your concerns with your study sponsor, IRB and/or
institutional managers to determine their preferred practices, and whether there are any local
laws, or institutional/IRB policies that may affect the informed consent process.
 
I hope this information is helpful to you. If you need further assistance, please feel free to
contact the GCP mailbox at gcp.questions@fda.hhs.gov .
 
Best regards,
 
Sheila
 
Sheila Brown, RN, MS
Policy Analyst
 
Office of Special Medical Programs
Office of Good Clinical Practice (OGCP)
U.S. Food and Drug Administration
Tel: 301-796-6563
sheila.brown@fda.hhs.gov
 

        
 
This communication does not constitute a written advisory opinion under Title 21 CFR 10.85, but rather is an informal
communication under Title 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, November 16, 2017 5:46 PM
To: OC GCP Questions <gcp.questions@fda.hhs.gov>
Subject: SAME WITNESS FOR DIFFERENT ICFs
 
Dear FDA gcp quesitons:
 
I am working in a protocol in . I recently was appointed to a previously monitored study. I found
the site uses the same witness for all the ICF applied to their subjects. They are Hospital personnel for
whom the PI explained to them the protocol, so the PI expedite the ICF process using these witness.
Additionally the medical notes are almost identical between all the subjects.
 
When I tried to explain to the PI the risk of avoid impartiality using the same witness, the PI was very
resistant to accept the advices. So I would really appreciate if you can provide to e with your input
clarifying to me:
 
Having the same witness could jeopardize the witness’ impartiality?
Having almost identical notes describing the iCF process could impact also the verification of the
process?
 
Thank you in advance
 




