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Dear -
 
You are most welcome!
 
As you know, the FDA regulations at 21 CFR 50.20 (general requirements for informed consent) state that no investigator may
involve a human being as a subject in research covered by the regulations unless the investigator has obtained the legally effective
informed consent of the subject or the subject's legally authorized representative (LAR).  The regulations also say that an
investigator must seek such consent only under circumstances that provide the prospective subject or the LAR sufficient opportunity
to consider whether or not to participate and that minimize the possibility of coercion or undue influence, and that the information
that is given to the subject or the LAR must be in a language understandable to the subject or the LAR.  The informed consent
regulations, however, do not address who can serve as an interpreter/translator for a non-English speaking subject, or the
qualifications needed to translate an informed consent document and carry out the informed consent process.
 
FDA has Information guidance titled, “A Guide to Informed Consent – Information Sheet” found at
https://www.fda.gov/RegulatoryInformation/Guidances/ucm126431.htm that provides some general information about non-English
speaking subjects.  Also, FDA has DRAFT guidance titled, “Informed Consent Information Sheet – Guidance for IRBs, Clinical
Investigators, and Sponsors” that can be found at
https://www.fda.gov/downloads/RegulatoryInformation/Guidances/UCM405006.pdf.  This DRAFT guidance, once finalized, will
supersede the Information Sheet guidance noted above.  Although this is DRAFT guidance at this time, section V.B. provides some
information about non-English speaking subjects (see page 30) that may be helpful to you.  FDA also has guidance titled,
“Institutional Review Boards Frequently Asked Questions – Information Sheet” that can be found at
https://www.fda.gov/RegulatoryInformation/Guidances/ucm126420.htm – see question 51.  However, none of these guidance
documents specifically address who can serve as an interpreter/translator for the informed consent process for a non-English
speaking subject.  When the regulations and guidance are silent, investigators, sites, institutions, IRBs, sponsors, and CROs are free
to develop their own procedures and practices as long as applicable regulatory requirements are met.
 
FDA also has Compliance Program Guidance Manuals (CPGMs) for Bioresearch Monitoring inspections available at
https://www.fda.gov/ICECI/ComplianceManuals/ComplianceProgramManual/ucm255614.htm.  These CPGMs provide instructions
to FDA field personnel on the conduct of inspections of the various stakeholders (e.g., IRBs, sponsors, and clinical investigators).  You
may wish to take a look at the CPGM on inspections of clinical investigators to see what type of information about informed consent
that is looked at during an FDA inspection.
 
While FDA's regulations do not specify who is qualified to serve as an interpreter/translator, the same considerations for
determining who is qualified to carry out an informed consent process in English would seem to carry over into determinations of
who is qualified to carry out the informed consent process with a non-English speaking subject.  You will want to think about the
type of qualifications an interpreter/translator should have to adequately communicate the study information, and to answer
questions the prospective subject might have.  We are aware that some investigator sites, sponsors, and CROs have SOPs that
outline the process to be followed.  Also, some IRBs have SOPs as well that may help inform your efforts to re-evaluate your own
SOPs.  You may be able to access the SOPs of other organizations regarding the use of interpreters and translations to help you in
deciding how to address this in your SOPs.
 
As you reevaluate your SOPs, you may also wish to consider how your site will address the issue of who may serve as an
interpreter/translator, not only at the start of the study for the informed consent process, but also for the duration of the study to
assist with non-English speaking subjects.
 
I recommend that you discuss your questions, and your concerns about this topic with your management, legal counsel, your IRB(s),
and others, to help you decide how to address the issue of obtaining informed consent for a non-English speaking subject in your
SOPs.
 
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
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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: Friday, September 29, 2017 3:10 PM
To: OC GCP Questions
Subject: RE: handwritten dates on regulatory documents
 
Thank you so much for your reply Janet.  I appreciate your insight.
 
We are in the process of re-evaluating all of our SOP’s, procedures etc and want to be sure that we are in compliance.
 
One other question we do have is the informed consent process for a non-English speaking subject.  The debate here is that some
feel a member of the research team who is fluent in that language can be used.  Others are stating it should be someone with no
connection to the research team nor should it be a family member.  We are trying to avoid that “gray” area. 
 
Thanks.
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