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Patient-oriented research. Research conducted with
numan subjects (or on material of human origin such as
tissues, specimens and cognitive phenomena) for which an
Investigator (or colleague) directly interacts with human
subjects. Excluded from this definition are in vitro studies
that utilize human tissues that cannot be linked to a living
Individual. Patient-oriented research includes:

a. Mechanisms of human disease,

b. Therapeutic interventions,

c. Clinical trials, or

d. Development of new technologies.

Epidemiologic and behavioral studies
Outcomes research and health services research
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NIH definition of Clinical trials

* A research study in which one or more human
subjects are prospectively assigned to one or more
Interventions (which may include placebo or other
control) to evaluate the effects of those
Interventions on health-related biomedical or
behavioral outcomes.
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Oversee Operations (RNs) 2
Contract negotiation 2
Budget design and negotiation 2
Coverage analysis 2
Regulatory review and support 2*
IRB pre review (clinical research facilitators) 2*
Accounts receivable/accounts payable 2

Research coordinators
CTMS “Super Users” trained 5
IT, data entry, data “extraction” support 2%

*Supported by CTSA
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Scientific Review: Final Products

Departmental Scientific Review Commitiee Policy

Pumose: The purpose of the scientific review is to ensure that proposals reflect an
acceptable level of scientific rigor and merit prior to ethical (IRB) review. Ensuring
scientific merit is a key compeonent in protecting the rights and welfare of our human
research participants. Through the scientific review process we ensure that the study is
well designed and has adequate resources so that we do not expose research subjects
to unnecessary harms.

Specifically, accreditation standards require the scientific review shall confirm the
following:
a) the research uses procedures consistent with sound research design, which do
not unnecessarily expose subjects to risk;
b} the research is likely to answer the proposed question; and
c) thek led: cted to result from the research has scientific
|mpor1n1r.e

Scienfific review committees should insure that the evaluation of the scientific merit of
protocols does not conflict with principles of academic freedom

This palicy is designed to allow the IRB to focus its efforts primarily on ethics issues
regarding human subject protections. While the IRB will continue to review issues of
scientific design and subject safety as needed in the context of subject protection, the
scientific review policy will enable those with the most relevant scientific expertise to be
responsible for assessing scientific merit.

Purview: Projects that will undergo departmental scientific review prior to IRB review
will include research protocols that are:
» investigator initiated and have not undergone peer review (e.g., pilot studies,
unfunded research projects);
sponsored by industry, but not under an IND or IDE application (e.g., single site
clinical trials);
supported by national or local funding agencies which do not have a robust peer
Teview process.
Research proposals that have undergone equivalent or greater scientific review by
another body will not require departmental/school scientific review prior to submission to
the IRB. Such research proposals include those that are/have:
= undergone peer rewew and is under consideration for funding by federal
ies (e.q., but not ily limited to NIH, NSF);
= supported by national or local funding agencies with robust peer-review
P (e.q., including but not rily limited to American Heart
Association, American Cancer Society, Alzheimer's Association);
= sponsored by industry AND being conducted under an IND or IDE application
(e.q., multi-site clinical trials);

Departmental or School Scientific Review of Human Subjects Research Protocol Documentation

Fill out either Section A or B

A mslxunmnlduﬁnnlmqmenanmm]f&hmlsmmﬁcmmwm
D ltis funded by a federal agency. Please

=] hlssnppmhedhyamhnmlmhﬂ]ﬁmdmgigmmlhrduﬂpﬂ{empmm
Please specify

=} hisspnnxmdhyinﬂuskylmitﬂ'ngmrﬂnniumhmINDmﬂ)EappﬁmﬁmLle
specify

a hmlsﬁlhﬂlmrchmedﬂulkﬂshmlmuwdhyaﬁmﬂlldvmrym

{(e.g., thesis or dissertation research). Please specify
o hlslsmdyﬂulwwldbemg.r&das “Exempt’ from [RB approval.

B. The Scientific Review i ofam'-.-.,.‘ has the above-named

1. The rationale for the study is clearly stated and the
rationale is scientifically sound.
2. The ams and/or comresponding hypothesis are clearly
stated.

(and v as

is clearly defined.

Inhqnakmdlmmydahmthhtﬂxrm(ﬂr
from the i igator) to justify the p d research. An
adu[ulteljtemﬁnemﬂzwhxsbeendammzmmﬂns

. The question or kypothesis being tested is providing
i to the field

. The design of the study is appropnate for the questions
posed.

. A]]mmareofappmprmheqnahﬂymﬂapphcahhty
for the proposed study

. _The ject ion 1s iate.

the ‘Other Documents” with the IRE
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