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AALE B E

Nuremberg code
Declaration of Helsinki
Belmont report
Tuskeegee syphilis study
CIOMS guide line
Thalidomide tragedy



ICH-GCP

International Conference on Harmonization of technical
requirements for registration of pharmaceuticals for human use
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KGCP

of et PN =R ol DY ZIl_c—(Korean Good Clinical Practice)
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=& & (Independence)
2t (Competency)
9| (Justice)
XN=H == (Continuing effort)
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FERCAP & SIDCER

Forum for Ethical Review
Committees in Asia
and the Western
Pacific Region
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SIDCER Objectives

 To facilitate and support procedures to assist the IRB
towards quality and transparency in ethical review

« To conduct an independent evaluation of the IRB and
provide feedback on its practices and overall perform

ance
* To determine the availability of written SOP and

adherence to its procedures



FERCAP Steering Committee

FERCAP Chair

Kenji Hirayama Japan, Institute of Tropical Medicine, Nagasaki University
FERCAP Vice Chair

Young Mo Koo South Korea, University of Ulsan, Asan Medical Centre IRB
FERCAP Secretary

Hejian Zou China, Fudan University, Huashan Hospital IRB

FERCAP Board Members

Aphornpirom Ketupanya Thailand , Forum for Ethical Review Committees
Chien-Jen Chen Taiwan, Human Subject Research EC/IRB

Magdarina Destri Agtini Indonesia, National Institutes of Health Research
Roli Mathur India, Indian Council for Medical Research

Vajira Dissanayake Sri Lanka, University of Colombo

Vicente Belizario Jr. Philippines, National Institutes of Health

> PO
\—"



FERCAP collaborating institutions and
organizations

> PO
b"

[Australia] National Health and Medical Research Council (NHMRC)

[Bangladesh] Forum for Ethical Review Committees in Bangladesh (FERCIB)

[China] China Initiative for Developing Capacity in Ethical Review (CIDCER)

[India] Forum for Ethical Review Committees in India (FERCI)

[Indonesia] National Institute of Health Research and Development (NIHRD)

[Nepal] Forum for Ethical Review Committees in Nepal (FERCIN)

[Philippines] Forum for Ethical Review Committees in the Philippines (FERCAP-Philippines)
[South Korea] Korean Association of Institutional Review Boards (KAIRB)

[Sri Lanka] Forum for Ethics Review Committees in Sri Lanka (FERCSL)

[Taiwan] Taiwan Association of Institutional Review Boards (TAIRB)

[Thailand] Forum for Ethical Review Committees in Thailand (FERCIT)



Korea (21)
Seoul National Univ Hosp IRB [2006, 2009]
Asan Medical Centre IRB [2006, 2009]
Kangnam St. Mary’s Hosp IRB [2007]
Chonnam National Univ Hosp IRB [2007,2010]
Inje Univ Busan Paik Hosp IRB [2007,2010]
Hallym Univ Sacred Heart Hosp IRB [2008]
Daegu Catholic Univ Medical Center IRB [2008]
Kyung Hee Univ Hosp IRB [2008]

Ajou Univ Hosp IRB [2008]

Inha Univ Hosp IRB [2009]

Kangbuk Samsung Hosp IRB [2009]
Chungnam National Univ Hosp IRB [2009]

International Vaccine Institute IRB [2009]

Recognized ECs/IRBs )

Kyungpook Univ Hosp IRB [2010]
Keimyung Univ Hosp IRB [2010]
Yeungnam Univ Hosp IRB [2010]
Sacred Heart IRB [2010]

National Cancer Center IRB [2010]
Bundang CHA Hosp IRB [2010]
Dong-A Univ Hosp IRB [2010]
Korea Univ Anam Hosp IRB [2010]

37



SIDCER Recognition Criteria

* Structure (composition, administration)
* Adherence to specific policies
(local and international regulations, SOPSs)
» Completeness of review process
* After review procedures

* Adequate documentation and archiving
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SIDCER Recognition Procedures

RBs indicates its willingness to be surveyed
RB submits its self-assessment tool to FERCAP

RB site visit iIs conducted

- Review of documents, Interviews, Board observation,
Office visit

- FERCAP team prepares a report with recommendations
for improvement

- IRB submits its action plan

- Decision is made for approval

- IRB recognized for 3 years and annual progress reports

> PO
b



SIDCER SELF ASSESSMENT TOOL

wr SIDCER SELF ASSESSMENT TOOL

BRIEF INTRODUCTION OF IEC/IRB STAFF AND MEMBERS

This tool is intended for use by research ethics committees or Institutional Review ML (Crmpoaiiiy —
Affiliation(s)
Yes No

Q
)
B
=
z

boards (IEC/IRB) associated with a SIDCER member Regional Forum. This is part Name Profession & Credentials
of the process of SIDCER recognition programme, an IEC/IRB will complete this
form as an initial step of surveying and evaluation to be recognized by SIDCER.

The person completing the assessment should have extensive knowledge of the
IEC/IRB being assessed (usually the secretariat) and be able to answer questions or
provide documentation regarding the following topics:

NAME OF THE EC:

ADDRESS OF EC:

MAIN CONTACT (NAME) FOR EC:

I v o
o o |
I
I

BRIEF INTRODUCTION OF THE EC:

Year established:

Frequency of meetings:

Type (e.g. Biomedical, product development etc.) and number of protocols
reviewed/year:

A: complete/adequate/always. B: partially complete/sometimes/not adequate, C: not complete/never, D: N/A X ) . )
A: complete/adequate/always. B: partially complete/sometimes/not adequate, C: not complete/never, D: N/A

Page 1 of 19

Version 3.2-May-2008 ‘Page 20f19
Version 3.2-May-2008
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SIDCER SELF ASSESSMENT TOOL

SIDCER SELF ASSESSMENT TOOL

ITEM

A B C D

COMMENTS

(

&PO
& '7_‘,

ITEM A B C D COMMENTS Al.13 Do the EC terms describe the replacement
STRUCTURE AND COMPOSITION OF EC procedures for its members? O
A (structure, composition and skills of the EC and staff are appropriate to the amount and (WHO 4.2.5)
nature of research reviewed) Al.14 Does the EC maintain a list of all its
Al MEMBERSHIP REQUIREMENTS (at least 5 members, gender balance, experience, non members with their current CV.? O|ojoia
scientific and affiliated members and terms and conditions of appointment) INBE Doss BT P— o ’/]C“ﬁ 3.2.1)
ALl Does the EC have at least 5 members? : oes EC member sign a contidentiality
(ICH 3.2.1) aob|d agreement? wHo4.3.3) [0 0]
Al2 Do the members contain a diversity of Al.l6 Are EC members willing to publicize full
sender? L o0 name, profession and affiliation? O
Al3 Does EC have at least one non affiliated (JCH 3.4 WHO 4.3.1)
member? Olololo ADMINISTRATIVE REQUIREMENTS.
(ICH 3.2.1, WHO 4) A2 (Adequate number of administrators to oversee the EC activities, have documentation of the
Al4 Does the EC membership contain non functions and activities of staff and their terms and conditions of appointment)
scientific member or lay person? 1 A2l Does the EC have sufficient staff (full-time
(ICH 3.2.1, WHO 4) or part-time) to meet its functions and Ogoig
AlS Does EC membership consist of members responsibilities? (WHO 4.4)
with appropriate expertise for the research | [ ] [ [ ]| []|[] A22 Does the EC have a description of
reviewed? (ICH 3.2.1, WHO 4) requirements for holding offices? Ogig|Q
Al.6 Does the EC describe the party responsible Olololo (WHO 4.4)
for appeinting members? (WHO 4.1.1) A23 Does the EC policy describe duration,
Al7 Does the EC members posses the required disqualification, 1"351‘¥ﬂﬂﬁml‘ﬂ“d » Ooggg
experience, knowledge, skill and relevant | [] [ (]| (] | [ replacement procedures for its offices?
abilities to perform their duties?  (WHO %) (WHO 4.4)
Al8 Does the EC policy and procedures A2.4 Does the EC have documentation
describe the selection process of its RN explaining the duties, obligations and OO0k
members? (WHO 4.1.2, ICH 3.3.1) responsibilities of its offices?
Al9 Do the EC terms describe the duration of _ (WHO 4.4)
appointment for its members? Ogigig A25 Does the EC have an office space? olololo
(WHO 4.2.1) (WHO 4.4)
Al.10 Do the EC terms describe the policy for the A26 Does the EC have the necessary
renewal of appointment for its members? OoQgig equipments to run the office? Ol0og
(WHO 4.2.2) (WHO 4.4)
Al.1l Do the EC terms describe the A27 Does the EC have available budget to meet O OO
disqualification procedure of its members? |[] | ]| ]| [J its functions and responsibilities?
(WHO 4.2.3) A28 Does EC document reimbursement for
Al.12 Do the EC terms describe the resignation Olololo work and expenses and is this made

procedure for its members? (WHO 4.2.4)

A: complete/adequate/always. B: partially complete/sometimes/not adequate,

Page 3 of 19

Version 3.2-May-2008

available to the public upon request?
(WHO 4.3.2)

O

Od

C: not complete/never, D: N/A

Page 4 of 19

Version 3.2-May-2008

A: complete/adequate/always, B: partially complete/sometimes/not adequate. C: not complete/never, D: N/A

41



Advantages of SIDCER Recognition %)

Provide a more objective evaluation of good
practices by external surveyors

Validate compliance with international guidelines
Learn from experiences of other countries
-mutual learning experiences, surveyor and surveyed

Recognition of EC practices for protection of
human projects

Upgrade quality of ethical review globally



Forum for Ethical Review Committeers
In the Aslan & Werstern Pacific Reglon

www.fercap-sidcer.org

WEATS NEW ?

.
"4

3 Announcement!
{’ met F:ZRQ CAD e 10th FERCAP International Conference / General Assembly Nes
S 22.25 November 2010
2 Hotel Equatorial Shanghai, Shanghai, China
2l SIDCER Recognition
Photo Gallery

November 22 - Pre-Conference Training
.schives November 23-24 - FERCAP Conference

inks November 25 - General Assembly and NAREC Meeting
ontact FERCAP

e Conference Announcement and Call for Abstracts Nesh

o Conference Registration Form Nesh

e Conference Hotel Information Nesh

e Hotel Equatorial Shanchai Room Reservation Form Nesh

e Shanghai Hotel Room Reservation Form Nesft

o International Course in Research Ethics Nesht

o FERCAP Newsletter / July 2010 Nash

o FERCAP Newsletter / February 2010 Nesh 43



The Strategic Initiative for Developing
Capacity in Ethical Review

Forum for Ethical Review Committees in
Asia and the Western Pacific Region
hereby awards recognition to the
Busan Dong-A University Hospital

Institutional Review Board
(Busan, South Korea)

for its compliance with the

Intemational Conference on Harmonization(1CH) guideline
Good Clinical Practice (GCP) Standards,Declaration of Helsink
Council for International Organizations of Medical Sciences lina
(CIOMS) Guidelines,World Health Organization (WHO)
Operational Guidelines for Ethics Committees That Review
Biomedical Research,EC/IRB Standard Operating Procedures
(SORs) and local standards in ethical review
-
Awarded during the 10 FERCAR General A
in Shanghar, China on November 25,2010
| :
ke Karkeson é — ~Y z
JUNTRA KARBWANG / KENJI HIRAY AMA
WHO-TDR SQM Coordinater FERCAP alr .
| |
.
e m— ———— e e —_—




