3. Change Categories of Exempt Research

e It is recommended that all investigators who believe their
research is exempt watch this video about the changes to
exemption in the revised Common Rule:

https://tinyurl.com/OHRP-exempt

 What is not new:

e The IRB (usually the chair) makes the determination of Exempt
status. Researchers complete the standard IRB application and
makes a case for exempt status.

* Exempt means
* no collection of signatures
\sl  only the chair (or a representative) reviews the application
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Exempt Human
Subjects Research

e Meets the definition of human subjects research. /—\
Ve rVI eW O Exempt studies involve human subjects research: research involving a living individual about whom data Requlreme.nts:
or biospecimens are obtained/used/studied/analyzed through interaction/intervention, or identifiable, *HS education
eInclusion tracking

for all except 4

8 Exemptions Consider

private information is used/studied/analyzed/generated

Se d e Meets the criteria of one of the following exemptions: sLimited IRB review
for 7 & 8; and some

study designs under

e : I Exemption 2: uses
. . 2 and 3.
Exemption 1: conducted educational tests, surveys,
. . . . . . . . *Broad consent for 7
in an educational setting interviews, or observations of Exemption 3: uses benign &3
using normal educational public behavior unless behavioral interventions

[ ]
@ategories i n pose ik WA 55 ot
- Cannot include any other procedures, such ana pose risks required for 1’ 4[ 5’

as collection of clinical data or biospecimens

Exemption 4: involves the ;}

collection or study of data or
specimens if publicly

(Cannot involve
prisoners, unless

Exemption 5: public service

. Exemption 6: taste and food
program or demonstration

available or information roiect quality includes a broader
recorded such that subjects el Ipopmation that
cannot be identified happens to include
kprisoners.
(Comorme )
research use of identifiable children in:

biospecimens for secondary
research use. Broad consent

*Exemption 2 if

information or biospecimens. ; °
investigators

Broad consent and limited

is and limited IRB review are . . participate in the
. IRB review are required. L .
\ ] required. activity being
observed or includes

kExemption 3. /
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Exemption #1 (see guidelines)

(1) Research, conducted in established or commonly accepted
educational settings, that specifically involves normal educational
practices that are not likely to adversely impact students’
opportunity to learn required educational content or the
assessment of educators who provide instruction. This includes
most research on regular and special education instructional
strategies, and research on the effectiveness of or the comparison
among instructional techniques, curricula, or classroom
management methods.
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Exemption #2

(2) Research that only includes interactions involving educational
tests (cognitive, diagnostic, aptitude, achievement), survey
procedures, interview procedures, or observation of public
behavior (including visual or auditory recording) if at least one of

the following criteria is met:
e (i) The information obtained is recorded by the investigator in

such a manner that the identity of the human subjects cannot
readily be ascertained, directly or through identifiers linked to

the subjects; or




Exemption #2

e (ii) Any disclosure of the human subjects' responses outside the
research would not reasonably place the subjects at risk of
criminal or civil liability or be damaging to the subjects' financial
standing, employability, educational advancement, or
reputation; or

e (iii) The information obtained is recorded by the investigator in
such a manner that the identity of the human subjects can
readily be ascertained, directly or through identifiers linked to
the subjects, and an IRB conducts a limited IRB review to make
the determination required by §46.111(a)(7).
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Limited Review (expedited review mechanism)

e A committee member (other than the chair)
reviews the Exempt application

* The review is "limited to a determination that
there are adequate provisions to protect the
privacy of subjects and to maintain the
confidentiality of data.”

* No need for continuing review.
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Exemption #3

(3)(i) Research involving benign behavioral interventions in
conjunction with the collection of information from an adult
subject through verbal or written responses (including data entry)
or audiovisual recording if the subject prospectively agrees to the
intervention and information collection and at |least one of the
following criteria is met:

(A) The information obtained is recorded by the investigator in
such a manner that the identity of the human subjects cannot
readily be ascertained, directly or through identifiers linked to the
subjects;




Exemption #3(i)

(B) Any disclosure of the human subjects' responses outside the
research would not reasonably place the subjects at risk of
criminal or civil liability or be damaging to the subjects' financial
standing, employability, educational advancement, or reputation;
or

(C) The information obtained is recorded by the investigator in
such a manner that the identity of the human subjects can
readily be ascertained, directly or through identifiers linked to the
subjects, and an IRB conducts a limited IRB review to make the
determination required by §46.111(a)(7).
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Exemption #3

3(ii) For the purpose of this provision, benign behavioral
interventions are brief in duration, harmless, painless, not

physically invasive, not likely to have a significant adverse lasting

impact on the subjects, and the investigator has no reason to

think the subjects will find the interventions offensive or

embarrassing. Provided all such criteria are met, examples of

such benign behavioral interventions would include having the
subjects play an online game, having them solve puzzles under
various noise conditions, or having them decide how to allocate a
nominal amount of received cash between themselves and
someone else.




Exemption #3

3(iii) If the research involves deceiving the subjects regarding the
nature or purposes of the research, this exemption is not
applicable unless the subject authorizes the deception through a
prospective agreement to participate in research in
circumstances in which the subject is informed that he or she will
be unaware of or misled regarding the nature or purposes of the
research.
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