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Dear -
 
Thank you for your question.  From the limited information provided, it is not clear how the IRB views the role of the witness, or
whether the witness in your scenario is also acting as an interpreter/translator.  While there are various scenarios where the use of a
short form consent form may be appropriate, it appears that you are referring to the use of the short form in the case of enrolling non-
English speaking subjects. 
 
As you pointed out, FDA’s informed consent regulations at 21 CFR 50.27(b)(2) require that when a short form written consent
document is used, there must be a witness to the oral presentation.  However, the regulations do not provide any additional details about
the witness.
 
FDA has Information Sheet Guidance – A Guide to Informed Consent at
https://www.fda.gov/RegulatoryInformation/Guidances/ucm126431.htm that says:
 

When a short form consent document is to be used [21 CFR 50.27(b)(2)], the IRB should review and approve
the written summary of the full information to be presented orally to the subjects. A witness is required to
attest to the adequacy of the consent process and to the subject's voluntary consent. Therefore, the witness
must be present during the entire consent interview, not just for signing the documents. The subject or the
subject's legally authorized representative must sign and date the short form. The witness must sign both the
short form and a copy of the summary, and the person actually obtaining the consent must sign a copy of the
summary. The subject or the representative must be given a copy of the summary as well as a copy of the
short form.
 

FDA has DRAFT Guidance for IRBs, Clinical Investigators, and Sponsors – Informed Consent Information Sheet at
https://www.fda.gov/RegulatoryInformation/Guidances/ucm404975.htm.  Although DRAFT at this time, when finalized, it will replace
the Information Sheet guidance noted above.  Section IIIE of this DRAFT guidance says the IRB may approve a short form in
appropriate situations, e.g., in situations where the subject or the LAR is unable to read due to illiteracy or blindness.  This guidance
also says:
 

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.

 
Section VB of this DRAFT guidance addresses non-English speaking subjects.  The guidance covers situations when enrollment of
subjects who do not understand English is expected, as well as is unexpected.  When the enrollment of a subject who does not
understand English is unexpected, but the time frame for subject enrollment provides sufficient time for the preparation and IRB review
of an appropriately translated long form or an appropriately translated short form and written summary, this is the way to proceed. 
When this is the case, translated consent forms are to be reviewed and approved by the IRB prior to enrollment of the subject.
 
However, FDA recognizes that in some circumstances, the timeframe for enrollment of a subject who does not understand English may
not provide sufficient time for preparation and IRB review of appropriately translated consent documents.  In this case, and as a
contingency for this situation, the guidance provides prerequisites (e.g., IRBs have arranged for translation of a generic short form in
multiple languages that satisfies the requirements of FDA regulations at 21 CFR 50.27(b)(2) and have prospectively approved the use
of such short forms for enrollment of subjects who do not understand English, as needed for any research protocol) as well as
sequential step-wise procedures to follow as one acceptable way of obtaining and documenting the informed consent of the subject.  As
you noted, Sequential Step 2 described on page 32 of the guidance for this specific scenario says:
 

There must be a witness to the oral presentation who must not be the person obtaining informed consent (21 CFR 50.27(b)(2)).

Furthermore, the witness should be fluent in the language of the oral presentation.

Note that when an interpreter assists the person obtaining consent, the interpreter may serve as the witness, but is not required to
do so.

I suggest you discuss your question, and the information provided in this email response with your IRB and the appropriate individuals
at your site/institution as it is not clear from the limited information provided what the policy includes.  There may be other institutional
and/or IRB policies and procedures that may need to be considered as well.
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I hope this information is useful.  If you need further information and/or have additional questions, please feel free to contact us at the
official GCP mailbox, gcp.questions@fda.hhs.gov.  You may also find it useful to access the set of redacted GCP e-mails found at
http://www.fda.gov/ScienceResearch/SpecialTopics/RunningClinicalTrials/RepliestoInquiriestoFDAonGoodClinicalPractice/default.htm
since we find that many questions and concerns are repeated over time.
 
Best Regards,
 
Janet
Janet Donnelly, RAC
Policy Analyst

Office of the Commissioner
Office of Good Clinical Practice
U.S. Food and Drug Administration

        
 
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: Tuesday, December 05, 2017 2:34 PM
To: OC GCP Questions <gcp.questions@fda.hhs.gov>
Subject: Short Form consent -Witness requirements
 
Dear FDA GCP office
I work at a study site and our IRB has recently updated the requirement for the witness when using the short form
consent process for clinical trial subjects.
They no longer require the witness to speak both language's or the participant language .
 
To my understanding, this is incorrect and not per GCP( how can the witness ascertain all required information and basic elements of
consent were relayed to subject, if they do not know what is being said!)
Here is what I know:
The FDA regulations require a witness be present to sign – but they do not specify the requirements (21 CFR 50.27(b) 2).
Per updated guidance draft 2014: The investigator, with the assistance of an interpreter if needed, answers any questions from the prospective
subject. There must be a witness to the oral presentation who must not be the person obtaining informed consent (21 CFR 50.27(b)
(2)). Furthermore, the witness should be fluent in the language of the oral presentation.
 
In this regard, HHS guidance is more clear and states the following:
When this procedure is used with subjects who do not speak English, (i) the oral presentation and the short form written document (see sample
attached) should be in a language understandable to the subject; (ii) the IRB-approved English language informed consent document may serve
as the summary; and (iii) the witness should be fluent in both English and the language of the subject.
 
In view of this, Can you please provide further guidance as to the requirement of the witness speaking both languages is needed or not?
 
Thanks
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