Drake University Institutional Review Board (IRB)
Protocol Reviewer Checklist

Note: The following checklist is designed for protocol reviewers (for any type of protocol: full board
review, expedited, or other) as a aid in making sure studies involving human subjects research adhere to
current federal regulations. This are not intended to be either all inclusive, nor to take the place of
critical review. Rather, they are intended as a shorthand guide to aid reviewers in complete and
thorough assessment of studies reviewed.

Overall Criteria for IRB Approval of Research

0 Risks are minimized
¢ Risks to subjects are reasonable in relation to anticipated benefits
¢ Subject selection is equitable
¢ Informed consent is sought from each subject (when applicable)
o Subjects are able to give autonomous consent
Informed Consent Document Review
0 Remember: Consent is a PROCESS, the consent form is a RECORD of the information contained

and the subject’s willingness to participate.

¢ Must be understandable: written at generally a 8" grade level, jargon minimized, in appropriate
language for subject. Investigator leading consent process in a non-English speaker should be able to
speak the native language of the potential subject

¢ No exculpatory language can be in the consent document
¢ Required Elements of Consent Document:
0 A statement that the study involves research, the purposes of that research, the expected

duration of the subject’s participation, a description of the procedures involved in the research and
which procedures are experimental



0

0

Description of reasonably foreseeable risks or discomforts

Description of benefits to subject

Disclosure of appropriate alternative courses of treatment/procedures (if applicable)
Statement concerning subject confidentiality

An explanation as to whether any compensation is available if injury occurs

A statement concerning who the subject can contact about the research and the subject’s rights

(must include IRB office/email)

0

A statement that participation is voluntary, refusal to participate will incur no penalty, and the

subject may discontinue participation at any time without penalty or loss of benefits

0

o

Additional elements on the consent form when appropriate:

A statement that the study procedure may involve risk to the subject that are currently

unforeseeable

%

o

o

0

0

Anticipated circumstances in which the Pl can terminate subject participation
Any additional costs to patient

The consequences of a subject’s decision to withdraw from research
Approximate number of subjects involved in study

A statement that significant new findings which may relate to the subject’s willingness to

participate in the research will be provided to the subject



