
approval process documentation.
Other checklists are simply to assist IRB

reviewers, and an example of this is the con-
sent/assent checklist, which is used as a quality
improvement review, she notes. (See sample of
consent/assent checklist, below.)

“We ask IRB reviewers to use this checklist as
a guide to make sure the proper elements are in
the informed consent form,” Kuhl explains.

For most protocols, an IRB reviewer will use
just one checklist. However some studies might
require additional ones.

For example, there is a checklist for Veterans
Affairs research, called the VA research reviewer
checklist, and there’s a HIPAA authorization
checklist and a HIPAA waiver of authorization
checklist.

IRB members accepted the use of checklists as
they saw much was required to meet the accredi-
tation standards, Kuhl notes.

“The buy-in was the accreditation process,”
she says. “As we went through that, we showed
IRB members what we as an institution needed
to do to meet the highest standards of a research
institution.”

Then the office of research integrity gradually
added new checklists to the process, until all of
them were being used and incorporated into the
protocol reviews.

As the checklists have been used, they also
have been incorporated into the IRB meeting
process, Kuhl says.

“At IRB meetings, they will project the check-
list on a screen at the end of each protocol, and
they’ll go through each item on the list and have
an assistant checkmark it as it shows up on the
computer screen,” Kuhl says.

Here are some sample items from the criteria
for University of Kentucky’s IRB approval
reviewer checklist:

• Risks to subjects are reasonable in relation to
anticipated benefits, if any, to subjects, and the
importance of the knowledge that may reason-
ably be expected to result (achieved from
research interventions).

• Risks to subjects are minimized by using
procedures that are consistent with sound
research design and which do not unnecessarily
expose subjects to risk.

• When possible, risks to subjects are mini-
mized by using procedures already being per-
formed on the participants for diagnostic or
treatment purposes.

• The research proposal addresses the likeli-
hood of harm and magnitude of harm (encom-
passing potential physical, psychological, social,
and/or economic risks to the subjects).

• The research is likely to achieve its proposed
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List helps staff keep track

The office of research integrity at the University of
Kentucky in Lexington, KY, has developed a con-
sent/assent checklist for a quality improvement
review of informed consent documents.
Here are some sample items from the checklist:
Does the informed consent document contain:
• Protocol title
• Principal investigator
• Co-investigators/Study staff
• Department(s)
• Phone number(s)
• Statement that study involves research
• Explanation of the purposes of the research
• Expected duration of the subject’s participation
• A description of the procedures to be followed

• Identification of any procedures which are experi-
mental
• Description of any reasonably foreseeable risks or
discomforts to the subject including social and psy-
chological risks
• A statement indicating the likelihood of risks or dis-
comforts occurring, if any, and the ramifications
associated with the risks/discomforts
• Description of any benefits to the subject or to oth-
ers which may reasonably be expected from the
research
• Disclosure of appropriate alternative procedures or
courses of treatment, if any, that might be advanta-
geous to the subject
• A statement describing the extent, if any, to which
confidentiality of records identifying the subject will
be maintained and possibility of records being
reviewed by sponsor, FDA, OHRP, university author-
ized personnel
• For research involving more than minimal risk, an
explanation as to whether any compensation is avail-
able, and an explanation as to whether any medical
treatments are available, if injury occurs and, if so,
what they consist of, or where further information
may be obtained.

University of Kentucky’s IRB
consent/assent checklist
assists with IC review




