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Short Form
The following document will guide you on the Organization’s requirements for use of a short form written consent document for enrollment in research. Click here to review the full UNMC HRPP Policy 5.5.

Policy Summary:
Permitted under the following conditions:
· The subject/LAR cannot understand English,
· There is no time to create and obtain IRB approval for a fully translated ICF, and
· The study offers direct therapeutic benefit to the subject

Key Restrictions:
· NOT a substitute for a fully translated Informed Consent Form (ICF) when a significant number of non-English speaking subjects are expected
· Enrollment limit: no more than 3 subjects per language, per protocol 
· More than 3 = fully translated ICF required
· Short form use with external IRBs is allowed only if approved by the IRB of record


Use of the Short Form: Step-by-Step Process
1) Log into RSS
2) Find the application you need a short form for
3) On the left-hand side, click [image: ]
4) Select “Short Form Request”.
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5) A pop up will appear. Read the pop up and click “Ok” when you are ready to proceed
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6) Fill in and submit the form. The form must be approved by the IRB Executive Chair/designee 
7) Approval is:
a. Valid for 2 weeks
b. Valid for 1 subject only
c. Extensions require justification 
8) The short form templates are found on the UNMC IRB website here
9) If no pre-approved short form exists in the needed language:
a. Investigator translates it
b. Investigator submits the translated short form to the ORA for expedited review and approval

Short Form Consent Process:

Interpreter & Witness:
· A Qualified Interpreter fluent in both English and the subject’s language is required
· If the subject provides their own interpreter, a Qualified Interpreter must still be present
· A minor may NOT serve as an interpreter
· A witness fluent in both English and the subject’s language is required
· The interpreter may serve as the witness, but study staff may not

Consent Process:
1. The subject receives a copy of the short form
2. The investigator explains the short form and presents key information first
3. Research and rights are described using the English ICF as a guide
NOTE: the interpreter should have a copy of both the short form and ICF in advance
4. The subject/LAR signs the short form
5. The person obtaining consent signs the English ICF
6. The witness signs BOTH documents
7. Copies of the signed forms are given to the subject/LAR
8. The consent process is documented in either:
a. the medical record, or
b. The study subject record


Considerations for Minors:
· The short form must be signed by the parent/guardian of the minor
· Minors must provide assent as follows:
· Ages 7-12: must be verbally assented, with documentation in the record
· Ages 13+: must sign the short form
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