tHE X D Dr. Ren Dequan. Prof. Cao Li Ya.Dr. Chen Yi
Xin. Dr. Zang Li. Prof. Guo De An, Prof. Zhang Bing,
Prof. Wang Tian Fang. Ms, Zhao Li Li. Mr. Bian Zhen
Jia, Ms. Yan Min. Mr. Weng Xin Yu, Ms. Qi Ping,
Mr. Wei Feng. ##k& ¥ Dr. Constance Chan, Mr.
Tetence Man. Mr. Robert Law, Ms. Ally Chan, ¥t[H
& U Dr. Hyomin Lee. Ms. Jeong-Yeon Kim. Ms. Jong
Pill Lee. 27 R—JL KD Ms. Chan Cheng Leng.
Ms. Tee See Yee. N b+ A KU Dr. Hoang Thanh Mat,
A=A F3 VU7 LD Dr. Richard Hill, 1+% XD Dr,
Duc Vu DA X NN—Tfthhilz,

C. THEEHERE, 52

FIFTIXEE 1 [Bl FHH Expert Working Group Meeting
on Adverse Drug Reaction ¥ EIZ DWTERT 5,
1. A—7=2 LT —

FHH ADR Expert Working Group (EWG) chairperson
@ Dr. CHEN Yi Xin & D& EWG RAULOREANR N
5N, BMAN—ORBAMRLEN/, F/ SFDA
@ Professor CAO Li Ya, SFDA BH=E ® Dr. REN De
Quan & U BEEMRARSI/z, T 5 WPRO fED
Dr. CHOI Seung-Hoon & O #EEME~R 5N/,
ADRIZHTZ A bU—LAR—F
1) 4

Professor CAO Li Ya X O EIZHITD TCM €=
&) T AT AOBRIZDOWTHEN RSN,
ADR 155 2 A7 Al 1989 EX DB E N, 2004 4F
3 Bzt T S, A—Hh—, WL,
FEETHIIEEROBERESE. EHOED. #
WEMEEHEMEZELAL, MR RRRER R
15 BURIcE s hiaithidiz sz, EERR
Biiit > ¥ —RUEY ADR EZF U TE2F
—IFEIIBITIEEROREHE. HOEERIET
LHizsH, HRERTICBTDEMMRERERE L
TWwa,
2) F—A 307

Dr. Richard Hill K0 A —2Z b5 FIz BT 543K
D ADR M5 OBRIZDOWTHE N REhiz, 1964

FEMBUHKE, OTC RUEEZ GO M ZEREZA
B D —RECREREL Tnwd, fiEEREDOE
oMMz, £NSBRAICKET LRSS
7o, HIED ADR OREHINLTETWS, £
oo A=A B2V 7 TEWRETEHE. HE32 b O
—NERUOHREREO 3 DOmMBflaNiThh T
B E DA ENT.
3) YHER-N

Ms. Chan Cheng Leng X0 > HR—)LIZBIT S
EOEHEMOBRIZDWTHREN SN,
Chinese medicines materials (CMM) K T¥ Chinese
proprietary medicines (CPM)D I > h—)LAgE h
THD, £IZ CPM O3> bO—)LIZEAL Tdfho
WEPFEE LR, IRFGEHE, BEV AL HeRT
EUHMENRBRESZ < OEMNENSERDOMR
FRARBIZERE TN S,
4) B#F

EHMEZETNEEELD ARICBITBEED
ADR EZF UV AF AQBRIZD WTHRE N
TRE N, T IRERANTRIIEEEE R D Bk E A i Y
B, RL., EEROGREHELOEFORLED L
<BHAOPEDRDOLELBRENRT DL T
HD, MEABGIE, HHMBERLORIER - BEIE
MEBBENSRDIL>TWD, ES5ITANER « Bk
ERETEEICDOWT, REHFBEEPLELNTH
Wy b7 =20 |EHR, HEHRFOFHFMIC
DWTRIARZRE N,
5) #E

Ms. Jeong-Yeon Kim X DSBEICB T4 FED
ADR T2 U 7 A7 AOBURIZD WTHE N
75 E N7z, Traditional herbal medicines (THM)IZER L T
BEERMSITEEOXRN, AR EERSOERER
LOMAN S LR GOD OB ML EIIRH
ThHo, FLE5RDHTVEH., ENRPIRE S
FHM 5D ADR E R THM OREHTRIZET S
IHERLETH D EOFNMNLEIN,
6) NhIFA

Dr. Hoang Thanh Mai & DX M FAIZHITD ADR

— 139 —



TS Y T ORBICDOWTHEN R N, N/
A EER—FIWHIT ADR E4—0HJI XN, &
T2 —IZHENT ADR #EOWE, E. HEIC
LHEKRML ADR DR, XM FAERDETERA
OFHRZ . SSICREREGREORFT. Ry —
PR LS HROLNREET> T3,

7) HH

Dr. Constance Chan & O B 5 TiER /R ADR T
SV T AT ADHELINTWIWERICBNT
EHEN TSP EOHIZBY 2 S HAMTMIZ D

WTHENRE N, NI, Brmbe. FRE.

HITEERED S TG 2 2o RIS
AU, SEHIE, hIEETIEE £SO BT B
EHETREZMBAL TS, YAV EEIRER
DRREE. FTREAEEE, TEESR. HPEE I
MO BPLEFIC L HHE, HMIROWMDELE
BDDDHA R4 ERBLTHDODATVSED
AN T N,

8) hr¥

Dr. Duc Vu K0 +HI284} 3 natural health
products (NHPYD ZE2MEZF U LT A7 LIZD
WTHREN I NI, 1999 S0 5 2001 EIZMTT
NBULEDHFH AN—DMENLL LD NHP %
MU, E7-WEYIEET> TWwa, NHP BRI
NHP 2% U T—H U FFRRI M 217> TW 3 A8
NHP IZI3322 0. BtEemsstt, ER, 5,
FRUIERFICKBMELRVRAZEZRLTNWS,
35 NHP OEIERAIZ. NHP iZREMICRETH
50, BEOREI X, EHRNEBEHOHEE.
MEICHT 2R FREOMEN S BEICIIES T
WaWE DR N ENnT,

3. PEOEEMALBERAEHIZOWT

Professor Wang Tianfang K U FEIZ BT 3
traditional Chinese medicine (TCM)D B IELER] & & 1E
AEMICET WS 3N TCM ORERIT 4
EOMORE, HRMORETNE, REY A
. ARICISHMERRFICERT S E0HMNE
SNz, EOIIPRIZBITD TCM OEHERERZ

AL T, T5RDIAREEF. BELHI RS >
DfERL. EFEREO ML —Z 2, #AEEDF
WA R UARARS 2 HETRETH S
ORI N~
4. BZYUOHEAERICEITDERMNEBEIZO N
T

Professor Guo De-an X D&Y U DEREEIZH
TAEEHNARBIZOWTHEN RSN, BHE, T
7w w7 & L T “Guanmutong”

manshuriensis), “Chuanmutong” (Clematis armandii or C.

(Aristolochia

montana), and “Mutong” (A kebia trifolicta, A. trifoliata
var. australis or A. quinadPMER I TS, DT
TIZVTELT Akebia BAEAWRSNTHED, ®
WT. Clematis R Tetrapanae BEMER ST =
W AEDXHRITIE Aristolochia EDRTIT M- 7=,
1954 £ LB,
manshuriensis)yMHIZHMEL, B2V oOXTELEE
Lo ThwokE, HENGZINE.

5. ADREWG DEEHHEIZDNT

Dr. Chan Yi Xin &Y ADR EWNGDIEE A S EIZD
WTHEMNZEN, AL TEEMTbhk.
BEERIIDVWTHIR—F—-HEEL. Basic
Operational Document (FIHEEH) &L TRET 35,
KMo his,

6. HimkUiEE

A 23 T3 Basic Operational Document Z 4 1 RS
1 ELTHROBEHZITI T MRS h, £18
WAEHIE 2004 F 9 RIZRAfEE 558 2 [B FHH
Standing Committee SR ICBNWTREEZZITDZ &
&E75 o7z, E7 Professor Guo De-an #3555 1[5 FHH &
BR2 2RI AT BBTEI Y OICET B 5217
DT EEENiz. BRBICADIETIRUTO 2 S22t
M ETHE. BENESHE,

1) REOBEEMAOERICBENT—RARZED
FHETIETOALIINT 2H8FEHMTI L,
2) BZYORRICTIUAMOFTRICBELTE S
BORHETOIZ L.

7. PARDE

“Guanmuteong”  (Anstolochia

— 140 —



i 2 H iR =)V ® Ms. Chan Cheng Leng & ) Dr. Ren
Dequan NEiEDREIZHL THEFNERS N, &
#1Z Dr. CHOI Seung-Hoon & D S DR S 31,
RMERTLE.

D. #m

w1 FHH Expert Working Group Meeting on
Adverse Drug Reaction 2IH[E., IR TREZNA, &
EWG IZBWT BRI BT 2L FEORMEMEHE T
HREZM T OBRKIT DWW THE 217> %, £/ FHH
FEEF MBI SEOF I DN TEHERET
¥y, EWG @ Basic Operational Document Z{ER L. Z=
Document 231 KBJ 2 ELTSHDIEEZETD
T EMHER N RIEE S 2004 £ 9 AITHIfES
#1335 2 [[] FHH Standing Committee Z3% 12 B VTR
RERITLIE LT,

E. fREERRTEH
FRAIZBWTREICERZ KIET &5 2EHRIZ

by,

F. MsER*
1. FAXHEER
75
2. ¥RREK
NEfEHR, %=, &M=L : FHH &E
B EEIC BT ARERRRERUE REO
Bt HAEES 125 BIHE2(2005 43 A 29-31
B, ¥

)

v

=
=2t

-

G. HIFTE ORI
1. Huf%
L
2. ERHERE
AN
3. TOfh
iz

- 141 —



Draft Operational Document on
FHH - Expert Working Group on Adverse Drug Reaction

Introduction

1. At the first Standing Committee meeting held in November 2003 at Kunming, China, FHH
members agreed to establish an Expert Working Group (EWG) on Adverse Drug Reaction (ADR)
under Sub-committee II of FHH. This operational document was drafted at the first ADR meeting
held in Beijing on July 8-9, 2004. It is intended that this document will serve as a basic guideline to

the work of this EWG. Any change on the Operational Document needs to be approved by the
EWG.

Nature of the EWG

2.  The EWG on ADR is a technical platform involving drug regulatory authorities of member to
explore the way and measures as well as exchange of information on Pharmacovigilance of herbal
medicines for achieving the objectives laid down by members. The role of the EWG is to provide
technical documents and consensus on technical issues related to ADR monitoring of herbal
medicines. It is expected that these documents and consensus views will provide references for
consideration and action by drug regulatory authorities where appropriate.

3. For the EWG, inherent in the concept of harmonization is the notion of diversity and
differences and of working towards a common framework which is acceptable to all participating
members.

Objectives

4. The general objective of the EWG is to promote public health by recognizing and exchanging
safety information related to ADR as well as guiding the appropriate use of herbal medicines. The
specific purposes are as follows —

4.1 to collect and communicate information on herbal medicines among members;

4.2 to promote collaboration among members in the development and practice of ADR
monitoring of herbal medicines;

4.3 to alert regulatory authorities of members about potential drug safety problems;

4.4 to share information on data collection, methodology for causality assessment, and
terminologies among members; and

4.5 to improve and strengthen the monitoring and evaluation system on herbal medicines.

Responsibilities
5. The responsibilities of the EWG cover the following -

5.1 to prepare a basic operational document and revise it when necessary;

5.2 to establish a viable operational mode and mechanism;

5.3 to develop plans of activity relevant to ADR;

5.4 to perform tasks assigned by the Standing Committee regarding ADR; and

5.5 to draft technical documents regarding ADR issues and submit those documents for
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approval by the Standing Committee.

Membership

6. The EWG consists of members from 7 founding parties, namely Australia, China, Hong Kong
(China), Japan, Republic of Korea, Singapore, and Vietnam. The responsible officer of WHO/
WPRO acts as an advisor. Participants from other countries can be invited as observers. Experts
within the FHH founding members and from other countries can be invited to join the EWG.

Working Principles
7.  The EWG operates under the following working principles —

7.1 Equal membership of 7 founding members;

7.2 Mutual trust is an important guiding principle;

7.3 An evidence-based approach should be applied;

7.4 Through collegial, open and frank discussion, achieve mutual understanding, minimize
differences and maximize common ground; and

7.5 Difficult issue with divergent view should be resolved through consultation, discussion
and consensus building.

Operational Mode and Mechanism

8.  The EWG will develop and adopt relevant technical documents. The following types of
information will be exchanged among members —

8.1 Where some initial scientific work has already been commenced, or where the relevant
technology has been developed on the safety of herbal medicines;

8.2 ADR matters which are of regional and international concern;

8.3 Information on herbal medicines issued by government involving withdrawal,
Suspension, Recall, modification of the labeling, and etc and

8.4 Relevant signals received from herbal medicines ADR reports

9. Dissemination and exchange of information among members is mainly through emails. Each
FHH member appoints a contact person responsible for communication and liaison with other
members and the FHH Provisional Secretariat. The party which initiates dissemination of
information is responsible to pass the information forward to all other contact persons and let the
FHH Provisional Secretariat have a copy for filing and record purpose.

10. The meeting of the EWG will be held annually.

e 3 2k e 3k 3 ok e ok ok e ok e 3k ok ak koo ke sk ok o ko sk dkeoskok

FHH-EWG-ADR
July 2004
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Draft

Exchange of Information on
Adverse Drug Reaction of Herbal Medicines

Introduction

1. At the 2" meeting of FHH Standing Committee held in September at Shanghai, it was agreed
that member states/region would exchange information on adverse drug reaction (ADR) of herbal
medicines starting from October 2004. This paper thus set out below how the exchange of
information is expected to be conducted. In order to have a common understanding, ADR is
generally defined as a response to a medicine which is noxious and unintended, and which
occurs at doses normally used in man . In this description it is of importance that it concerns the
response of a patient, in which individual factors may play an important role, and that the
phenomenon is noxious. An unexpected therapeutic response, for example, may be a side effect but
not an adverse reaction. (See Note)

Types of Information for Exchange

2. As provided in the operational document of the expert working group on ADR, member
states/region will exchange the following types of information —

{a) Where some initial scientific work has already been commenced, or where the relevant
technology has been developed on the safety of herbal medicines;

(b) ADR matters which are of national, regional and international concern;

(c) Information on herbal medicines issued by government involving withdrawal,
suspension, recall, modification of the labeling, etc, and

(d) Relevant signals received from herbal medicines ADR reports. (A signal refers to
reported information on a possible causal relationship between an adverse event and
a drug, the relationship being unknown or incompletely documented previously .
Usually more than a single report is required to generate a signal, depending upon the
seriousness of the event and the quality of the information. (see Note)

Operational Mode

3. Each FHH member states/region has nominated 1 to 2 contact person(s) who will be
responsible for the receiving, dissemination and handling of the ADR information. The contact list
is set out at Annex A.

4.  The nominated contact persons will communicate and liaise among one another and also with
the FHH Provisional Secretariat on matters related to ADR information exchange. The party which
initiates dissemination of information will pass the information to all other contact persons on the
list and let the FHH Provisional Secretariat have a copy for filing and record purpose.

Other Advice of the FHH Standing Committee
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5. Regarding the exchange of ADR information, the FHH Standing Committee also gave other
advice noted below for information —

(a) although there are other international centers for ADR, the exchange of ADR

(b

information will be confined to FHH member states/region only at this early stage of
development; and
the exchanged ADR reports should be further scrutinized to see whether there is
sufficient evidence at the annual meeting of expert working group. The reports should
not be published at the official website of FHH unless the FHH Standing Committee
gives approval.

Note: the definitions are extracted from WHO publication, Safety of Medicines —A guide to detecting and reporting adverse drug reactions ——why

health professional need to take action under reference WHO/EDM/QSM/2002.2

st sk sk o e e ke ok ok 3 ok ok ok ok ok ok ok ok ok o

FHH Provisional Secretariat

November 2004

Australia

China

Hong Kong
(China)

List of Contacts for Exchange of ADR Information

To be confirmed

Dr. David BRIGGS (Temporary)

Director, Office of Complementary Medicines,
Therapeutic Goods Administration, Australia
Address: PO Box 100, Woden Act 2606, Australia

E-mail: david.briggs@health.gov.au
Tel : 61-2-62328439 Fax : 61-2-62328913
Dr. ZHANG Li

Associate Research Fellow, Division of ADR Monitoring
Center for Drug Reevaluation, SFDA, .

National Center for ADR Monitoring, China

Building 11, Fa-Hua-Nan-Li Chongwen District

Beijing P.R.China 100061

E-mail: zhangli@cdr.gov.cn

Tel: (86)-10-67102266-892 Fax: (86)-10-67184951

Mr. Terence MAN

Pharmacist, Chinese Medicine Division, Department of Health

2/F., Public Health Laboratory Centre,
382, Nam Cheong Street, Kowloon, Hong Kong

E-mail: jsu@dh.gov.hk
Tel: (852) 2209 9436 Fax: (852) 2319 2664

— 145 —

Annex A



Japan Dr. Nobuo KAWAHARA
Section Chief, Division of Pharmacognosy, Phytochemistry and
Narcotics, National Institute of Health Sciences
I-18-1, Kamiyoga, Setagaya-ku, Tokyo 158-8501, Japan

E-mail: kawahara@nihs.go.ip
Tel: +81-3-3700-9165 Fax: +81-3-3700-9165 or +81-3-3707-6950

Republic of Mr. Dong Hee LEE

Korea Deputy Director, Pharmaceutical Management Division,
Pharmaceutical Safety Bureau, Korea Food and Drug Administration
5 Nokbun-dong, Eunpyung-gu, Seoul, 122-704, Korea
E-mail: dhl02{@kfda go kr
Tel: 82-2-380-1658 Fax: 82-2-383-2870

Ms Won Sun HAN

Pharmaceutical Management Division,

Pharmaceutical Safety Bureau, Korea Food and Drug Administration
5 Nokbun-dong, Eunpyung-gu, Seoul, 122-704, Korea

E-mail: Jucya7(@kfda.go.kr

Tel: 82-2-380-1659 Fax: 82-2-383-2870

Singapore Ms ANG Pei San
Regulatory Pharmacist, Pharmacovigilance Unit,
Centre for Drug Administration
Health Sciences Authority
11 Biopolis Way, #11-03 Helios
Singapore 138667
E-mail: ANG_Pei_San @HSA.GOV.SG
Tel: 65-6866 3530 Fax: 65-6478 9069

Vietnam To be confirmed
Prof, Trinh Van QUY (Temporary)
Director of VN Drug Quality Control Institute
Address: 48 —Hai Ba Trung Street, Hanoi, Vietnam
E-mail: guyvkn@hn.vnn.vn
Tel: (844) 8255471 Fax: (844) 8256911

FHH Address: Chinese Medicine Division, Department of Health,
Provisional Hong Kong SAR, 32/F., Wu Chung House,
Secretariat 213, Queen s Road East, Wanchai, Hong Kong.

E-mail: eocmms{@dh.gov.hk;
Tel: (852) 2126 5137 Fax: (852) 2123 9566.

NOTE: Please let the FHH Provisional Secretariat know if there are any changes, updates or errors in the contact

information
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