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Fortune Magazine
8 August 2005

‘Nearly 40% of all clinical & i o
trails are now conducted in | | DRUG

poorer countries such as Russia [ TESTING

and India, where costs are u GOES

lower and patients more FFSHORE

vulnerable. And that’s raising e

. . trials are now conducted in

2 oorer countries such as

questions about ethics and Q@ coh s e wbere cous
) are lower and patients more

. 2 vulnerable. And that’s raising
oversight. fors bovt ot

BY ABRAHM LUSTGARTEN
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Protect the rights and safety of research subjects

— Informed consent

— Ethics committee

- Adverse Event Reporting
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Ensure the quality and integrity of the data

— Adherence to the protocol
— Accurate and complete documentation
- Drug accountability

— Monitoring

— Archiving




Good Clinical Practice of Taiwan

« 1996 -11: Announced and revised version to
harmonize with ICH-GCP 1n Sep. 2002.

» 1998:GCP Inspection Workshop 1n Taiwan

— Dr. Antoine El Hage (FDA)

» 1998-99: Mock GCP inspection, officially
began since 2000.
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Results of GCP Inspection in 2000-03

Deficiencies Found in GCP Inspection

Item inspected No. of deficiency 2000/01/02/03

2 T B Gl e ) ) o

Authorization and Management 4/ 0/ 3/ 0
Clinical Trial Protocol 5/ 8/ 4/ 6
Informed Consent 8/ 7/ 24/ 24
IRB 22/16/16/7
Verify source data with case report form 77/62/103/88
Drug Accountability and Management 30/30/68/71
Record Archiving 27/29/20/20
Computer System and Data Management 24/23/16/19

Total No. of Trials inspected 31/31/37/47 181/182/254/244
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Joint Institutional Review Board
(JIRB)

 Inmitiated by government, independent
operation.

» Public hearing 1n Jan. 1997.

« Established since March 1997.

» Members were recommended from 5 key
hospital IRBs of Taiwan.
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Joint Institutional Review Board (JIRB)
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Awarded during the 5™ FERCAP Assembly
on December 14, 2005 in Pattaya, Thailand
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Juntra Karbwang Vichai Chokevivat
\\ WHO / TDR Coordinator SIDCER / FERCAP Chair
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SIDCER

Strategic Initiative for Developing Capacity in Ethical Review
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° FERCAP EE j{ i’dﬁ @ Forum for Ethical Review Committees in Asia

and the Western Pacific

« FLACEIS z‘}ﬁ T 9{;— /}ll Latin American Forum of Ethics Committees

in Health Research

- PABIN 3 '5 /}l' Pan-African Bioethics Initiative

- FECCIS % BX_ Forum of Ethics Committees in the Confederation of
Independent States

« FOCUS 9{;— 757\7 itb @ Forum for ERCs/IRBs in Canada and the United

States.
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An International Conference on Good Health
Research Practices in Asia & the Western Pacific

EUA: I

/J\

S <
B E 3

R

R : 2002.7.25-27

$mAB

B 2359k %o A B

- BEHR RIE%E #k

- RHBEBM(ERERIRBLE » A ZFE2HhELZLECLA)
WA EREM(RERERIRBLRE » A F X RELEELXE)

B AT %

St FREE BT




Ae$) S fuie KIER B
B 70 B PR g 3R 69 R 5]

o FERCAPUMABHE AR AN EAHM MR > BREBZLE
P? Do AN REREZHTRETHRE S —RIWE > #
47Ethical Review &9 2L F 21| 4k o

o i EWM K WHOTE 8 Chen Ken (Medical Officer,
Reglonal Office of Western Pacific, WPRO, WHO > g #%
BEFRER)ECREREE S MBEK  EWMEMULRE
B S LR -




%4¢%ﬁ¢@%%%ﬁ%
8 31 3 (Working Group) & &

(

& >&~,
A/ ]

R
S M
0o
]
oo

ol %

o

/}7\
%
B
iz

FHERFLEER A M RARERE(FE_RRETIEF
A%ﬁxn’AWﬁﬁﬁ,ﬁAﬁﬁﬁﬁ)

¥ B ARG A — R ERSE ©




: 9;&757[’4!3-} %}ﬁa 5&/\

- AL EEER A2 EHR > WHOE B Chen
Ken’ €3S i3 X Em3fnFE 3"15 FIA%E o Rk 34
S o

- WHO & & SIDCER % 2 % Jundra Karbwang (% 32)
¥ &R & RAF > R 2VEHE Lt B
eRGErz O NEBREALCAYABENA _B A
ﬁaﬁxﬁﬁz%ﬁﬁﬁ%éﬁzm%

(Surveying and evaluating ethical review practices)
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(Surveying and evaluating ethical review practices)
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SRR EL EFEIR
(Surveying and evaluating ethical review practices)
Bangkok, July 29-Aug. 2, 2002,
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(Surveying and evaluating ethical review practices)

c TIhEEELEFER ) AR REL A
R LT ES > B AR EWR A
| itbéjé ’ /JV\T*%JQE.ELFE_ Zx [ zéﬁ;ti}% éﬁ/\,g.&aih
MEBETR—FAREARIARELE & -

- ZRAFEEREE AT W B R AE 2 A REREE 0 2
A A EEMER &RY s REALZEH

&
%O e AR K o




£ ¢ % mwFERCAPX €

FERCAPX €% N\ A — B 8%, L f£ % IFDASRAT -
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F 42 % — 1% ' The organization bears the name
‘Forum for Ethical Review Committees in Asia and
the Western Pacific* and the acronym FERCAP. The
countries include all those 1n the South East Asian and

Western Pacific region
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« The Term of Reference of the FERCAP may be amended
only in a General Assembly.

* A two-third majority of these voting 1s required to amend
the Terms of Reference.

- AR ER AT He 8 AZES ° & kmembers
present in the assembly °




2 A% . % HwFERCAPLLIZ

o % uFERCAPF &¢-- 4 45 € 8
o #4TIRB% B 2 94k 3% B

o 7% & IRBZ B fd % B 448 Forum for
Independent Review System in Taiwan
(FIRST)

e FIRST newsletter




Fm 200312 A 15-178 A7

c+EMARYE+ AL -

cHEA B B GRN R AR R AR -

AP BEABEN T T HELREE > EE A EERART
7o IS AL B AR5 A b e B4R

R BEGTLEN G P RREFHREE S 2RI -
* 3P B B & b 72 F R % A Steering

Committee =2 communication officer o




IRBZ B Z&ET &

19-20 December 2003, Taipei, Taiwan

A Workshop on the Ethical ., |
Review of Health %1 B EMNBRMMNEGE
Research in Taiwan The Present Status and Future Perspective of Values & Procedure
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The Present Status . ’ v
and Future =1 BN -~
Perspective of

Values &
Procedures
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19-20 December 2003, Taipei, Taiwan
Organised by

Joint IRB

Forum for Independent Review System in Taiwan (FIRST)

in collaboration with
Chinese Medical Association
Department of Health, Taiwan
Forum for Ethical Review in Asia & the Western Pacific (FERCAP)
WHO/TDR Strategic Initiative for Developing Capacity in Ethical Review
(SIDCER)
European Forum for Good Clinical Practice (EFGCP)
World Medical Association (WMA)
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19-20 December 2003, :l’ai?ei, ;l’aiwan

f\ \
» Juntra Karbwang,
SIDCER Coordinator/TDR/WHO

« Vichai Chokevivat,
Chairman, FERCAP/SIDCER

» Francis P. Crawley,
Secretary General, EFGCP

* Melody Lin, Deputy
Director, OHRP
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- WHO : Operational Guidelines for Ethics Committees That
Review Biomedical Research

ABIFEAR/ L AL &

- WHO : Surveying & Evaluating Ethical Review Practice

- AAHRPP : Association for the Accreditation of
Human Research Protection Program, Inc




The aim of these guidelines is to provide guidance
for ethics committees concerning appropriate
operating procedures
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March 28-29, 2005

 HFERCAP steering committee sk, B £ 3% ' IRB-SOP |
it e 0 A K200 5 0 104 REZ 8 -

© % BB F B IRB B AT A SOPEIE AL, F T

iternational Conference;on/Standard Operating Procedure of Ethical Heview Lommittee
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May 27-28, 2005

83 ACRP teaching faculty ¥ 3% » #4220 A % 4o o

Clinical Research Conference < OHRP

OFFICE FOR HUMAN RESEARCH PROTECTIONS
T 1

N N Orgamized by: g‘RB Joint Institutional
Association of Clinical Research Professionals -” Review Board
United States Department of Health and Human Services

Office of Human Research Protections ACRP

Chesapeake Research Review, Inc
Association of Clinical
Research Professionals

The Association of Clinical Research Professionals (ACRP) was founded in 1976, and
is the leading professional association in the world addressing the unique issues and
challenges clinical researchers face daily in their professional lives. Through the
voluntary efforts of our 20,000+ members, ACRP has become a global forum for the
exchange of ideas, and the leading resource for information on industry-specific news,
advances, issues, trends and regulations. The Association’s mission is to provide global

27-28 May s 2 005 leadership for the clinical research profession by promoting and advancing the highest
ethical standards and practices.

Joint Institutional Review Board

Taipei Veterans General Hospital

www.acrpnet.org www.jirb.org.tw
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» 32 £ CRA(Clinical Research Associate) -
CRC(Clinical Research Coordinate)#w
CTI(Clinical Trial Investigator, 75 BFPI) &9 &
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Teaest Memmber

Monmember
(apply for exam
and joint ACRP)

Monmember
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only)

469 UsD
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PhytoHealth Corporation

=8 T A PR B R A TR 3
=8 TR R SR AT R TR S
zgm%%%ﬁﬁhﬁﬁﬁA“
=R R L TR R AT A R S
=) 5%*‘7‘%3 Rty A R 2 8]

S FFH KA A PR E)




20059 A ACRP:& 1 4

CTI:&:& % : 50%

PR
R

- {7 BRI
K Z
B Mok E

7 T 2
B AEB
SRR

=) M 2 48

S RER
& RE I
REE R RPHAEIR
& RE

3 ,fb%'g(%)/[ EX Fa—»

f”ii@&
R EEER




O Tt B 35
July 12-15,2005

) 05 T B 23
e Western IRB

e Fred Hutchinson Cancer
Research Center (FHCRC) IRB
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CITI Program & B 7> 52 38 Fh 3% 6 I8N 4R RAZ © 12T A4E B
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A AB DA o (44 : http://www.citiprogram.org )

CITI Course in The Protection of Human Research Subjects

Welcome

CITI Login and Registration Page

The CITI Course is a protected s 1. If wou have a

rd from the o

Register for the CITI Course

Re-Entering this course site? En

Jsername:

Pa rd:

[ Submit |

Announcements and FAQ

MNotice: The CITI Co e i dith Microsoft Internet Ex er. 5.0 or later.




Surveying & Evaluating Ethical Review Practice

Aim: to facilitate and
support procedures for
assisting the

development of
QUALITY and
TRANSPARENCY i1n

ethical review

i ting
Surveying and Evalua
Ethical Review Practices

a complementary guideline to the

Operational Guidelines for

Ethics Commiittees That Review
c

Biomedical Research
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2005F+ A 3% &JIRB
2005+t A = W} Royal Army Hospital IRB
2005+ A #% &% AIRB

20064 = A ¥ & # B Seoul National
University Hospital, ASAN Medical Center

2006t A2 R ~b% -~ kE -~ =48
20065\ A 2% & Lt & 2nd Military University
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35 F=] Philadelphia Children's Clinical
Research Institute IRB, Jun 19, 2006
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