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Introduction to the Constitution of Working Group 2 of WHO International Regulatory

Cooperation for Herbal Medicines (IRCH)
Nie Lixing,Dai Zhong,Ma Shuangcheng
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Abstract Founded by World Health Organization ( WHO) and regulatory authorities, International Regulatory Cooperation for
Herbal Medicines (IRCH) is a global network responsible for regulation of herbal medicines. Its mission is to protect and promote
public health and safety through improved regulation for herbal medicines. As the lead country of Working Group 2 (WG 2) of
IRCH, China has been carrying out international exchange and cooperation to enhance quality control of herbal medicines and prod-

ucts,and to secure safe and efficient use of drug. This paper introduces the constitution of WG 2. Hopefully, it can provide refer-

ences for relating international cooperation and exchange work.
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Working Group 2 : Quality Control of Herbal
Materials and Products
International Regulatory Cooperation for Herbal
Medicines( IRCH) Terms of Reference

1. Aim of the group

The role of working group 2( WG2)is to share information
and work collaboratively on issues related to quality control of
herbal materials and products in order to;

- Construct scientific and technical platform for regulation,
standards, reference standards and quality control methods of
herbal materials and herbal products;

- Provide reference for consideration by IRCH and drug au-
thorities of the members;

+ Improve safety, quality and efficacy of herbal materials
and products; and finally

- Protect and promote public health.
2. Membership

2.1 Lead country
People’s Republic of China
2.2 Contact information for WG Lead
MA Shuangcheng, Ph. D, Professor
Institute for Control of Chinese Traditional Medicine and
Ethnic Medicine( ICCTMEM )
National Institutes for Food and Drug Control ( NIFDC)
China Food and Drug Administration( CFDA)
No. 2 Tiantan Xili, Dongcheng District, Beijing, P. R. China
Tel :0086-10-67095272 ( office )
Fax :0086-10-67095887 ( office )
E-mail ; mashuangcheng@ yahoo. com; masc@ nifde. org. c¢n
2.3 Participating Members

- Argentina

+ Brazil

+ China-Hong Kong SAR

+ Cuba

+ India

+ Indonesia

- Malaysia

- Mexico

- Peru

+ Saudi Arabia

+ Tanzania
3. Accountability

Individual group members are responsible to report on activ-
ities and achievements of its own country to WG Lead as there is
a collaborative activity or discussion of WG2. The lead country is
responsible for reporting working progress of the group on annual
meetings of IRCH.

4. Ways of working
4.1 Group discussion

+ Any group member is encouraged to propose topic or
question for discussion;

+ The scope of information exchange, requests and replies
will be limited to issues related to quality control of herbal mate-
rials and products; and

+ Group members are suggested to share information and
resources by emails.

4.2 Group meeting

+ Group meeting may be held in flexible form at irregular
intervals ;

- The lead country is responsible to arrange and chair the
meeling ;

- Any group member is encouraged to organize the meet-
ings; and

- Non-members are welcomed to take part in the group

meeting as observer.
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4.3  Collaborative research
+ Collaborative research may involve ;

+ regulation, standards, reference standards and quality
control methods of herbal materials and herbal products. At cur-
rent stage ,more specific study can be focused on

- General guideline of reference standards for herbal ma-
terials and herbal products, including chemical reference sub-
stances , reference herbal materials and reference extracts;

+ Preparation,, calibration and collaborative calibration of
reference standards for herbal materials and herbal products;

+ Atlas of reference standards for herbal materials and
herbal products;

+ Substitute methods of reference standards for herbal
materials and herbal products;

- Digital reference standards for herbal materials and
herbal products;

+ New technologies and methods concerning calibration
of herbal materials and herbal products; and

- Application of reference standards in quality control of
herbal materials and products.

5. Review of these Terms of Reference
The Terms of Reference of WG2 will be reviewed and re-
vised on an as needed basis.
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