b) Establish a common pharmacovigilance database for safety and quality issues related
to herbal medicines (e.g. ADR, products with history of adulteration or contamination);
and

c¢) Promote sharing of relevant data (e.g. access to English version of herbal
pharmacopoeias of member states, reference standards for quality of starting materials
and finished products).

25. Dr Samdan also proposed that an action plan be drawn up to help FHH take stock of its
progress and assess how to move forward. The plan should include key details on activities,
objectives, timelines, lead member states and expected outcomes. She added that WHO wished to
continue contributing to FHH’s work.

26. The Co-chairperson, Mr Yee expressed appreciation to WHO WPRO’s support to FHH and
attendance at relevant meetings. Dr Vu agreed with Dr Samdan that FHH should progress from
information sharing to working on more concrete deliverables.

27. Mr Yee then gave a presentation on “Other Matters Arising”, to facilitate discussion on
administrative matters related to FHH. With the changes in representatives from various member
states over the years, he asked for the current team to relook at the Basic Operational Document
of FHH which was confirmed in 2002, and that any suggestions on changes to the Document could
be discussed at the 12" FHH Standing Committee Meeting.

28. Future hosts of the 2015 — 2016 and 2017 — 2018 Standing Committee Meetings were
tentatively decided as China and Japan respectively. Prof Ma would bring the suggestion back for
discussion. The Secretariat was also tasked to check with Australia whether they could host the
2017 — 2018 term. Separately, the Meeting agreed to maintain the frequency of Standing
Committee Meetings on an annual basis.

29. Mr Yee also raised the topic on absenteeism for discussion, citing Australia as an example
of not being able to attend the 10" and 11™ Standing Committee Meetings, but still gave
comments on Sub-committee II's RMPM guideline. The Meeting agreed for the Secretariat to
check with Australia on their commitment to FHH, including whether they were able to host the
Standing Committee Meetings for the 2017-2018 term, as well as to encourage their attendance.
Dr Goda also suggested for Singapore to announce the meeting dates for the 12" Standing
Committee Meeting earlier to facilitate Australia’s preparations.

(Post-meeting note as of 5 Mar 2014: The Secretariat had clarified with Australia regarding FHH
matters, and their official reply was that they would decline all face-to-face meetings, in view that
they operated on a 100% cost-recovery basis and their capacity to participate in overseas events
was hence limited. In addition, their international engagement strategy would end in 2015 and
priorities for 2017-2018 were not confirmed yet and therefore, Australia would not be able to host
the Standing Committee Meetings in 2017-2018. However, Australia had indicated their interest to
continue contributing to the work of FHH, e.g. via review of technical documents and guidelines, as
well as to be informed on outcomes of FHH Meetings.)

30. Mr Yee also informed that the Secretariat would follow up on Dr Samdan’s proposal on
reviewing FHH’s achievements by circulating a template for member states to fill up, including
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details for a 3-year workplan. The Secretariat would then compile the returns and member states
could present their 3-year workplan at the 12™ Standing Committee Meeting for discussion and
adoption.

31. On the use of the WHO logo, the Secretariat was tasked to check on the guidelines for its
use. Dr Samdan also added that WPRO could discuss with Korea and the Secretariat further on the
use of the logo on the new FHH website before its launch, and that the logo on the current
website could remain.

32. The Chairpersons for the Sub-committees and focal points for each member states were
confirmed as follows:

Sub-committee I Chairperson: Dr Kawahara
Sub-committee i Chairperson: Prof Park
Sub-committee lii Chairperson: Prof Ma
Canada Focal Point: Dr Vu

China Focal Point: Prof Ma

Hong Kong Focal Point: Mr Robert Law
Japan Focal Point: Dr Goda

Korea Focal Point: Dr Kim
Singapore Focal Point: Mr Pang
Vietnam Focal Point: Mrs Nguyen

33. The Meeting also discussed about the tentative dates for the 12" Standing Committee
Meeting and 5™ International Symposium, and agreed to hold them at the end of Nov 2014. The
Secretariat would follow up with the member states via email to ask for suggestions on topics for
the Symposium, as well as for proposed agenda items for the next Standing Committee Meeting.

(Post-meeting note as of 5 Mar 2014: China, Japan, Korea and Vietnam have agreed to the
proposed dates of 25-27 Nov 2014 for the 12" FHH Standing Committee Meeting and 5"
International Symposium to be held in Singapore.)

Xll. Any Other Business

34. Dr Samdan proposed for the Secretariat to consider inviting other ASEAN countries, in
particular, Malaysia, Philippines and Brunei, as observers at FHH Standing Committee Meetings,
for them to share on their experience with traditional medicines. This was in consideration that
ASEAN has 7 countries in the Western Pacific region, and hence would benefit from being in the
loop of FHH proceedings. She also suggested for the Secretariat to invite representatives from
Malaysia, Philippines and Brunei as speakers for the Symposium.
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35. In response to Dr Samdan’s proposal, Dr Goda commented that it was beneficial for
information exchange since ASEAN countries have their own form of traditional medicines, and
that they could attend as self-funded observers. He also raised the issue that while it was
acceptable for other countries to attend FHH meetings as observers, the Meeting should consider
having criteria for converting observers to official members. Dr Goda shared that Japan had
accepted the attendance of Malaysia for the 4™ FHH Meeting as an observer in Japan previously,
but they did not attend in the end. The Meeting agreed that the Secretariat could have the
discretion to invite Malaysia, Philippines and Brunei as observers for the FHH Standing Committee
Meetings and Symposium.

Xill. Closing Remarks

36. Asst Prof Raymond Chua, Group Director of the Health Products Regulation Group of the
Health Sciences Authority of Singapore, delivered closing remarks to thank the members and
observers for their commitment and contribution to make the meeting a success.

37. There being no other business, the meeting was adjourned at 1300 hours on 23 Oct 2013.



Annex 1

Finalized List of Co-chairpersons for Standing Committee Meeting Sessions

Session

Co-chairperson(s)

Session 1 —

Presentation of Regional/Country Reports Related to
Latest Developments in Herbal Medicines

Mr Yee Shen Kuan and Mrs Cao Thi Mai
Phuong

Session 2 —

Presentation of Regional/Country Reports Related to
Latest Developments in Herbal Medicines

Prof Fumiyuki Kiuchi and Ms Polly Chan

Session 3 —

Report of Sub-committee |I: Nomenclature and
Standardization

Dr Yukihiro Goda

Session 4 —

Report of Sub-committee Il: Quality Assurance and
Information

Dr Seong Rackseon

Session 5 —

Report of Sub-committee Ill: Adverse Drug Reactions

Prof Ma Shuangcheng

Session 6 —

Discussion under Sub-committee Il: Quality
Assurance and Information

Mr Yee Shen Kuan

Session 7 —

Discussion on Joint Action Plans on WHO Regional
Strategy and the Way Forward for FHH

Mr Yee Shen Kuan
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Table 3 11th FHH Standing Committee Meeting

Presentation of country/region report related to the latest development on herbal medicines

WHO WHO Strategies on Traditional Medicine
Canada Health Canada's Vigilance Activities of Natural Health Products
China Introduction of Traditional Chinese Medicine Supervision

Hong Kong  Development of Regulatory Regime for Chinese Medicines in Hong Kong - the
Latest Update
Japan Introduction of gNMR to the Japanese Pharmacopoeia (JP) for Specification of

Marker Compounds Used for Standardization of Herbal Medicines

Korea Recent Progress on Regulations of Herbal Medicines in Korea

Singapore Overview of Complementary Health Products Regulation in Singapore
Vietnam Development of Monographs of Materia Medica in VP From 2010-2013
Vietnam Quality of Herbal Materials in Vietnamese Market

ASEAN ASEAN Traditional Medicines & Health Supplements Product Working Group

Report of Sub-committee I: Nomenclature and standardization

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

Japan Standardization of Traditional East Asian Medicine in ISO/TC249

Japan

Report of Sub-committee II: Quality assurance and information

Report of Sub-Committee II - Draft Guideline on International RMPM
Establishment and Feedback
Korea Collaborative Study Plan for International RMPM and Discussion

Korea

Report of Sub-committee I1I: Adverse drug reaction

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

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

China ADR Monitoring and Administration in China

Vietnam Pharmacovigilance Practice of Traditional Medicine Drugs: Challenges and

Perspectives for VietNam

Discussion on Joint Action Plans on WHO Regional Strategy and the Way Forward for FHH

WHO Discussion on Joint Action Plans on WHO Regional Strategies on Traditional

Medicine
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