USAIRB Policy and Procedure

IRB SOP 103
Activities Requiring IRB Review

Purpose

The purpose 6this ¢andard gerating procedure (SP) is® provide giidance o the type of
research ativities aubject o review aml agproval. h order to ensurethe nghts,welfare, and
protection d all subjects, allhuman sibjectsresearch, ad all other activitieswhich in part
involve human subjecesearchyegardless ofonsorshipmust be reviewed ad approved by
an IRB por to initiation. Thismcludes all interventions ahinteractions wth human subjects
for research,including avertising, ecruitment and/or sreening d potential subjects.

Sope

All USA IRBgiicies aml procedures pply to all human abject’s esearch conductedythe

University d South Alabama facultygaff or studies a by anyone @nducting esearch in which

the participation d University & South Alabama meets theefinition of “engagement” as

indicated by theCOffice of Human Research Protections 100 1 HRPa 9rhiboR08



USAIRB Policy and Procedure

Food and Drug Administration (FDA)he office responsible for implementing regulations
governing the use of investigational drugs, biologics, devices and radiological procedures
including radioactive drugs in clinical investigations with humans.

Human Subjec{as defined by DHHS regulationsA living individual about whom an

investigator (whether professional or student) conducting research (i) obtains information or
biospecimens through intervention or interaction with the individualsg uses, studies or
analyzes the information or biospecimens; or (ii) obtains, uses, studies, analyzes, or generates
identifiable private information or identifiable biospecimens.

Human Subject (as defined by FDA regulatiods) individual who is doecomes a participant

in research, either as a recipient of the test article or as a control and/or an individual on whose
specimen a device is used. Under the FDA regulations and guidance, a human subject may
include individuals whose déentified tissuespecimens are used in in vitro diagnostic medical
device research.

Human Subjects Resear@hany researchbr clinical investigatiothat involves human subjects

Intervention includes both physical procedures by which data are gathered (e.g., venipenctur
and manipulations of the subject or the subject's environment that are performed for research
purposes.

Interaction includes communication or interpersonal contact between investigator and subject
or legal representative in the case of minors or other vulnerable populations.

Private information
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investigations or interviews (structured or opended) that focus on
specific events (current or historical), views, etcctSimvestigations or
interviews may be reported or published in any medium, e.g, print
newspaper, documentary video, online magazine.

X Public Health Surveillance Activities

X Collection and analysis of information, biospecimens, or records
for criminal justice or criminal investigation purposes

X
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e Depatment of Edication (34CHR 97)
e Depatment of VeteransAffairs (38 CR 16)
e Envronmental Protection Agency(40 CRR26)
e National Seéence undation @5 CHR690)
e Depatment of Trangortation (49CR 11)
(Note: Subparts B,C and Dhavebeen adopted only by DHHS.)

Health Insurance Portabllity Privacy At (HIPAA)

The IRB aoserves as theHPAARivacy Bardfor allhuman particpantresearch at
USA andts affiliates.It mustassue that HHPAArulesand al other privacyand
confidentiality reguations ae met for al reseach conduded at USA andts affiliates
(45 CH 46, Pats 160, 162,and 16}; 38 CRR46, Pats 160,

162,and B4).

State and Local Law

USAis committed to assuing that human participant research comgieswith all
applicalde date and loc
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procedures, regardless of fumdj and whether performed in USA facilities or at offsite
locations.

21

2.2

Procedures

Requirements for Approval of Research at NUBA Facilities

Any human subjects research conducted in whole or in part outside of USA
facilities must be reviewed and approved by USA IRB prior to initiation if it
satisfies any of the following criteria.

It is conducted by or under the direction of USA personnel in connection with his
or her USA responsibilities.

It uses USA property, facilities, or resources to support or carry out the research.
The name of the University of South Alabama is used in applying for funds (intra
or extramural).

The name of the University of South Alabama is used in explanations and/or
representations to subjects.

The investigator plans to use his/her University of South Alabama association in
any publication or public presentation resulting from the research.

Non-public information from USA will be used to identify or contact human
research subjects or prospective subjects.

IRB Approval dResearch to be Conducted at a NABA Institution
The researcher will need to obtain approval from the N4BA IRB. dalitionally,

the local USA IRB may alsguire approval.Thiswill be reviewed on a caday-
case basis.

1.0 Determination of Human Subjects Research

11

When an investigator submits a new application; the IRB Office or designee will
review the application and determine if the study meets the criteria for human
subject’s research.

1.1.1 If the submission meets the criteria of human subject’s research the
application will be reviewed according to the applicable SOPs. The
investigator will be notified and may be instructed to resubmit under an
alternate review pathway.

1.1.2 If the submission does not meet the criteria of human subject’s research,
the investigator will be notified.
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