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» it & A] (The Nuremberg Code, 1947)

o @ ¥FH ST (WMA, Declaration of Helsinki, 1964)
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(2) AAHRPP 3235

What is AAHRPP

« Association for the Accreditation of Human
Research Protection Programs (AAHRPP)

» Nonprofit association, founded in 2001

» Offers accreditation to organizations that
conduct, review, or manage research involving
human participants

» Seeks to identify quality programs; promote
innovative practices’ and, ensure regulatory
compliance.
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AAHRPP

» As of June 2017, 241 organizations—including 45
international entities—have earned AAHRPP
accred.

« AAHRPP has accredited organizations across the
United States and in Belgium, Brazil, Canada,
China, India, Mexico, Republic of Korea, Saudi
Arabia, Singapore, South Africa, Taiwan and
Thailand.

* NIH, the world'’s largest public funder of research,
and Pfizer, the largest industry sponsor of clinical
research, have earned accreditation.
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Why TPEVGH needs ?
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Implementation Letter

Date: Nov 12, 2015
TPEVGH IRB No.: 2015-11-001A

Depariment/Principal Investigator: Department of Chest Medicine/Chao-Hua Chiu, M.D,
Protocol Title: Upfront pemetrexed and cisplatin versus vinorelbine and cisplatin in
non-squamous non-small cell lung cancer patients with brain metastases

The protocol has been approved by the Institutional Review Board (1) of Taipe Veterans
General Hospital and supervised by the Institutional Review Board (1) of Taipei Veterans
General Hospital.

The implemsentation of the protocol is approved
o oud. L2
"

Fa-Yauh Lee, MD.

ional Review Board
Veterans General Hospital
Taiwan, RO.C.
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General Clinical Research Center
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Post-approval monitoring
(PAM)

* HHS Inspector General Report
“Institutional Review Boards: Atime 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.”

» Recommendation: “...increased |IRB awareness
of
on-site research practices.”
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AAHRPP Standard I-5.A

» The Organization conducts audits or surveys or
uses other methods to assess compliance with
organizational policies and procedures and
applicable laws, regulations, codes, and
guidance. The Organization makes
improvements to increase compliance, when
necessary.

Post-approval monitoring
(PAM)

* Monitors research projects to confirm
compliance with :
» IRB protocol, Regulations, Institutional policies,
Record-keeping
* Addresses non-compliance with corrective and
preventive action plans

* |t is IRB to make the final determinations
regarding serious or continuing non-
compliance

* PAM is not “IRB police’, it is educational.
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Last, but not the least ......

+ AAHRPP site visit, TPEVGH, 2016.12.8-9
« No areas of concern

+ Some suggestions after the formal Site
Visit ...

» There are many Full Review cases with only
minimal risks.
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Thanks for your attention

We are looking forward to having your input.

Please email to hrpc@vghtpe.gov.tw

2017/11/7

18



