THE UNIVERSITY OF ARIZONA
ZAS Research & Principal Investigator (Pl)

Partnerships  Responsibilities after IRB Approval

Researchers are ultimately responsible for the conduct of their research. While responsibilities may
be delegated to research staff, the Principal Investigator (Pl) must maintain active oversight and
retains ultimate responsibility for all research activities and personnel. The University of Arizona is
responsible for ensuring that faculty, staff, and students comply with University, sponsor, state, and
federal regulations.

The PI of an approved research study is responsible for the following:

Conduct the study in strict accordance with the current IRB-approved research protocol.
Submit all changes for approval prior to implementation, except where a change may be
necessary to eliminate an apparent immediate hazard to a given human subject.

Ensure that prospectively obtained and appropriately documented informed consent
is obtained in accordance with the current IRB-approved protocol.

Ensure that a Continuing Review is submitted prior to the expiration of the project, if applicable.

Promptly report all reportable items and non-compliance per the Reportable New Information
guidance.

Maintain adequate records during and after the study concludes of research data,
outcomes, reportable items, and communications with the IRB and sponsor.

Ensure that all research staff, collaborators, undergraduate student researchers, and
colleagues assisting in the conduct of the research study have the appropriate training and
credentials to conduct the research; and are appropriately informed of (i) the study
procedures; (ii) informed consent requirements; (iii) the potential adverse events associated
with study participation and the steps to be taken to reduce potential risks; (iv) adverse event
reporting requirements; and (v) data collection and record-keeping criteria.

Ensure appropriate oversight of all study team members, including undergraduate student
researchers. This includes clearly defining each individual’s role within the study and providing
supervision aligned with their experience and assigned responsibilities. Undergraduate
involvement should be limited to tasks for which they are adequately prepared, with close
oversight by the Pl or qualified senior research staff, particularly when tasks involve
participant interaction or access to identifiable data.

Promptly respond to all requests for information or materials requested by the IRB and Human
Subjects Protection Program.

Request IRB approval for any proposed modification prior to implementing such modification, if
applicable.

Obtain initial approval and continuing review (if applicable) of research in a timely manner to
maintain IRB approval throughout the life of the study.

Promptly conclude or transfer research activities when the Pl leaves the institution or completes
thestudy.

Ensure that human research subjects are kept fully informed of any new information that
may affect their willingness to continue to participate in the research study.

Ensure, if applicable, that conduct of the research study adheres to Good Clinical Practice (E6)
guidelines, U.S. Food & Drug Administration (FDA) guidance on data retention, and regulations
related to FDA drugs (21 CFR 312) or devices (21 CFR812).

Do not accept “finder's fees” or “bonus payments” for participant recruitment.
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The study Pl and IRB are mutually responsible for ensuring that:

e Risks to research subjects are minimized by using procedures which are consistent with sound
research design and which do not unnecessarily expose the subjects to risk.

e Risks to human subjects are reasonable in relation to the anticipated benefits.

e Selection of human subjects and patients for research participation is equitable.

e Individuals and the IRB are adequately informed of the risks and benefits of research and any
change that may affect their willingness to continue to participate in the research study.

e Informed consent of human subjects will be obtained in advance of research participation
or appropriately waived.

e The privacy of human research subjects is protected, and the confidentiality of data is
maintained.

e Appropriate additional safeguards are included in the study to protect the rights and
welfare of human subjects who are likely to be vulnerable to coercion or undue
influence.
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