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Please see FDA’s information Sheet on A Guide to Informed Consent
 
Search for FDA Guidance Documents > A Guide to Informed Consent - Information Sheet It states –
 
Non-English Speaking Subjects
 
To meet the requirements of 21 CFR 50.20, the informed consent document should be in language
understandable to the subject (or authorized representative). When the consent interview is conducted
in English, the consent document should be in English. When the study subject population includes
non-English speaking people or the clinical investigator or the IRB anticipates that the consent
interviews will be conducted in a language other than English, the IRB should require a translated
consent document to be prepared and assure that the translation is accurate. As required by 21 CFR
50.27, a copy of the consent document must be given to each subject. In the case of non-English
speaking subjects, this would be the translated document. While a translator may be helpful in
facilitating conversation with a non-English speaking subject, routine ad hoc translation of the consent
document should not be substituted for a written translation.
 
If a non-English speaking subject is unexpectedly encountered, investigators will not have a written
translation of the consent document and must rely on oral translation. Investigators should carefully
consider the ethical/legal ramifications of enrolling subjects when a language barrier exists. If the
subject does not clearly understand the information presented, the subject's consent will not truly be
informed and may not be legally effective. If investigators enroll subjects without an IRB approved
written translation, a "short form" written consent document, in a language the subject understands,
should be used to document that the elements of informed consent required by 21 CFR 50.25 were
presented orally. The required signatures on a short form are stated in 21 CFR 50.27(b)(2).
 
FDA does not have any guidance on the first scenario you describe other than what is stated above.
Documentation is very important so for your first scenario it appears documentation is lacking that the
subject speaks English and Chinese. All information given to the subject requires IRB review and
approval. I suggest you discuss scenario 1 with your IRB. The study site should work with their IRB to
develop appropriate procedures/processes as to how translation for subjects will be carried out.
 
Scenario 2 is answered in the language cited in the second paragraph above.
 
Additionally, although not clearly stated above, FDA's regulations require that a copy of the IRB
approved written summary, of what is to be said to the subject or the representative when the short
form is used, be provided to the subject or representative (see 21 CFR 50.27(b)(2)). In previous advice
provided, FDA has indicated that a translation of the written summary (or the long consent form, if a
written summary has not previously been prepared) be promptly provided to the subject. Many of the
clinical investigations regulated by FDA involve ongoing interventions and may involve long-term follow-
up. FDA believes that translation of the long form is critically important as a means of providing
subjects an ongoing source of information understandable to them.
 
Kind regards,
 
Doreen M. Kezer, MSN
Senior Health Policy Analyst
Office of Good Clinical Practice
Office of the Commissioner, FDA
 

https://www.fda.gov/RegulatoryInformation/Guidances/ucm126431.htm


 
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, May 16, 2017 11:05 AM
To: OC GCP Questions
Subject: Informed consent non-English vs. subject completed information
 
Good morning,
 
I would like clarification/guidance on the following topic.
 
Scenario #1: If a subject’s first language is Chinese, second language is English (fluent in English
too). May the subject sign an informed consent form in either language? Let’s assume this same
subject signed the Informed Consent Form in English. Then they completed a protocol required
subject completed questionnaire in Chinese, simply because they are more comfortable
communicating in Chinese, will the FDA consider this a concern, both ethically and from a data 
collection perspective? Would an FDA Investigator question this during an inspection? Let’s say that
the site did not document anything, no indication that subject is fluent in two languages, just two
different forms completed by subject in two different languages.
 
Scenario #2: Non-English speaking, Chinese as an only language subject. Signs English informed
Consent with a translator involved. Then completes a subject completed questionnaire in Chinese. Is
this an issue?
 
I have always understood that if you sign a consent in one language, this language should be
consistent across any forms completed or provided to the subject. You wouldn’t consent in English,
answer a questionnaire in Spanish and then give drug dosing instructions in German, even though
the subject may be able to speak and read all three languages comfortably. Nor would should this
same scenario occur if the subject was a Non-English speaker.
 
Sincerely,
 

 
 
 
 
 

 




