GUIDANCE DOCUMENT FOR 

OBTAINING AND DOCUMENTING INFORMED CONSENT FROM SUBJECTS WHO DO NOT SPEAK AND/OR READ ENGLISH

Aurora Health Care’s Research Subject Protection Program (RSPP)
The purpose of this guidance document is to outline the proper procedures for enrolling research subjects whose primary spoken or written language is not English.

Federal regulations found at 45 CFR 46.116 and 46.117 (DHHS) and 21 CFR 50.20 (FDA) require that investigators present a potential research subject with information about a study “in a language understandable to the subject” and that, in most cases, agreement to participate in research be documented in writing.

The Aurora IRB permits two methods for obtaining and documenting informed consent from subjects who do not speak or read English as their primary language.

Written translation of the IRB-approved study consent (preferred method)

When it is anticipated that a research study will enroll individuals whose primary language is other than English, a translation of the IRB-approved English language consent form should be made available.  The use of a translated consent will be strongly encouraged for research studies that target a population where non–English speaking individuals may be encountered (e.g., research involving recent immigrants or a study performed in a geographic area with a large population of non-English speakers) or when the investigator routinely provides medical care for those who do not speak English.  The translated consent form should be prepared by a qualified medical translator.  In the case that the translation is from a source that the IRB questions, the IRB will require that a back translation (translating the document back into English) be performed to ensure the accuracy of the information. In many cases, this will be performed by Aurora Translation Services; however, the IRB may use another service, if necessary.

TRANSLATED VERSIONS OF THE CONSENT DOCUMENT MUST BE REVIEWED AND APPROVED BY THE AURORA IRB BEFORE THEY ARE USED.  IT IS RECOMMENDED THAT APPROVAL FOR THE ENGLISH LANGUAGE CONSENT BE SECURED BEFORE SUBMITTING A TRANSLATION FOR IRB REVIEW.

When submitting a translated consent form to the IRB for review, please provide a statement from the person or agency that performed the translation.  This statement should include the qualifications of the person performing the translation, as well as a statement that the translation was prepared from the current IRB-approved English language ICF (please reference the version date of the ICF that was used to prepare the translation). 

In addition to the consent form, other materials provided to the subject (e.g., diary cards, study questionnaires, or other written study instructions) should be translated into a language the subject can readily understand.  These translated materials also require IRB review and approval before they are given to the subject.  Similar to translated consent documents, a statement from the person or agency that performed the translation should accompany translated study materials.  

If the investigator, or the person obtaining informed consent, does not speak the subject’s language, an interpreter must facilitate the informed consent discussion.  An impartial witness is required to be present for the duration of the consent discussion and must be someone who is able to understand both English and the subject’s language.  The impartial witness will attest to the adequacy of the consent process and to the subject’s voluntary consent. In order to ensure impartiality, the Aurora IRB requires that the witness be someone other than a member of the research team or a family member.  The witness should sign the consent form in the appropriate area on the signature page.  The interpreter may serve as the witness, but this should be clarified with the interpreter before beginning the informed consent discussion.

If the investigator, or the person obtaining informed consent, speaks the subject’s language, the consent process proceeds in the usual manner.  In this situation, a witness to the informed consent discussion is not required.  

Use of an IRB-approved “short form”

For the occasional and unanticipated non-English speaking subject, the Aurora IRB will consider an oral translation by an interpreter, in conjunction with the use of a “short form” consent summarizing the basic elements of informed consent in accordance with 45 CRF 46.117(b)(2).  The use of a “short form” consent document helps to ensure access to research participation for all people, regardless of their ability to communicate in English.  However, the routine use of this method is strongly discouraged by Aurora Health Care and federal regulators, as it truncates and limits the informed consent process normally associated with research participation.  Each use of the “short form” must be prospectively approved by the Aurora IRB.  Please contact the RSPP office at 414. 219.7744 to speak with one of the Research Compliance Analysts about the use of the “short form” consent.

Federal guidance on the use of the “short form” requires that a written summary of the research study be used to guide the informed consent discussion, and that this summary receive prospective IRB review and approval.  This guidance allows the IRB-approved English language consent to serve as the summary document.  If a summary other than the IRB-approved English language consent will be used, this document must be submitted for IRB review and approval before use.

The Aurora IRB has approved a “short form” in the following languages:  Spanish, Russian, Serbian/Bosnian/Croatian, Vietnamese, and Hmong.  Copies of these consents may be found on the RSPP website located at:  www.aurora.org/IRB.  The translation of the “short form” into a language other than those listed above must be approved by the Aurora IRB before use.  

Once you have received the approval of the Aurora IRB to use the “short form” consent, download the correct version of the “short form” from the RSPP website.  Before printing the document insert the following information:  

· The Aurora IRB number in the header (note:  the version date and expiration date should not be changed); and, 

· Appropriate contact information for the investigator (those areas of the consent that are italicized).

As noted above, Federal regulations require a witness to be present for the duration of the informed consent discussion.  This witness must be able to understand both English and the subject’s language, and per Aurora IRB policy, is someone other than a member of the research team or a family member.  The interpreter may serve as the witness, but this should be clarified with the interpreter before beginning the informed consent discussion.

The informed consent discussion should proceed with the interpreter facilitating the discussion between the investigator (or the individual obtaining informed consent) and the potential research subject.  The interpreter should convey all questions asked by the potential subject and ensure that the questions are appropriately answered.  The interpreter should also assist the person obtaining consent in assessing the potential subject’s comprehension of important aspects of the study.

Once the subject has agreed to participate, the following should be done:

· The subject should sign and date the “short form” consent document

· The witness to the informed consent process should sign and date the “short form” consent document and the written summary (usually the IRB-approved English language consent)

· The person obtaining informed consent should sign and date the written summary (usually the IRB-approved English language consent)

Copies of the “short form” consent document and the written summary (usually the IRB-approved English language consent) should be given to the subject, with the originals of both documents retained in the investigator’s study research records.  Copies should also be filed in the subject’s medical record per Aurora Health Care policy.

A statement in the research record should indicate that the translation took place, the name of the interpreter, and the interpreter’s belief that the subject comprehended the information about the study and had all of their questions answered.

Please note:  Copies of all “short form” consents used to enroll a research subject must be provided to the RSPP office at the time of continuing review.

For further information, please visit the following links: 
FDA guidance: 

A Guide to Informed Consent, Non-English Speaking Subjects http://www.fda.gov/oc/ohrt/irbs/informedconsent.html#nonenglish
OHRP guidance: 

Obtaining and Documenting Informed Consent of Subjects Who Do Not Speak English http://ohrp.osophs.dhhs.gov/humansubjects/guidance/ic-non-e.htm
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