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&2 Comparative Table on TLC Conditions ofldentification for Crude Drugs in JP 16 (including non-JPS) and Hong Kong Chinese Materia Medica Standards (HKCMMSXZ D 4)

Latin name TLC condition
(1) developing solvent (2) detection (3) calor tone on TLC (4) marker compounds
109 _Saposhnikovia divaricata Schiskin
JP SAPOSHNIKOVIAE RADIX ethyl acetate / methanol /water (10:2: 1) UV 254 nm blue 4' -0 -glucosyl-5 -0 -methylvisamminol
HS RADIX SAPOSHNIKOVIAE dichloromethane / methanol (4: 1) UV 254 nm prim-0 -glucosylcimifugin, 4'-0 -P-D -glucosyl-5-0 -
me thylvisamminal
110 Schisandra chinensis Baillon
JP SCHISANDRAE FRUCTUS hexane / ethyl acetate / acetic acid (100) (10:10: 1) UV 254 nm blue-violet schisandrin
HS SCHISANDRAE CHINENSIS FRUCTUS petroleum ether (60-80°C) / ethyl acetate / formic acid (15:5:1) UV 254 nm schisandrin, schisandnn 8
112 Schizonepeta tenuifoliaBriquet
JP SCHIZONEPETAE SPICA hexane /ethyi acetate (3:1) 4-methoxybenzaldehyde-sulfuric acid TS, 105, 5 min, bluish fi t (R 0.5), yellowish fl t(Rf0.1)
UV 365 nm
HS SCHZONEPETAE SPICA petroleum ether (60-80C) / ethyl acetate (37: 3) 1% vanillin in sulfuric acid, 105", 5-7 min pulegone
113__Scrophularia ningpoensis Hemsley, . buergeriana Miguel
JP SCROPHULARIAE RADIX TLC identification methad is hotprescribed (Non-JPS)
HS SCROPHULARIAE RADIX ethyl acetate / methanol / formic acid (4:1:0.1) 10% sulphuric acid in ethanol, 105, 1 min, UV 366 nm harpagide, harpagoside
114 Scutellaria baicalensis Georgi
JP SCUTELLARIAE RADIX 1-butanol / water / acetic acid (4:2: 1) iron (1) chloride-methanol TS dark-green baicalin

HS RADIX SCUTELLARIAE

toluene / ethyl acetate / methanol / formic acid (10:3:1:2)

iron (1) chloride hexahydrate in ethano! (1in 100), 105, 10 min

baicalein, baicalin, wogonin

117 _Smilax glabra Roxb.

JP SMILACIS RHIZOMA
HS SMILACIS GLABRAE RHIZOMA

TLC identification method is notprescribed
ethyl acetate /water / formic acid (10:0.8: 1)

1% aluminium trichloride in ethanal, 105, 5 min, UV 366 nm

astilbin

118 Sophora flavescens Aiton

JP SOPHORAE RADIX
HS SOPHORAE FLAVESCENTIS RADIX

TLC identification method is notprescribed
ammonium hydroxide solution (25%) / water / ethanol /
ethyl acetate (1.5 :1:3.5:15)

iodine - potassium iodide - glacial acetic acid TS

matrine, oxymatrine, sophoridine

119 Sophora japonica Linne

JP SOPHORAE FLOS
HS SOPHORAE FRUCTUS

ethyl acetate / formic acid /water(4:1:1)
ethyl acetate / ethanol /acetic acid (7.5

: 0.5)

dilute sulfuric acid, 105, 5 min
UV 254 nm

yeliow-brown

rutin
sophornicoside

124 Trichosanthes kirilowiiMaximowicz

JP TRICHOSANTHIS SEMEN
HS TRICHOSANTHIS SEMEN

TLC identification method is notprescribed (Non-JPS)
cyclohexane /ethyl acetate (3: 1)

10% sulphuric acid in ethanol, 105, 5-10 min

3,29-dibenzoyl-karounitriol

131 Vitex trifoliatinne

JP VITICIS FRUCTUS
HS VITICIS FRUCTUS

TLC identification method is not prescribed (Non-JPS)
petroleum ether (60-80C) / ethyl acetate (1:2)

UV 254 nm

casticin
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Western Pacific Regional
Forum for the Harmonization of Herbal Medicines (FHH)
11th Standing Committee Meeting

PROVISIONAL PROGRAMME
22 October 2013 (Day 1)
Time |, Agenda ltem
8:00 - 8:30 am Registration
8:30 - 8:50 am Welcome Remarks by Chairman of FHH (Term 2013 - 2014)

Assoc Prof Chan Cheng Leng,
Deputy Group Direcftor,

Health Products Regulation Group,
Health Sciences Authority, Singapore

8:50 - ©2:00 am Opening Address by WHO Representative

Dr Narantuya Samdan;
Regional Adviser in Traditional Medicine,
WHO Regional Office for the Western Pacific

9:00 - 9:30 am Introduction of Participants
Adoption of Provisional Programme
Nomination of Co-Chairpersons

9:30 - 9:50 am World Health Organisation
WHO Strategies on Traditional Medicine

Dr Narantuya Samdan;
Regional Adviser in Traditional Medicine,
WHO Regional Office for the Western Pacific

9:50 - 10:00 am Photo-Taking

10:00 - 10:20 am Tea Break

Standing Committee Meeting (Session 1) —
Presentation of Regional/Country Reports
Related to Latest Developments in Herbal Medicines

10:20 - 10:40 am Canada
Health Canada’s Vigilance Activities of Natural Health
Products

Dr Duc Vu,

Director, Marketed Biologics,

Biotechnology and Natural Health Products Bureau,
Marketed Health Products Directorate, Health Canada




10:40 — 11:00 am

China
Introduction of Traditional Chinese Medicine Supervision

Prof Ma Shuangcheng;

Director, Institute for Control of

Chinese Traditional Medicine and Ethnic Medicine,
National Institutes for Food and Drug Control,
China Food and Drug Administration

11:00 — 11:20 am

Hong Kong
Development of Regulatory Regime for Chinese Medicines in
Hong Kong - the Latest Update

Ms Polly Chan;

Acting Senior Pharmacist,

Department of Health,

Hong Kong Special Administrative Region

11:20 — 11:40 am

Japan

Introduction of gNMR to the Japanese Pharmacopoeia (JP) for
Specification of Marker Compounds Used for Standardization
of Herbal Medicines

Dr Yukihiro Goda;

Head, Division of Drugs,

National Institute of Health Sciences,
Ministry of Health, Labour and Welfare

11:40 am - 12:00pm

Korea
Recent Progress on Regulations of Herbal Medicines in Korea

Dr Seong Rackseon;

Director of Herbal Medicine Research Division,
National Institute of Food and Drug Safety Evaluation,
Ministry of Food and Drug Safety

12:00 — 1.00pm

Lunch

Standing Committee Meeting (Session 2) -
Presentation of Regional/Country Reports
Related to Latest Developments on Herbal Medicines

1:00 — 1:20 pm

Singapore
Overview of Complementary Health Products Regulation in
Singapore

Mr Pang Tit Keong;

Senior Regulatory Specialist,
Complementary Health Products Branch,
Health Products Regulation Group,
Health Sciences Authority
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1:20 - 1:35 pm

Vietnam
Development of Monographs of Materia Materica in VP From
2010-2013

Mrs Nguyen Thi Phuong Mai;

Deputy Manager, Pharmacopoeia Division of

the Vietnamese Pharmacopoeia and Formulary Center,
Vietnamese Pharmacopoeia Commission

National Institute of Drug Quality Control

1:35-1:50 pm

Vietnam
Quality of Herbal Materials in Vietnamese Market

Mrs Nguyen Thi Lan Phuong;

Deputy Manager, Lab For Testing of
Traditional Medicines and Medicinal Plants,
National Institute of Drug Quality Control

1:50 - 2:10 pm

Assaciation of Southeast Asian Nations (ASEAN)
ASEAN Traditional Medicines & Health Supplements Product
Working Group

Ms Lee Li Lim;

Deputy Director, Health Supplements Unit,
Complementary Health Products Branch,
Health Products Regulation Group,

Health Sciences Authority

Standing Committee Meeting (Session 3) —

Report of Sub-Committee | - Nomenclature and Standardisation

2:10 -2:30 pm

Comparative studies on Japanese Pharmacopoeia and Hong
Kong Chinese Materia Medica Standards

Dr Nobuo Kawahara,
Director, Research Center for Medicinal Plant Resources,
National Institute of Biomedical Innovation

2:30 —2:50 pm

Standardization of Traditional East Asian Medicine in
ISO/TC249

Dr Takashi Hakamatsuka,

Head, Division of Pharmacognosy,
Phytochemistry and Narcotics,
National Institute of Health Sciences,
Ministry of Health, Labour and Welfare

2:50 - 3:10 pm

Discussion

3:10 - 3:30 pm

Tea Break
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Standing Committee Meeting (Session 4) —

Report of Sub-Committee Il — Quality Assurance and Information

3:30 — 3:50 pm

Report of Sub-Committee || — Draft Guideline on International
RMPM Establishment and Feedback

Dr Kim Jonghwan;

Senior Scientific Officer,

Herbal Medicine Research Division,

National Institute of Food and Drug Safety Evaluation

3:50 - 4:10 pm

Revitalization of FHH Website

Prof Park So-Young;
Professor, College of Pharmacy,
Dankook University

4:10-4:30 pm

Discussion

Standing Committee Meeting (Session 5) —

Report of Sub-Committee Il - Adverse Drug Reaction

4:30 - 4:50 pm

ADR Monitoring and TCM Administration in China
(2012 - 2013)

Mr Yang Le;

Center for Drug Reevaluation,
National Center for ADR Monitoring,
China Food and Drug Administration

4:50 — 5:10 pm

A Preliminary Assessment of Reported Adverse Drug Reaction
Associated with Ethical Kampo Medicines in Japan

Dr Lida Teng;

Department of Drug Policy & Management,
Graduate School of Pharmaceutical Sciences,
University of Tokyo

5:10 — 5:30 pm

Discussion

7:00 - 9:00 pm

Welcome Dinner




23 October 2013 (Day 2)

Time | Agenda ltem
Standing Committee Meeting (Session 6) —
Sub-Committee Il — Quality Assurance and Information
8:30 — 10:30 am Collaborative Study Plan for International RMPM and

Discussion

Prof Park So-Young;
Professor, College of Pharmacy,
Dankook University

10:30 - 10:50 am

Tea Break

Standing Committee Meeting (Session 7) -

Discussion on Joint Action Plans on

WHO Regional Strategy and the Way Forward for FHH

10:50 - 11:20 am

Discussion on Joint Action Plans of FHH Members on
WHO Strategies on Traditional Medicine

Dr Narantuya Samdan;
Regional Adviser in Traditional Medicine,
WHO Regional Office for the Western Pacific

11:20 — 11:50 am

Discussion — Other Matters Arising

Mr Yee Shen Kuan;

Senior Advisor,

Health Products Regulation Group,
Health Sciences Authority

11:50 am — 12:20 pm

Any Other Business

12:20 - 12:40 pm

Closing Remarks

Asst Prof Raymond Chua;

Group Director,

Health Products Regulation Group,
Health Sciences Authority

12:40 — 2:00 pm

Lunch
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" Members

Dr Narantuya SAMDAN World Health Organization

1.

2. A/Prof CHAN Cheng Leng Singapore, Chairperson of FHH (Term 2013-2014)
3. Prof MA Shuangcheng China '
4. MrYANG Le China

5. Ms Polly CHAN Hong Kong, China

6. Dr Yukihiro GODA Japan

7.  Prof Fumiyuki KIUCHI Japan

8. Dr Rackseon SEONG Korea

9. Prof So-Young PARK Korea

10. Mr YEE Shen Kuan Singapore

11. Ms LEE Hui Keng Singapore

12. Mrs NGUYEN Thi Phuong Mai  Vietnam

13. Mrs CAO Thi Mai Phuong Vietnam

Special Member

1. DrDucVU Canada
Observers

1. Dr Nobuo KAWAHARA Japan

2. Dr Noriaki KAWANO Japan

3. Dr Takashi HAKAMATSUKA Japan

4. Drlida TENG Japan

5. DrKIM Jonghwan Korea

6. Mr PANG Tit Keong Singapore

7. MsLEELiLim Singapore

8. Ms LOW Min Yong Singapore

9. Dr GE Xiaowei Singapore

10. Dr ZENG Yun Singapore

11. Ms Patricia NG Singapore

12. Ms Chua Siew Wei Singapore

13. Mrs HA Thi Thuy Vietnam

14. Mrs NGUYEN Thi Lan Phuong Vietnam

. Opening of the Meeting

1. The Chairperson, A/Prof Chan Cheng Leng, commenced the meeting by extending a warm
welcome to all participants and then invited Dr Narantuya Samdan to deliver the opening address.
After that, the participants were invited to introduce themselves.

Il. Adoption of Provisional Agenda

2. The provisional agenda was adopted by the participants.



Ill. Nomination of Co-chairpersons

3. The nomination of Co-chairpersons was adopted with a minor change (please see Annex 1
for finalized list of Co-chairpersons).

IV. Presentation by Dr Narantuya Samdan, World Health Organization (WHO)

4. Dr Samdan was invited by the Chairperson, A/Prof Chan to present on “WHO Strategies on
Traditional Medicine”. A/Prof Chan asked Dr Samdan for her views on the classification of
herbal medicines. Dr Samdan shared that classification was a difficult issue, and that
standardization would help to achieve regional uniformity. She also briefly mentioned WHO’s
International Classification of Traditional Medicine project, which aimed to develop an
international set of harmonized terminology and classification for traditional medicines, for
inclusion into the International Classification of Diseases.

V. Standing Committee Meeting (Session 1)
Presentations of Regional/Country Reports Related to Latest Developments in Herbal
Medicines

5. The Co-chairperson, Mr Yee Shen Kuan invited Dr Duc Vu to present on “Health Canada’s
Vigilance Activities of Natural Health Products”. Dr Lida Teng asked Dr Vu if the statistics on
adverse reactions were pertaining only to licensed products. Dr Vu explained that the information
covered both licensed and unlicensed products.

6. Mr Yee then invited Prof Ma Shuangcheng to share about the “Introduction of Traditional
Chinese Medicine Supervision”. In response to Dr Yukihiro Goda’s question on whether ethnic
medicine referred to natural medicines and Indian medicine, Prof Ma replied that ethnic medicine
in China covered those used by the 56 ethnic groups e.g. Tibetan medicine.

7. After Ms Polly Chan’s presentation on “Development of Regulatory Regime for Chinese
Medicines in Hong Kong — the Latest Update”, A/Prof Chan sought clarification on the use of the
Hong Kong Chinese Materia Medica Standards (HKCMMS). Ms Chan explained that the HKCMMS
served as reference standards and that it was not mandatory for the industry to comply with them.

8. For the next presentation, Dr Goda shared with the Meeting on the topic “Introduction of
gNMR to the Japanese Pharmacopoeia for Specification of Marker Compounds Used for
Standardization of Herbal Medicines”. He also informed that Supplement Il to the 16" Edition of
the Japanese Pharmcopoeia would be published in 2014.

0. Dr Seong Rackseon was then invited to speak on “Recent Progress on Regulations of Herbal

Medicines in Korea”. He also shared that the Korean version of the Korean Herbal Pharmacopoeia
would be sent to all FHH member states, and they also planned to have the English version by

- 262 —



2014. Mrs Ngyuen Thi Phuong Mai asked about the difference in herbal material standards
between the Korean Pharmacopoeia and Korean Herbal Pharmacopoeia. Dr Seong replied that
information on the herbal materials in the Korean Herbal Pharmacopoeia was more updated than
the Korean Pharmacopoeia.

VI. Standing Committee Meeting (Session 2)
Presentations on country / region report related to the latest development on herbal
medicines

10. The Co-chairperson, Prof Fumiyuki Kiuchi invited Mr Pang Tit Keong to present “Overview
of Complementary Health Products Regulation in Singapore”. Prof Kiuchi asked if artemisinin was
in Singaporé’s Poisons Act because of its toxicity. Mr Pang clarified that the rationale was based on
the need for restriction of its use, rather than its toxicity. Dr Seong commented that some poisons
(e.g. aconitine) were toxic but very useful and it might not be appropriate to impose absence of
poisons in medicinal materials. Mr Pang explained that the Poisons Act was a very old piece of
legislation and administrative limits for aconite alkaloids had been imposed based on safety
considerations. He also shared that a review of the relevant legislation would be required in future
to make the necessary allowance for use of the affected ingredients.

11. The Co-chairperson, Ms Chan called upon Mrs Nguyen to share about the “Development of
Monographs of Materia Medica in VP from 2010 — 2013”. Ms Chan asked if there was an English
version of the VP and Mrs Nguyen confirmed there was. To Dr Seong’s question on how to check
for mistaken herbs, Mrs Nguyen replied that comparison against reference standards and
verification using microscopy, TLC and HPLC were employed.

12. Ms Lee Li Lim then presented on updates on the “Association of Southeast Asian Nations
(ASEAN) Traditional Medicines & Health Supplements Product Working Group”.

Vil.  Standing Committee Meeting (Session 3)
Report of Sub-committee | — Nomenclature and Standardization

13. The Chairman of Sub-committee |, Dr Goda invited Dr Nobuo Kawahara to present on
“Comparative studies on Japanese Pharmacopoeia and Hong Kong Chinese Materia Medica
Standards”.

14, This was followed by Dr Takashi Hakamatsuka’s presentation on “Standardization of
Traditional East Asian Medicine in ISO/TC249”. Dr Goda commented that owing to the differences
in history and tradition among various countries, there were difficulties in harmonizing the name
of the herbs in English. Hence, the focus of standardization would be on technical issues instead,
such as identification processes.

Vill. Standing Committee Meeting (Session 4)
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Report of Sub-committee Il - Quality Assurance and Information

15. The Chairman of Sub-committee 1l, Dr Seong invited Dr Kim Jonghwan to present on the
“Draft Guideline on International RMPM Establishment and Feedback”. Dr Seong clarified that the
RMPM served as a guideline for member states but would not be mandatory. Mr Yee commented
that Singapore had no objection to the guideline, but there should be more discussion on its
implementation. Prof Ma opined that China would like to bring the guideline back for further
deliberation. The Meeting agreed to endorse the second draft of the RMPM guideline, and would
continue discussion on it at the 12" FHH Standing Committee Meeting in 2014.

16. For the next presentation, Prof Park So-Young shared on the plans for “Revitalization of
FHH Website”. Mr Yee commended Sub-committee Il for maintaining the website and also
expressed appreciation to Korea’s Ministry of Food and Drug Safety for the funding. Dr Goda
commented that revamping the website was a very good idea, because the current site was quite
slow in its downloading process. Prof Kiuchi raised the suggestion to have separate public and
private sections on the website, so that the latter could only be accessed by FHH member states.

17. Dr Samdan opined that with FHH reaching its current level of maturity, it was necessary to
discuss whether the WHO logo should still be displayed on the FHH website. She also shared
concerns of the quality and credibility of the website’s contents, and whether they were in
alignment to WHO’s mandate. Dr Samdan suggested for links on the FHH website to the webpages
of the WHO Western Pacific Regional Office (WPRO), as well as official websites of member states
for easy access by all.

IX. Standing Committee Meeting (Session 5)

Report of Sub-committee Il - Adverse Drug Reactions

18.  The Chairman of Sub-committee Ill, Prof Ma called upon Mr Yang Le to present “ADR
Monitoring and TCM Administration in China”. In reply to Dr Goda’s question on which component
in the product Natural Indigo Compound was responsible for the ADR, Mr Yang explained that it
was difficult to establish causality because the product contained 14 herbs, but it was understood
that the formulation could result in hepatic damage. Mr Yee shared that Singapore encountered
adulteration cases from time to time, and sought clarification as to how many of China’s cases
were due to adulteration. Mr Yang informed Mr Yee that if there were specific details provided,
his team could search the database for the relevant figures. Mr Yang also shared that apart from
publishing about 10 bulletins a year, the China authorities published the relevant safety
information on their website, but it was only available in Chinese.

19. Next, Dr Teng presented on “A Preliminary Assessment of Reported Adverse Drug Reaction
Associated with Ethical Kampo Medicines in Japan”. Prof Park wanted to know if the age of the
affected subjects was captured in the ADR database. Dr Teng advised that the information was
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included in the database which was on the public domain, but the website was only in the
Japanese language.

X. Standing Committee Meeting (Session 6)

Discussion Led by Sub-committee Il - Quality Assurance and Information

20. Prof Park went through details of the “Collaborative Study Plan for International RMPM
and Discussion” with the Meeting. The proposal was to choose a herb for collaborative study
among the FHH member states for further discussion at the Sub-committee Il Meeting scheduled
early 2014, and then the results would be shared at the 2015 Sub-committee Il Meeting.

21. The Co-chairperson, Mr Yee invited comments from member states with herbal
pharmacopoeia. Mrs Nguyen shared that Vietnam would have the capability to conduct the
required analysis. Prof Ma commented that the study plan was good, but might not be
appropriate to be named “International RMPM”, and that considering there was no international
pharmacopoeia, it could perhaps be titled “Korea RMPM”. Dr Seong suggested that the term “FHH
RMPM” be used, to which Mr Yee proposed for further discussion at the next Sub-committee i
Meeting. Prof Ma also informed that China would work on RMPM in 2014 and share their findings.
The FHH member states generally agreed for the Sub-committee Il Meeting to be held in Seoul in
Feb 2014.

22. Sub-committee Il also brought up the issue on the participation of non-member
organizations (e.g. interested laboratories from other countries) at Sub-committee 1l Meetings for
discussion. The Meeting generally agreed that Sub-committee Il could have the choice to invite
such organizations as observers at the Sub-committee Il Meetings.

(Post-meeting note as of 5 Mar 2014: The Sub-committee Il Meeting was held in Seoul, Korea on
26-27 Feb 2014. Dr Eike Reich, Head of CAMAG Laboratory in Switzerland and Dr Namcheol Kim
from the United States Pharmacopoeia also attended the meeting as observers.)

Xl Standing Committee Meeting (Session 7)
Discussion on Joint Action Plans on WHO Regional Strategy and the Way Forward for FHH

23. For the “Discussion on Joint Action Plans of FHH Members on WHO Strategies on
Traditional Medicine”, Dr Samdan emphasized the need for FHH to develop a clear direction
because the current platform seemed to be more for information exchange than a harmonization
forum. She also encouraged FHH to increase coordination among member states, especially since
all faced the same challenges such as contamination and adulteration.

24, Dr Samdan then suggested the following as a list of priority areas for collaboration among
FHH member states:

a) Update and improve quality of contents on FHH website, including providing links to
the webpages of the WPRO and official websites of member states;
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