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HKCMMS 

Background:
• Launched by Department of Health in 2001, aiming at establishing reference standards 

for commonly used Chinese Materia Medica (CMM) in Hong Kong
Aims:
• Promote research of Chinese medicines
• Provide reference standards for CMM trade
• Ensure the safety and quality of CMM
• Promote modernisation and internationalisation of Chinese medicines industry in Hong 

Kong
• Facilitate trade in Chinese medicines
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GOVERNANCE & PARTNERSHIP

Publication of 
HKCMMS 
Reference 
Standards 

(Monographs)

Collect sample and develop   
research methods

Collect data and draft standard

Government LaboratoryResearch Institutions (RI)
Verify the methods provided by 
RI
Provide technical support in 
method development

Scientific 
Committee

Evaluate the methods and draft 
standards provided by RI
Resolve technical issues and 
monitor progress

International 
Advisory Board

Endorse standards

Advise on the principles, 
methodologies, parameters 
and analytical methods 
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 10 volumes of HKCMMS were published between 2005-2020

 Total number of CMM standards endorsed: 330

PROGRESS OF HKCMMS

Lists of Chinese Materia Medica in HKCMMS https://www.cmro.gov.hk/html/eng/useful_information/hkcmms/cmmlist.html
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Key contributions:

1. Provide applicable and adoptable reference for CMM trade
2. Ensure the safety and quality of CMM in protection of public health
3. Facilitate the trade in Chinese medicines (CM)
4. Promote CM research and developments
5. Provide frameworks for references and research findings

HIGHLIGHTS OF HKCMMS APPLICATIONS



(1) Provide Applicable and Adoptable Reference 
for CMM Trade

 Identification of CMM and rectification of medicinal parts used in Hong Kong
 For instance, the monograph of Medulla Junci specified the correct medicinal part for this 

CMM
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Morphology of Medulla Junci and Herba Junci

Medulla Junci (stem pith)

- Correct medicinal part as shown 
in HKCMMS Volume 3

Herba Junci (whole plant)

- Commonly available in market before publication of 
HKCMMS Volume 3

- Used medicinal part deviated from the Chinese Medicine 
Ordinance (Cap. 549 Laws of Hong Kong)



 To assist:
 Manufacturers of proprietary Chinese medicines (pCm)
 Holders of Certificate for Manufacturer (GMP) of pCm
 Applicants of registration of pCm

for establishing raw materials and product specifications
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(1) Provide Applicable and Adoptable Reference 
for CMM Trade



 A number of Hong Kong manufacturers of proprietary Chinese
medicines certified with Good Manufacturing Practice (GMP) and
Hospital Authority (HA) have adopted references standards of
HKCMMS in the procurement of CMM and establishing quality
control standards
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(1)Provide Applicable and Adoptable Reference 
for CMM Trade



(2) Ensure CMM Safety and Quality in Protection 
of Public Health

• Provide information for regulatory authorities to strengthen the control:
• For example, heavy metal content exceed limits for a CMM may warrant drug regulatory authority

to conduct related risk assessments and initiate product recall

• Provide updates on the trends and concerns of contaminants in CMM: 
• Conduct regular reviews on limits and developments in order to be consistent with the

requirements of various Pharmacopoeias. e.g.
 Limit of Cadmium reviewed to harmonise with the European Pharmacopoeia
Determination of Sulphur Dioxide residues with limit has been included with reference to latest

regulatory control in the Mainland
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(3) Facilitate the Trade in Chinese Medicines

• Serve as standards for accreditation:
• The Hong Kong Accreditation Service has already launched ISO/IEC

17025 accreditation service to laboratories performing tests according to
HKCMMS

• 8 local laboratories complied with criteria of Hong Kong Laboratory
Accreditation Scheme to authenticate the CMM according to the
HKCMMS
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Accredited Test Items No. of Accredited Laboratory*

Microscopic Identification 4

DNA Identification 1

Chemical Analysis (including TLC, FP and AS) 5

Heavy Metals 3

Pesticide Residues 1

Aflatoxin 1

Tests (including ash, water content and extractives) 4

*According to the information on the website of Hong Kong Accreditation Service
(https://www.itc.gov.hk/en/quality/hkas/accreditation/our_accreditation_services.html) in April 2021
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(4) Promote CM Research & Developments

• 4 local universities and 2 non-local research institutions now participate the
HKCMMS Project

• Expansion of research capacity of research institutions in terms of manpower,
analytical equipment and funding, etc.



(5) Provide Frameworks for References and 
Research Findings

• e.g. American Herbal Pharmacopoeia* adopts HKCMMS
to authenticate Botanical Reference Materials of
Eucommiae Cortex, Isatidis Radix, Polygoni Multiflori
Radix, Rehmanniae Radix

12

• Cited by overseas reputable authorities
• Serve as reference methods in authenticating the reference 

herbal materials

*Website of American Herbal Pharmacopoeia: https://herbal-ahp.org/



(5) Provide Frameworks for References and 
Research Findings
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• Total 12 ISO documents related to Traditional Chinese Medicine (TCM) cited
HKCMMS as reference:

No. Document Description

1 ISO 18664:2015 - Determination of Heavy Metals in Herbal Medicines used in Traditional Chinese Medicine

2 ISO 21314:2019 - Salvia miltiorrhiza Root and Rhizome

3 ISO 21316:2019 - Isatis indigotica Root

4 ISO 21317:2019 - Lonicera japonica Flower

5 ISO 21370:2019 - Dendrobium officinale Stem

6 ISO 22212:2019 - Gastrodia elata Tuber

7 ISO 22584:2019 - Angelica sinensis Root

8 ISO 22988:2019 - Astragalus mongholicus Root

9 ISO 23191:2020 - Determination of selected Aconitum Alkaloids by High-Performance Liquid Chromatography
(HPLC)

10 ISO/TR 23975:2019 - Priority List of Single Herbal Medicines for Developing Standards

11 ISO 19609-1:2021 - Quality and Safety of Raw Materials and Finished Products Made with Raw Materials - Part 1:
General Requirements

12 ISO 19609-1:2021 - Quality and Safety of Raw Materials and Finished Products Made with Raw Materials - Part 2
Identity Testing of Constituents of Herbal Origin

*Website of ISO: https://www.iso.org/home.html



(5) Provide Frameworks for References and 
Research Findings
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• Maximum permitted limits of heavy
metals stated in HKCMMS were cited to
provide one of reference standards in
TCM in BS ISO 18664:2015

• BS ISO 18664 was published in 2015 in
response to the worldwide demand for:

 Harmonisation of the determination of heavy
metals in herbal medicines used in TCM

 Providing the maximum limits of heavy metals
in natural materials of TCM in various
references



(5) Provide Frameworks for References and 
Research Findings
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• TCM herbal drug monographs in the European
Pharmacopoeia (EP) shall be prepared according
to1:

The Style Guide of EP
Technical guide for elaboration of Monographs
Chinese Pharmacopoeia as basis
Take into consideration the information from
WHO monographs on selected medicinal plants
and HKCMMS as well

1Mei Wang and Gerhard Franz. The Role of the European Pharmacopoeia in
Quality Control of Traditional Chinese Herbal Medicine in European Member
States. World Journal of Traditional Chinese Medicines 2015 1(1):5-15
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• As references for scientific research of Chinese medicines
• Out of 330 CMM monographs published in HKCMMS, around 130 of them have

been cited as references in more than 280 international journal articles

(5) Provide Frameworks for References and 
Research Findings



(5) Provide Frameworks for References and 
Research Findings
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• As a precedent to show microscopic identification features of CMM with high
resolution images

• HKCMMS is the first reference standard compendium to illustrate microscopic features
of CMM with drawings and photographs

• Set an example to other pharmacopoeias / compendia

Radix Panacis Quinquefolii
monograph in
USP’s Dietary Supplements 
Compendium* published in 2015 

Radix Panacis Quinquefolii
monograph in HKCMMS Volume 3 
published in 2010

*Website of USP Dietary Supplements Compendium: https://www.usp.org/products/dietary-supplements-compendium



(5) Provide Frameworks for References and 
Research Findings

• The Western Pacific Regional Forum for the
Harmonization of Herbal Medicines (FHH)
is a technical forum with aims to provide
technical documents and consensus on
technical issues related to the quality, safety
and efficacy of herbal medicines

• HKCMMS is cited as one of the references
on standards in FHH webpage

18*Website of FHH: http://www.fhh.or.kr/projects/pharma_link.php



THANK YOU
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