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1. Enrollment of Non-English Speaking Subjects – Main Consent Form Translated 

If an investigator anticipates that a study will enroll non-English speaking subjects on a regular basis, the investigator should arrange to have the IRB-approved English language consent documents translated prior to starting recruitment. Foreign language protocol-specific consent and assent forms must be IRB approved before being presented to subjects.
2. Enrollment of Non-English Speaking Subjects – Main Consent Form not Translated/Use of the IRB Approved Short Form
If an investigator unexpectedly wishes to enroll a subject and/or parent or guardian who does not speak English, the investigator should do the following: 

a. The IRB-approved English language complete consent document must be interpreted (orally translated) into a language understandable to the subject and/or parent/guardian. Investigators should make use of the CMH Interpretation Services to ensure that an accurate translation is being given. 
b. A person fluent in both English and the language of the subject and/or parent/guardian must witness the oral presentation. When an interpreter assists the person obtaining consent, the interpreter may serve as the witness.
c. The subject and/or parent/guardian must be given a written summary of what has been presented orally.  The IRB-approved English language informed consent document may serve as this summary.

d. In addition, the investigator must provide the subject and/or parent/guardian with a written certified translation of the IRB-approved English language short form consent document. The translated short form must be in a language that is understandable to the subject and/or parent/guardian.
e. The IRB-approved short form states that the required elements of informed consent have been explained orally, including:

i. Purposes, procedures and duration of research;

ii. Any experimental procedures;

iii. Any foreseeable risks, discomforts, and benefits;

iv. Any potentially beneficial alternative treatments;

v. The extent to which confidentiality will be maintained;

vi. Available compensation or treatment if injury occurs;

vii. Contact persons for questions about the research; and

viii. The fact that participation is voluntary and can be stopped anytime.               

f. Some IRB approved certified translated short forms can be found in Appendix 3, including the Spanish, Bosnian, Vietnamese, Polish, Arabic, and Russian versions.  The English version also is included.

g. If an investigator wishes to use a short form that is not in one of these languages, the investigator must arrange to have the short form consent translated and submit the certified translation of the short form to the IRB for expedited approval.  
h. The translated short form cannot be used unless it has received  IRB approval. Please review the instructions below, #6, if there is no short form available in a language understandable to the subject and/or parent/guardian.
3. Required Signatures: At the time consent is obtained the following signatures must be obtained:

a. The subject and/or parent/guardian must sign the translated short form document.

b. The IRB approved study personnel obtaining the consent (not the interpreter) must sign the summary document.              

c. The witness (the interpreter may serve as the witness) must sign the translated short form document and the summary.

d. Once signed, copies of the translated short form document and summary must be given to the subject and/or parent/guardian.

HINT: Each person should sign the consent forms they understand.  The non-English speaking subject signs the short form consent in their language.  The person obtaining consent signs the English version full consent.  The witness understands both languages, so signs both.

4. Enrolling an Non-English speaking subject where there are no IRB approved consent documents/short form in a language understandable to the subject

If the short form is not available in a language understandable to the subject and/or parent/guardian follow these steps:
a.    An interpreter must orally interpret the English consent form for the subject  and/or parent/guardian and subject and/or the parent/guardian must sign the English consent form. 
b.    Within 15 working days after the subject and/or parent/guardian signs the English consent form, a short form translated into a language understandable to the signer must be submitted to the IRB as an amendment. 
c.     After the amendment is approved, a copy of the translated short form must be provided to the subject and/or parent/guardian with instructions that they contact the PI with any questions. 
d.    The consenting process, including the provision of the translated short from to the subject and/or parent/guardian, must be documented in the research record. 

