Obtaining and Documenting Informed Consent of Subjects Who Do Not Speak English

The Department of Health and Human Services (DHHS) regulations (45 CFR 46.116 and 45 CFR 46.117) and FDA regulations (21 CFR 50.25 and 21 CFR 50.27) require that informed consent information be presented in language understandable to the subject, and in most situations, that informed consent be documented in writing.  Investigators should carefully consider the ethical/legal ramifications of enrolling a subject when there is a language barrier.  If subjects do not clearly understand the consent document or freely ask and receive answers to their questions, then their consent will not be truly informed and may not be legally effective.  Thus, subjects who do not speak English must be provided with:

· a written consent document in a language understandable to them, AND

· a translator fluent in both English and the subject's spoken language (Language Translation Services)

Depending upon the research, the written consent document can be either:  a translation of the entire English version of the IRB-HSR approved consent document; or a translation of the “short form” (described below).

I. USING A WRITTEN TRANSLATION OF THE ENTIRE ENGLISH VERSION OF THE IRB-HSR APPROVED CONSENT DOCUMENT
Use of a written translation of the entire IRB-HSR approved English version is always preferred.  If researchers can reasonably expect that more than an incidental number of subjects speaking the same non-English language will be enrolled (for example, if the investigator is targeting a non-English speaking group), translation of the entire English version is required.  The IRB-HSR must approve all translated versions of the consent form.

II. USING A WRITTEN TRANSLATION OF THE "SHORT FORM" CONSENT DOCUMENT
Investigators cannot always anticipate the interest of a particular non-English speaking individual and provide him/her with a translation of the entire IRB-HSR approved English version of the informed consent document in a timely manner.  Under these circumstances, a translation of the "short form" (which attests that the elements of consent have been presented orally) can be used to document informed consent in writing.  When a "short form" is used to document informed consent, the consent process must include oral presentation of the entire English version of the consent form in language understandable to the potential subject.

Please submit to the IRB-HSR the following documents for approval:

1. Two (2) copies of the Short Form English

2. Two (2) copies of the Short Form-Non English

The informed consent process for enrolling subjects using the "short form" consent document is outlined below.  ALL of the following requirements (1, 2, 3 and 4) must be completed:

1. A translator must orally present the entire IRB-HSR approved English version of the consent form to the subject or the subject’s legally authorized representative in a language understandable to him/her, and the subject or the subject’s legally authorized representative must be given a written translation of the "short form" consent document to read;

2. The entire consent process must be witnessed by an individual who is fluent in both English and the language understandable to the subject or the subject’s legally authorized representative. The translator may serve as the witness;

3. The IRB-HSR approved English version of the consent form must be signed by a consent designee authorized by IRB-HSR (listed on the protocol) to obtain consent and the witness to the consent process.  The translated "short form" must be signed by the subject or the subject’s legally authorized representative and the witness to the consent process (see 2 above); AND

4. The subject or the subject’s legally authorized representative must be given copies of both the IRB-HSR 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.
PLEASE NOTE: 
An outside translator phone service, such as Cyracom, may be used.  Write the interpreter’s ID# in place of the signature for the interpreter.  In addition, write a detailed note regarding the consenting process which includes the use of the Cyracom system and the significane of the number on the interpreter’s signature line.  
Medical Center Policy #156 addresses non-English speaking patients and translation services.  A section of this policy has been re-printed below.  

Medical Center employees and all health care practitioners providing services at the Medical Center shall not encourage the use of a patient's relative or family member as an interpreter of healthcare information. A patient's relative or friend shall be used as an interpreter only at the request of the patient and only if the use will not compromise the effectiveness of the medical services provided or jeopardize the patient's privacy regarding sensitive medical information. Use of minor children as interpreters is prohibited, even if such use is the patient's preference. 

The Medical Center shall ensure that vital documents that are routinely provided to patients in the English language are made available in other regularly encountered languages as required by Title VI of the Civil Rights Act of 1964. 
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