38
AdventHealth

Orlando

Short Form Consent Use in Research
Quick Guidance

A non-English speaking subject is encountered.

Does protocol/sponsor allow enrollment of non-English subjects?

Is the consent form available in

Obtain the Short-Form from IRBNet in English

and subject’s language.

Select a mode of communication and contact
interpreter services (if you speak the same

language as the subject and sight translation is o

not needed, then interpreter svcs is not
required)

Communicate with the subject through the
use of interpreter services or qualified
bilingual staff to explain study. An <impartial
witness> must be present.

Obtain informed consent and signatures on
Short-Form:
e Subject
e <Impartial Witness>
e Interpreter ID# and/or signature
Provide Subject with Copies

Obtain the following signatures on the IRB
Approved English informed consent (Written

Summary):
e Research Staff
e <Impartial Witness>
e Hand write subjects name
(No subject signature)
Provide subject with copies

Keep original consent documents on file.
Include copies in patients medical records
(when applicable).

the subject’s language?

Use IRB approved ICF
in subject’s language

In person: (407)-303-3025

Phone svcs: 110-8510 or
(855)-485-2638

Video svcs: Use iPad

Notes/Reminders:

Please check with the study sponsor if they allow
enrollment of non-English speaking subjects on
the study. If allowed, then check with the IRB of
record, informed consent policy to ensure they
allow the use of a short-form. If not allowed,
then the informed consent must be translated in
the potential subject’s language and submitted to
the IRB for review and approval prior to enrolling
the subject on the study.

Ensure that an <impartial witness> is present to
oversee the entire informed consent process
from beginning to end. The <impartial witness>
must sign and date the short-form consent and
written summary.

An Informed Consent Checklist is recommended to ensure steps are not missed during this process.

Contact the IRB office at 407-200-2677 if you have any questions.
Reference: FH policy #010.024 Interpreter Services, SOP#401.116 Informed Consent Process and Written Documentation,
Guidance HRP-804 Short Form Consent Process
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