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POLICY

Each human subject research study will be carried out under the oversight of a local Principal Investigator (PI).
Pls are responsible for the conduct of all research activities in a study they oversee, including activities they
may have delegated to research staff.

PROCEDURE:
A. Each study shall list only one Pl in the submission e-system’s staff list.

B. The Pl should have the necessary training and background to conduct studies in accordance with the
protocol; organizational policies and procedures; and applicable regulations and policies, including but
not limited to those concerning IRB review, informed consent requirements, reporting requirements,
maintenance of records, retention of records, and supervision of research conduct. This training and
background shall be documented in the curriculum vitae, resume, or other equivalent document
uploaded to the PI's CLARA profile.

C. The PI will complete and remain current on research-specific training courses as required by UAMS
Administrative Guide Policy 16.1.086, titled “Mandatory Education Policy for Investigators/Study
Personnel Participating in Human Subject Research Projects”.

D. PIs shall know how to access UAMS IRB and institutional policies related to research.

E. Pls must verify they have the resources, including but not limited to time, equipment, and necessary
staff in terms of numbers and qualification in order to conduct the research in a way that minimizes
risks to participants.

F. Pls will ensure all study staff are appropriately trained on study procedures and will delegate study
responsibilities only to qualified personnel. The PI will ensure that the staff listing in the IRB e-
system is accurate, and that while this task may be delegated to the research team, the Pl is
ultimately responsible for accuracy of the staff listing.

G. All Pls must report significant interests in accordance with institutional policy.

H. Student Pls, including fellows and resident physicians, must list their faculty adviser as a co-
investigator or responsible study staff member. The adviser should be given the ability to manage the
e-system submission.

. Pls agree to conduct approved research in accordance with the approved protocol, applicable
regulations and institutional policies, and finalized IRB determinations and decisions.

J. The Plis required to promptly report to the IRB any proposed changes to the research. The
investigator cannot implement changes to the research without prior IRB review and
approval, except where necessary to eliminate apparent immediate hazards to the
participants as per IRB Policy 8.1.
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REFERENCES

21 CFR 312.66

21 CFR 812.150(a)

FDA Information Sheet: Guidance for Sponsors, Clinical Investigators, and IRBs
OHRP Investigator Responsibilities FAQs

AAHRPP Elements III.1.B, IIl.1.D, 1ll.2.A, 111.2.B, 111.2.C

AAHRPP Tip Sheet: Financial Conflict of Interest for Researchers and Research Staff
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