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“Human Research”

* The definition of research as defined by the
Department of Health and Human Services (DHHS)
regulations: “Research means a systematic investigation,
including research development, testing and evaluation,
designed to develop or contribute to generalizable
knowledge.” 45 CFR 46.102 (d)

* The major criteria used for determining whether an
activity is human research are:
(1) Whether the activity is research, i.e. a systematic

investi%ation designed to develop or contribute to
generalizable knowledge; and

(2) Whether it involves human subjects.

Maybe subjects for Exempt

* The senior IRB staff will also take into consideration the
following examples of activities that may not be human
research:

1. Program evaluations, classroom exercises, public health
activities and case reports with no intention to develop or
contribute to generalizable knowledge are not considered
research.

2. Quality assurance (QA) projects are activities designed to
determine if aspects of any practice are in line with established
standards. Quality improvement (Ql) projects are designed to
improve the performance of any practice in relation to an
established standard. If QA and Ql projects do not involve
systematic investigation and do not contribute to generalizable
knowledge may not meet the definition of human research.
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N3

o FEPREERS MRS X
* Inspection (by FDA, EMA, TFDA, etc.) (P 25 == /757 IRB)
* Auditing (by Sponsor) (CRO or Pl ZE F gl %7 GCRC)
e Monitoring (by CRA) (“N.Ph2EH)

o EPREEE N EFE X
* Auditing (by IRB)
» for-cause (JE{FI[{T# %), not for-cause (FI1TE %)
e Post-approval monitoring (by HRPC)
* Self-assessment (EH) °

Post-approval monitoring (PAM)

* HHS Inspector General Report
“Institutional Review Boards: A time to Reform”, 1988

* Finding: “...IRB have all to little information about how
the informed consent process really works and about
how well the interests of subjects are being protected
during the course of research.”

e Recommendation: “...increased IRB awareness of
on-site research practices.”
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