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What is an Institutional Review Board (IRB)?

©® An Institutional Review Board (IRB) also called as an Ethics Committee
(EC) is a body established generally under laws, regulations, codes and
guidance to protect the rights and welfare of human participants.

© EC should operate according to written procedures addressing very
crucial and essential aspects for instance :

- EC structure, membership and composition

- Scientific review, research exempted from review
- Expedited/Full board review

- Risk/Benefit review

- Privacy/Confidentiality

- Consent process

- Vulnerable participants

- Archiving
Accreditation Standards Domain Il, AAHRPP Accreditation Organization



Quality Ethical Review : How to Define?

» Quality is a measure of the ability of a product, process, or service to satisfy stated or

implied needs*
» A set of interacting elements established to direct and control an organisation**
with regards to quality
» Quality is the degree to which customer expectations are met***

» Major role of an Ethics Committee (EC) :

- To provide ethical advice to researchers in order to assist decision-making on the
adequacy of proposed research projects regarding the protection of potential and actual
human participants.

- The ECs are constitute and perform according to 4 principles for ethical review
= independence
< competence
< consistence
= fransparency

» Quality of Ethics Committee includes : accountability, transparency and timeliness. But

» Quality of Ethical Review from different stakeholders may vary?

* WHO GCP, Principle 14 Quality System
** 1SO 9000
*** Strategic Quality Management Training Workshop, WHO-TDR Clinical Coordination and Training Center, Thammasat,2009



Quality Ethical Review : Perspectives from
Stakeholders

< Sponsor : cost, timely service, legal matters

<= Researchers : timely, constructive feedback

= |nstitutes . adequate services in a timely manner,

knowledgeable IRB members and staffs
= Participants : enough and understandable information,
best protection

<= (Government agency : Comply to law & regulations,
good cooperation on site visit
and inspection

<= Public : trustworthy, consistent monitoring,transparency

and accountability
= Member of Ethics Committee : Integrity ???



Heart of Ethics

= |ntegrity (integer = wholeness nstnauludsfinndauazsay
895%)

1. Discerning what is right and what is wrong*

uanuaziraslafludsfigndas wiadslafluRsinnlinszansdn) =

2. Acting on what you have discerned even at

personal cost.
(UPiRmnReanmaudadngnaad)
3. Saying openly that you are acting on your

understanding of right from wrong
(ﬂiymﬁiuwau”lmmmimmnum mu"lﬂﬂgum"l,ﬂLﬁuuuimﬂ”lmwqummm

u,amLLﬂm'\Lﬂumwgnmmum)

*  Stephen L Carter, “Integrity” New York : Basic Books 1996
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*** From Juntra Karbwang'’s presentation



Approaches to quality practice of an IRB

* Policy of the Institute

* Certified/Trained IRB member

* Sufficient human and financial resources

* International accepted or world class practice
system

* Continuing internal quality monitoring system

* Accredited/re-accredited or recognized/re-

recognized by international certifying authorities




[The Need for Accreditation]

1. Recommendations from Regulatory Agencies :-

@ 1996 The General Accountability Office report in Scientific Research stated
that “little data exists that directly measures the effectiveness of human subject
protection requlations™

*- 1998 National Institutes of Health or OPRR (now OHRP) recommended
that “All IRBs undergo regular performance-based evaluations”?

2. Empowerment of participants :-

<o Patients (HIV and cancer patient group) have been empowered and

become more like research partners rather than traditional research subjects
3. Complexity of present day research, more difficult to review, and more difficult
to protect human subject. IRBs should be professionally qualified.

4. The need to assure the publics that its rights and welfare as research
subjects are being protected through IRBs’ functions.

1. General Accounting Office. Scientific Research : Continued Vigilance Critical to Protecting Human Subjects. GAO/HEHS-96-72.
March 1996.

2. Office of Inspector General. Institutional Review Boards : A Time for Reform (OEI-01-97-00193). Department of Health and Human
Services, June 1998

Access date 27 March, 2001. http://www.dhhs.gov/progorg/oei/reportindex.html

*** 1 and 2 Cited from Fish SS, Accreditation of Human Research Protection Programs. In : Institutional Review Board, Management and
Function, Bankert EA and Amdur RI, editors, Jones and Bartlett Publishers, Inc., 2006, page 319-21.


http://www.dhhs.gov/progorg/oei/reportindex.html

GOALS FOR IRB REVIEW/SURVEY

«-Provides feedback to IRB for improvement and
educational needs (internal and external)

«-Meets institutional obligation to evaluate IRB, not
just establish it (internal and external)

«Assures compliance with external standards
(internal and external)

«Accreditation provides recognition of
achievement (external)



FORMS OF IRB REVIEW/SURVEY

Internal
« |RB Staff check each other’s and chair’s work
« Typically focus on compliance with process

* Accurate completion of checklists
« Consistent documentation in meeting minutes
«|RB director monitors approval times, complaints

External
«“For cause” from regulatory agency after some major
concern
«Accreditation / recognition: voluntary improvement
effort
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New invasive and high risk intervention
Clinical trial phase 1-3
Investigational drugs and medical device

Clinical trial involving off label use of drugs and medical
device

Bio-equivalence study
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Availability of
regulations and
guidelines

Availability of SOPs

Adherence to national
and international
guideline

Areas and functions
covered by SOPs

Availability of forms and
checklists

Periodic undatineg SOP<




asgui 3
Comprehensive use of
reviewer assessment form
Comply with SOPs
Elements of review
Decision making process

Completeness of meeting
agenda
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Meeting minutes and

decision letters

Continuing reviews
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IRB office
Orderly filing system
Database for tracking

Comprehensive

documentation

Separation of active from

Inactive files
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Visit office
Interview

Observe board
meeting
Opening and
Closing
meeting
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List of protocols (3 years, hiioans

15 Protocols, 10 protocols - FB)

Self-assessment form

SAEs and minutes (3 reports)
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Annual report

List of protocols
In 1 years

Minutes (last 3
minutes)
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