HOW DETERMINE WHETHER A STUDY IS EXPEDITED VS EXEMPT

Often, the determination of expedited or exempt research categories is a judgment call
rather than a hard line regulatory decision. However, the call should always be

grounded on the fundamental principle of human subject research (Ethical Principles of
the Belmont Report):

RESPECT FOR PERSON

o Treat individuals as autonomous agents.
o Protect persons with diminished autonomy

In general respect for person is an important requirement for
IRB approval of research and premised on:

e Voluntary consent to participate in research
¢ [nformed consent to participate in research
e Protection of privacy and confidentiality

e The right to withdraw from research participation without
penalty

BENEFICENCE

o Do unto others as you would have them do unto you:

JUSTICE

Are the research subjects treated the way | would like to be
treated in this situation?

Are the risks of research justified by potential benefit to the
individual and/or society?

Does the study design minimize risk and maximize the potential
for benefit?

Are conflicts of interest managed so that bias in important
judgments related to research conduct are unlikely?

o Distribute the risks and potential benefits of research equally among
those who may benefit from the research

The potential risks of research should be borne equally by the
members

The research project should not systematically select specific
classes or types of individuals simply because of their ease of
availability or their compromised positions as opposed to
reasons directly related to the of our society who are likely to
benefit from the problem being studied.

The research project does not exclude specific class or type of
person who is likely to benefit from research participation or in
whom the results of a specific kind of research are likely to be

applied.



HOW | DECIDE WHETHER A PROJECT IS EXPEDITED OR EXEMPT
...PERSPECTIVE OF AN IRB REVIEWER

This summary below is designed to help differentiate expedited from exempt studies.
The “How | decide whether a project is expedited or exempt” is an example of a
possible thought process the IRB might use when reviewing a study. The side by side
comparison are intended to highlight the differences between exempt and expedited.

First Level of Assessment:
= Examine the abstract and methodology, and determine if the research meets
the federal definition of both:
o Research and
o Human subject research.
. If it does not meet both, then it becomes: “NOT” Human Subjects Research
(NHSR) and a letter to that effect is provided.

Second Level of Assessment - If the project:
= Meets the definitions of “Research” and "Human Subject Research”, and
= It's using data or specimens that are “coded” with no link available to the
investigator “NO IDENTIFIERS" and “NOT LINKABLE to INDENTIFIERS”
Then these projects are also NHSR according to DHHS “Coded Specimen Guidance.”
A letter to that effect is provided.

For projects that still are not eliminated:
= Examine the six exemption categories and reflect on which category this project
fits.
= Once an exemption category that fits the project is identified, then
o Check to see if the subjects are:
Vulnerable subjects (vulnerable population)?
Children?
Whether the investigator is collecting and keeping identifiers?
Whether the information being gathered is of private or sensitive nature, and
Whether there are risks to participants from the information being collected?
= [|f the answers to any of these questions are “"yes”, then the project
should not be exempt.
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In comparing expedited and exempt projects:
> Exempt studies generally do not collect identifiers, while
> Expedited studies do collect identifiers.
> If the project does not fit any exempt category, or there are yes answers to
the questions below:
o Forward the project as expedited or full board for further
determination by IRB staff.



EXPEDITED RESEARCH CATEGORIES

The charts do not address requirements that may be imposed by other organizations, such as the Food
-and Drug Administration, National Institutes of Health, other sponsors, or state or local governments.

Chart 1: Is an Activity Research Involving Human Subjects?
Chart 2: Is the Human Subjects Research Eligible for Exemption?
Chart 3: Does Exemption 45 CFR 46.101(b)(1) (for Educational Settings) Apply?

Chart 4: Does exemption 45 CFR 46.101(b)(2) or (b)(3) (for Tests, Surveys, Interviews, Public Behavior
Observation) Apply?

Chart 5;: Does Exemption 45 CFR 46.101(b)(4) (for Existing Data, Documents, Records and Specimens) Apply?
Chart 6: Does Exemption 45 CFR 46.101(b)(5) (for Public Benefit or Service Programs) Apply?

Chart 7: Does Exemption 45 CFR 46.101(b)(6) (for Food Taste and Acceptance Studies) Apply?

Chart 8: May the IRB Review Be Done by Expedited Procedures?

Chart 9: May the IRB Continuing Review Be Done by Expedited Procedures?

Chart 10: May Informed Consent Be Waived or Consent Elements Be Altered under 45 CFR 46.116(d)?

Chart 11: May Documentation of Informed Consent Be Waived Under 45 CFR 46.117(c)?



