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Informed Consent Process for Non-English Speaking persons in Research

A non-English speaking person giving consent is encountered.

Does protocol/sponsor/IRB allow enrollment of non-English speaking
—_—>

persons giving consents?

l

Yes

l

Is the consent form available in the

l

Obtain the short-form from Central Regulatory
Services in the person giving consent's language.
Use the English version as a reference.

l

Review the HRP-840 Interpreter Services Guide
for Researchers.

l

Contact your local Interpreter Services department
and proceed with in-person, phone, or video
interpretation. A Qualified Medical Interpreter or
Qualified Bilingual Staff may be needed.

l

Communicate and conduct the consent process
with the person giving consent. An Impartial
Witness MUST be present for the entire consent
process.

l

Obtain the following signatures on the short-form:

e person giving consent

e Impartial Witness

e Interpreter or enter the Interpreter ID # if not
in-person

Provide person giving consent with a copy.

l

Obtain the following signatures on the IRB
Approved English informed consent:

e Research Personnel obtaining consent

e Impartial Witness

e Print the person giving consent's name. Person
giving consent should NOT write on English
consent.
Provide person giving consent with a copy.

person giving consent’s language?

No

> Yes

Obtain the IRB approved informed consent
document in person giving consent’s language. Use
the English version as a reference, ensuring the
versions match.

Review the HRP-840 Interpreter Services Guide for
Researchers.

l

Contact your local Interpreter Services department
and proceed with in-person, phone, or video
interpretation. A Qualified Medical Interpreter or
Qualified Bilingual Staff may be needed.

l

Communicate and conduct the consent process
with the person giving consent.

\4

Obtain the following signatures on the IRB approved
informed consent in the person giving consent’s
language:

e person giving consent
e Research Personnel obtaining consent

Provide person giving consent with a copy.

File the original documents in the research records. When applicable, a copy should be entered into the medical record.

It is recommended to use an Informed Consent Checklist to complete the required documentation to ensure steps are not missed during the

consent process.

Reference:

CW AHC 216 Informed Consent Process and Written Documentation
HRP-840 Interpreter Services Guide for Researchers.
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