
Review of Informed Consent Documents (ICD) in PROTECT 

• An IRB shall require that information given to subjects (or legally authorized representatives [LAR],

when appropriate) as part of informed consent is in accordance with § 46.116. (45 CFR 46.109(b))

• The prospective subject or the LAR must be provided with the information that a reasonable person would 
want to have in order to make an informed decision about whether to participate, and an opportunity to 
discuss that information. (45 CFR 46.116(a)(4))

• Informed consent must begin with a concise and focused presentation of the key information that is most 
likely to assist a prospective subject or LAR in understanding the reasons why one might or might not want 
to participate in the research. This part of the informed consent must be organized and presented in a way 
that facilitates comprehension. Informed consent as a whole must present information in sufficient detail 
relating to the research, and must be organized and presented in a way that does not merely provide lists 
of isolated facts, but rather facilitates the prospective subject's or LAR's understanding of the reasons why 
one might or might not want to participate. (45 CFR 46.116(a)(5)(i-ii))

In reviewing the consent form, IRB members should promote disclosure of information that will help facilitate 

subjects’ understanding of the study and voluntariness of their subsequent decision to participate. 

• Confirm that the consent is consistent with information in the protocol and, if applicable, the IB or package
insert.

• Level and complexity of information in the ICD should be appropriate and culturally sensitive for proposed
subjects.

• Key information section should communicate material most relevant from potential subjects’ perspective.

• Required template language should be included appropriately.

• Procedures should be accurately described in an understandable manner.

• Risks are disclosed in a clear and understandable manner.  (If the study is an interventional trial, does the
risk section accurately reflect reasonably foreseeable risks included in the IB, package insert or device
information?)

• Potential for direct benefit (if any) is realistically described.

• As applicable, the ICD should describe appropriate reward, compensation, or non-monetary incentive in
such a way that undue influence is avoided.

• Consent form must be free of exculpatory language meaning it must not waive or appear to waive the
rights of the subject or release or appear to release those conducting the study from liability for negligence.

• When enrolling minors, confirm there is an age-appropriate assent form, as applicable, with information
conveyed in a meaningful manner.  (Investigators should use the OHSRP assent template.)

What if you have proposed edits to the consent/assent document(s) based on your pre-meeting review? 

• First check the “Reviews” tab to see if other members have already uploaded a consent with edits as part of

their review.  If yes, then download the most recently uploaded version and make your changes in the same

document.

https://www.ecfr.gov/on/2018-07-19/title-45/section-46.116
https://www.ecfr.gov/on/2018-07-19/title-45/part-46#p-46.109(b)
https://www.ecfr.gov/on/2018-07-19/title-45/part-46#p-46.116(a)(4)
https://www.ecfr.gov/on/2018-07-19/title-45/part-46#p-46.116(a)(5)
https://irbo.nih.gov/confluence/display/ohsrp/Assents+and+Assent+Template


• Download and edit the consent and/or assent documents using “tracked changes” during your pre-meeting 

review. 

• If the document needs a major re-write, it is fine to just insert comments and not re-write the ICD for the 

investigator. 

• While Board members should not rewrite the proposed ICD based on personal preferences, check to see if it 

is targeted at the recommended 6th-8th grade reading level using lay terms instead of technical words. See 

instructions to check readability statistics in Microsoft Word and “Additional Resources for Consent Forms” 

on the Consent Templates and Guidance OHSRP website page for tips to simplify consent terms.  

• When you have completed your review, upload the tracked consent(s) with your review in PROTECT.  All the 

combined suggested edits of the members will be reviewed and discussed at the IRB meeting. 

 

 

Voluntary decision  

https://support.microsoft.com/en-us/office/get-your-document-s-readability-and-level-statistics-85b4969e-e80a-4777-8dd3-f7fc3c8b3fd2
https://irbo.nih.gov/confluence/display/ohsrp/Consent+Templates+and+Guidance
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