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Procedures for Translation of Consent Forms into Languages Other than English

Policies for Translation of Consent Forms for New and Existing Studies

I. Policy for Translation of Informed Consent Documents for New Research Protocols submitted to the IRB. 
a) If Spanish is the Primary Language:  If the study population is likely to include subjects whose primary language is Spanish, the consent documents must be translated into Spanish.

i. If the study sponsor provides the translation services, please obtain IRB approval of the English version of the forms before providing them to the sponsor to be translated. The translated version also needs to be submitted to the IRB for approval.

ii. The IRB Office will coordinate the Spanish translation of the IRB approved English version of the Informed Consent, if the Investigator requests translation by checking the IRB application Section I.

b) If there is Occasional Need for Other Languages:  If it is indicated that there will be an occasional need for consent forms in languages other than Spanish or English, the OHRP short form will be used for this purpose.  Versions of the short form in commonly used languages are posted on the IRB website under IRB forms (www.usc.edu/medicine/irb).  If there is not a short form available in the needed language, please contact the IRB (323-223-2340) for future consideration.

c) If the Research is Primarily with Populations Speaking Other Languages:  If the research will be done primarily with subjects who speak languages other than English or Spanish, the consent forms should be translated into those languages.

i. The investigator must submit the translated version of the IRB approved English Informed Consent to the IRB for approval.  If the study sponsor provides the translation services, please obtain approval of the English version of the Informed Consents from the IRB before providing them to the sponsor to be translated.  The translated version also needs to be submitted to the IRB for approval.

II.  Policy for Translation of Informed Consent Documents for Existing Research Protocols 
a) The IRB Office plans to implement a policy for translation of informed consent documents primarily through working with new studies as they are submitted for IRB review. Exceptions can be made on a case-by-case basis, if necessary, by contacting the IRB Office.

b) If there is Occasional Need for Other Languages:  Versions of the short form in commonly used languages will be posted on the IRB website for use as needed. Investigators should download the version needed and complete the blanks. The language has already been approved by the IRB.  If there is not a short form available in a required language, please contact the IRB (323-223-2340) for future consideration.
Guidelines for the Use of the Short Form

If there is occasional need to enroll subjects who are not fluent in English or Spanish, a written short form informed consent must be used to obtain consent in conjunction with the written IRB-approved English version of the Informed Consent Form. The IRB has drafted short form consent templates, which include the basic and possible additional elements of disclosure in English and eight different languages (Spanish, Korean, Chinese, Vietnamese, Armenian, Thai, Russian and Farsi). 

The process for enrolling subjects with the short form is outlined below. All of the following requirements must be completed:

· A translator must orally translate the entire IRB-approved English version of the consent form to the subject in a language understandable to him/her, and the subject must be given a copy of the written translation of the "short form" consent document to read; 
· The entire consent process must be witnessed by an individual who is fluent in both English and the language understandable to the subject. The translator may serve as the witness; 
· The IRB-approved English version of the consent form must be signed by the investigator (or study staff member) authorized by the IRB to obtain consent, and signed by the witness to the consent process. The short form must be signed by the subject and the witness to the consent process; AND 
· The subject must be given copies of both the IRB-approved English version of the consent form and the translated version of the "short form" consent document. The original signed English version with the original signed short form attached should be placed in the subject's research record and a copy of both placed in his/her medical record, if appropriate. 
FDA regulations at 21 CFR 50.27 and 45 CFR 46.117 provide the following requirements for the use of the short form (adapted to California state law):

Only the short form is to be signed and dated by the subject or the subject's legally authorized representative. The witness (at USC, the oral translator) shall sign the short form and the summary (English version of the IRB-approved Informed Consent Form). The investigator or study staff member authorized by the IRB to obtain consent shall sign a copy of the summary. A copy of the short form, summary (English version of the IRB-approved Informed Consent), and the Experimental Subject's Bill of Rights shall be given to the subject or the subject's legally authorized representative. 

When using the short form, the investigator adds the subject’s name, study ID number, and the investigator’s contact information to each short form. 
OHRP and FDA Guidelines

To reference the OHRP and FDA guidelines for translation of consent forms, please refer to: 

http://www.hhs.gov/ohrp/humansubjects/guidance/ic-non-e.htm 

http://www.fda.gov/oc/ohrt/irbs/informedconsent.html#nonenglish
http://www.fda.gov/oc/ohrt/irbs/informedconsent.html#documentation






