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educational sgttings involving normal curticulum (even if minots are involved), and
research conducted using archival da1a !

° Expedited Status: Granted by the IRB to tesearch projects that (a) mvo]ve miniral risks t
the participants; and (b) do not involve sensitive top1cs, and (c) do not utilize vulnerable
populations; and (d) include research using questionnaites, surveys, and intetviews that : are
not anonymous (i.e., participants can! be identified).

° Full Boatd Review Status: Granted bv the IRB to reseatch plo] ects that (a) involve mote
than minimal risks to the patticipants, ot (b) involve a sensitive topic, ot (c) involve a

vulnerable pgpulation.

Determination Status: Upon completing the teview process, the IRB will make a detenmmauon for

each research piotoc«)l apphcatlon as indicated below: |
|

* Incomplete or Not Ready for Review: materials submitted are incomplete ot missing
components for the IRB to make a detetmination (apph( ants ate asked to reviseand
resubmit).

® Require Modifications to Secute Apptoval: materials submitted requite clddiﬁiO]’ldl details ot
clatification for the IRB to make a determination (apphcants are asked to revise and
resubmit). ‘ :

® Approve: mat enalb submitted address all required components, the IRB has dc1te1mmed
the research grotocol meets DHHS requitements for eth1cal <,onduct of research.

\
* Approve with Conditions: materials submitted address all 1eqmred components, the IRB

has detetmined the research protocol meets DHHS trequitements for ethical conduct of
tesearch, but conditions are reqmre before the researchet can begin the study (for example,
a third-party pemnssion letter is needed, such as from a medical facility, school district, ot
a pattnering university IRB, to grant the reseatcher apptoval).

* Disapprove: atetials submitted address all reqL]ji'ed components, the IRB has determined
the research protocol does not meet DHHS requirements for ethical conduct of research.

IRB Amendment: If after receiving IRB approval, a researcher needs to amend the study protocol
ot timeline, the researchet must submit a completed IRB amendment request.

Animal Research: Research protocols shall be designed to minimize unnecessaty utilization of
animal subjects if other methods can yield the same ot equivalent types of data. A1l anirmal research
procedutes will conform to the guidelines established by the Ametican Vetetinary Medical
Association (AVMA) and published by the AVMA National Academies of Practice. Enaphasls on
the use of animals in research Sﬁlaﬂ be on humane treatment and proper care and handling of
animal subjects. All researchets using animal sub]ects must be instructed in theirproper: care.
Responsibility to ensure training fot animal maintenance staff and research workers lies with the
principal investigator (PI) of the reseatrch pro]ect using the animals. Approval of a ref;ec;mh
protocol by the IRB tequires the principal investigator to submit a plan to address humane
treatment and maintenance requirements of anitnal subjects. The plan must also mclude provisions
for training research staff to comply with AVMA guidelines. :
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