OBTAINING AND DOCUMENTING INFORMED CONSENT FROM SUBJECTS WHO DO NOT SPEAK ENGLIGH

Department of Health and Human Services and U.S. Food and Drug Administration regulations at 45CFR46.116 and §46.117 and 21CFR50.20 respectively require that consent information given to prospective subjects be given in a language that they understand.  This applies to readability (see consent form readability policy at http://www.ohsu.edu/ra/irb/docs/policies/readtips.pdf) and language.

You have two options for obtaining and documenting informed consent from a prospective subject who does not speak or read English.

1) Present the prospective subject with a copy of your consent form that has been translated into a language that the subject understands.  This translated document must bear the IRB approval stamp.  Please contact the OHSU’s Medical Interpreter Services at 503.494.8720 or any commercial service to get your standard consent form translated.  The OHSU Research Integrity Office does not offer to pay for this service.  If the investigator does not speak the subject’s language, the consent discussion may be conducted through an interpreter.  Investigator, interpreter and subject must be physically present.  It is not sufficient to have the interpreter on the telephone or speaker-phone.  Subject, investigator and witness (interpreter) sign the translated consent form.

2) Alternatively, oral presentation of the informed consent information is permitted under 45CFR46.117(b)(2) when used in conjunction with an abbreviated written consent document and a written summary of what is presented orally.  In most cases, it will be easiest to use the IRB-approved English language consent form as the written summary.  The OHSU Research Integrity Office currently provides abbreviated consent documents written in Spanish and Russian.  These documents are called “short forms” in the OHRP guidance (see link below).  If you intend to use a translated short form, please download and add study specific information to the boxes.  Submit it to the Research Integrity Office via PRAF for approval.  Once you receive a stamped copy, you may seek consent from subjects.  An interpreter may read the standard consent form in the appropriate language.  The interpreter should also facilitate any questions to the investigator.  The subject signs the short form, the investigator signs the summary, and the interpreter signs both the short form and the summary.

For additional guidance please see the Office for Human Research Protections website at http://www.hhs.gov/ohrp/humansubjects/guidance/ic-non-e.htm.
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