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Non-English Speaking Participants
Purpose:
This procedure will aid the IRB in documenting the process for the review and implementation of
studies that include subjects who primarily speak a language other than English. This procedure
will assist researchers who wish to enroll non-English speaking participants with IRB requirements
for:
 Obtaining informed consent
 Translation of informed consent and related study materials
 Selection and use of translators and interpreters
Policy:
The IRB must ensure that non-English speaking participants are properly consented per the
federal HHS regulations for obtaining legally effective consent, 45 CFR 46.116, as outlined in SOP
# 3 Informed Consent Process. Guidance from OHRP on Informed Consent of Subjects Who Do
Not Speak English was referenced in the development of this standard operating procedures
form.
The researcher is responsible for ensuring that all study information and documents will be
provided to participants “in a language understandable to them”. The governing principles of
human subject research entail that researchers should not exclude subjects based solely on their
inability to read, speak or understand English. Investigators need to be able to communicate
directly with subjects, or to provide a reliable alternative to ensure that:
 Study participation is voluntary, as indicated by free and truly informed consent; and
 Study information, procedures, benefits, and risks are accurately communicated, and
subjects have ongoing opportunities to express concerns and ask questions, in order to
minimize risks to subjects; and
 There are fair procedures and outcomes in the selection of research subjects so that risks
and benefits of research are shared in society.
Definitions:
Translation: the rendering of a source language text in to the target language so as to ensure that
(1) the surface meaning of the two will be approximately similar and (2) the structures of the
source language will be preserved as closely as possible.
(Note: Structure of the source language will be preserved as closely as possible during
translation but not so closely that the target language structures will be seriously
distorted.)
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A) Interlingual Translation: replacing a word with another word belonging to a different
language
B) Intralingual Translation: a word belonging to a particular language is replaced by
another word belonging to the same language
C) Intersemiotic Translation: more than focusing on words, emphasis is on the overall
message that needs to be conveyed (Ex: sign language)
Back Translation: refers to the practice of translating materials from one language to another
language and then (in a separate action) translating the materials back into the original
language. The purpose is to evaluate the quality and integrity of the translation.
Interpreter: refers to a person who reads aloud (in another language) materials written in
English, or who conveys (in another language) information that is spoken in English.
Procedures:
I. Procedure for Obtaining and Documenting Informed Consent:
There are two methods for obtaining and documenting informed consent for research subjects
who do not read, speak, or understand English. It is the responsibility of the IRB to determine
which of the procedures at §46.117(b) is appropriate for documenting informed consent in
protocols that it reviews.

Methods:
A. Method 1: The preferred method is to provide consent forms and study documents
written in the subject's language (45 CFR 46.117 (b)(1)).
B. Method 2: For the occasional and unanticipated non-English-speaking subject, an
alternative "short form" method is allowed (45 CFR 46.117(b)(2)).
1. Method 1: Preferred Method for Obtaining Informed Consent from Non-English
Speaking Participants:
 Where informed consent is documented in accordance with 46.117 (b)(1), the
written consent document should embody all required elements necessary for
legally effective informed consent. See SOP #3: Informed Consent Process.
 OHRP strongly encourages investigators to provide a written consent document in a
language understandable to the subject whenever possible.
 If the investigator anticipates a substantial portion of eligible subjects to be nonEnglish speaking people, study documents and translated consent forms in the
common languages should be prepared in advance.
2. Method 2: Alternative Short Form Method for Obtaining Informed Consent from
Non-English Speaking Participants:
 Alternatively, §46.117(b)(2) permits oral presentation of informed consent
information in conjunction with a short form written consent document (stating
that the elements of consent have been presented orally) and a written summary
of what is presented orally. A witness to the oral presentation is required, and the
subject must be given copies of the short form document and the summary.
 The alternative "short form" method for obtaining informed consent should only be
used for the occasional and unexpected enrollment of a non-English-speaking
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subject in a study for which no consent form in the subject's language has been
prepared.
Procedure for the Alternative Short Form Consent Method:
1) The investigator can request a short form consent process for the IRB to
consider.
2) When this procedure is used with subjects who do not speak English, (i) the
oral presentation and the short form written document (see Short Form
Template) should be in a language understandable to the subject; (ii) the IRBapproved English language informed consent document may serve as the oral
summary; and (iii) the witness should be fluent in both English and the
language of the subject and not a member of the research team. The
participant will read the short form consent in his/her chosen language and be
allowed an opportunity to have any questions answered.
3) At the time of consent, (i) the short form document should be signed by the
subject (or the subject's legally authorized representative); (ii) the summary
(i.e., the English language informed consent document) should be signed by the
person obtaining consent as authorized under the protocol; and (iii) the short
form document and the summary should be signed by the witness. A copy of
the English informed consent document and the short form consent will be
given to the participant.
4) A witness must be present during the oral presentation of the English version of
the IRB-approved consent document. The witness must be fluent in both
languages.
a. An impartial witness should be used (i.e. no relation to participant and
not a member of the research team).
b. When the person obtaining consent is assisted by a translator or
interpreter who is not a member of the research team, that individual
may serve as the witness per OHRP guidance: Informed Consent of
Subjects Who Do Not Speak English.
5) If a member of the research team is fluent in English and the language of the
potential participant, they may serve as the translator and the person
obtaining consent but would need an impartial witness present if using the
short form method.
6) The IRB must receive all foreign language versions of the short form document
as a condition of approval under the provisions of §46.117(b)(2). Expedited
review of these versions is acceptable if the protocol, the full English language
informed consent document, and the English version of the short form
document have already been approved by the convened IRB.
II. Procedure for Translation or Interpretation of IRB Informed Consent and Study Materials:
When research is likely to involve subjects who are not fluent in English, a qualified
translator/interpreter must be able to ensure that the tone, meaning, and content of the
translated documents remain consistent with the IRB approved English version:
 Documents should be linguistically accurate
 Reading level must be appropriate for subject population
 Consent and documents should be culturally sensitive for the locale in which it will
be used
The following documents should be translated before enrolling non-English speaking subjects on a
study:
 The IRB-approved English Informed Consent/Assent document(s)
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HIPAA documents (when applicable)
Any other approved document(s) as applicable (e.g. recruitment materials, survey,
etc).

The researcher is responsible for ensuring that all materials will be provided to participants in a
language understandable to them and for ensuring that translations and interpretations will
accurately convey the information.
A. Procedure for Translation of Informed Consent Document and Study Materials:
1. When completing the IRB Application, the PI should select Non-English Speaking
(Application: Part III. Participants) if non-English speaking participants are expected to
be included in the participant pool.
2. A supplemental IRB Form titled, Non-English Speaking Participants Form must also be
completed at the time of IRB Application submission for IRB Review. This will inform
the IRB how the PI will ensure that translation requirements are met. This form will
request the PI to provide the background, experience, and language proficiency of the
translator or interpreter.
3. The IRB will review the IRB Application and supplemental Non-English Speaking
Participants Form and must approve the English Version of the Informed Consent
Document and study materials prior to the PI submitting the translated documents.
4. Once the Informed Consent Document and any supplemental materials have been
approved by the IRB in English, the PI may submit a Modification Request Form to the
IRB for approval of the translated materials. The modification form will also prompt
the researcher to submit a document from the translation service, translator, or
interpreter describing their background, experience, and qualifications for completing
the translation.
5. The IRB must review and approve the modification request and translated materials
before enrollment of the Non-English Speaking Subjects can begin.
6. If the PI or research personnel will be assisting in obtaining consent from participants
not fluent in English, the IRB may request additional training for research staff in the
cultural norms for the population.
7. If during the course of a study, the PI unexpectedly encounters a participant that does
not speak or read English, they may submit a modification request to the IRB for
obtaining informed consent in the participant’s language (method 1, part I.A) or using
the alternate short form method (method 2, part I.B) as described above.
III. Translation requirements for Greater than Minimal Risk Studies:
A. Approved methods when the IRB determines that the research is greater than minimal risk:
1. Method 1:
Certified translation services is the preferred method for greater than minimal risk studies (as
determined by the IRB). A certified translation is one that has been formally verified by a
licensed translator or translation company for use in official purposes. Certified translators
attest that the target-language text is an accurate and complete translation of the sourcelanguage text. Certified translation of consent documents ensures that the tone, meaning and
content of the translated documents remain consistent with the IRB-approved English version.
The IRB does not require a researcher to use a specific translation service or endorse any
specific translation service. The American Translators Association maintains a directory for:
1) translation and interpreting services by Individuals, and 2) translation and interpretation
companies.
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2. Method 2: The IRB may consider translation by a qualified individual fluent in English and
the language to be translated. A back translation would also be required by another
separate individual that has no relationship to the original translator to ensure the
meaning, tone, and content of the documents are consistent with the IRB-approved
English Version. Native speakers who have demonstrated proficiency in English may serve
as sources of translation, including knowledgeable members of the research team or
faculty or instructors of foreign language programs at UW Oshkosh or another academic
institution A letter from the translator describing their qualifications must be provided
with the translation documents.
The researcher is responsible for the cost of translating documents. When possible, these
costs should be written into contracts or grants.
IV. Translation Requirements for Minimal Risk Studies:
Studies that are eligible for expedited review, involving minimal risk, also require translation of
the consent/assent forms and study documents; however, certified translation or an independent
back translation is not required. The IRB will accept documents translated by an individual fluent
(i.e., can speak, read and write) in a given language. Native speakers who have demonstrated
proficiency in English may serve as sources of translation, including knowledgeable members of
the research team or faculty or instructors of foreign language programs at UW Oshkosh or
another academic institution. UW Oshkosh Foreign Languages Department holds a list of faculty
and staff members who are fluent in languages other than English. The qualifications of the
individual performing the translation will be assessed by the IRB. A letter from the translator
describing their background and qualifications must be provided with the translation documents.
V. IRB Review and Approval of Translated Documents:
It is unlikely that the IRB will have members proficient in many of the languages that are
presented to the IRB for review. Therefore, the IRB’s review will focus on the whether the
translation method is appropriate for the study based on:
 Translator’s/interpreter’s background, experience, and language proficiency
 Local cultural context and issues
 Risks to subjects
The IRB may invite ad hoc consultants to assist in the review of translated documents and to
explain the cultural context of documents, however ad hoc consultants cannot vote on IRB
business.
VI. IRB Review and Approval of Translator/Interpreter Selected:
The IRB will review the supplemental Non-English Speaking Participants Form to determine
whether the selection of the translator/interpreter is appropriate. The researcher is responsible
for ensuring that all materials are provided to participants in a language understandable to them.
 The IRB recommends that the translation/interpretation be performed by someone who
holds no relationship to the participant.
 Privacy, confidentiality, and accuracy of translation/interpretation should be considered
if family members or friends are asked to be translators/interpreters.
 If a member of the research team speaks the participants’ language, they may act as the
interpreter and the person obtaining consent if the IRB approves of the method.
(Note: A member of the research team acting as interpreter and person obtaining consent
cannot also act as witness when using short form consent method as described in Part
I.B.2.).
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Children are usually not appropriate interpreters, except in rare situations where children
are considered adults in the local setting, the risks are low, there are no alternatives, and
there are no potential conflicts of interest.
If the research involves a medical procedure, a trained medical translator should be used
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