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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:
e Promote research of Chinese medicines
e Provide reference standards for CMM trade

« Ensure the safety and quality of CMM

e Promote modernisation and internationalisation of Chinese medicines industry in Hong
Kong

e Facilitate trade in Chinese medicines




GOVERNANCE & PARTNERSHIP

Research Institutions (RI) Government Laboratory
Collect sample and develop Verify the methods provided by
research methods RI
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method development
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PROGRESS OF HKCMMS

e 10 volumes of HKCMMS were published between 2005-2020
e Total number of CMM standards endorsed: 330
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Lists of Chinese Materia Medica in HKCMMS https://www.cmro.gov.hk/html/eng/useful_information/hkcmms/cmmlist.html




HIGHLIGHTS OF HKCMMS APPLICATIONS

Key contributions:

Provide applicable and adoptable reference for CMM trade

Ensure the safety and quality of CMM in protection of public health
Facilitate the trade in Chinese medicines (CM)

Promote CM research and developments

Provide frameworks for references and research findings
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(1) Provide Applicable and Adoptable Reference
for CMM Trade

« ldentification of CMM and rectification of medicinal parts used in Hong Kong

o For instance, the monograph of Medulla Junci specified the correct medicinal part for this
CMM

Morphology of Medulla Junci and Herba Junci

E { : l‘,k_———— N T G— — K
Medulla Junci (stem pith) Herba Junci (whole plant)
Correct medicinal part as shown - Commonly available in market before publication of
in HKCMMS Volume 3 HKCMMS Volume 3

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




(1) Provide Applicable and Adoptable Reference
for CMM Trade

e 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




(1) Provide Applicable and Adoptable Reference
for CMM Trade

o 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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(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:

e 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

HEAVY METALS
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(3) Facilitate the Trade in Chinese Medicines

e Serve as standards for accreditation:
« The Hong Kong Accreditation Service has already launched ISO/IEC
17025 accreditation service to laboratories performing tests according t0  poxpas supplementary Criteria No. 40
HKCMMS

‘Chinese Medicine’ Test Category — Identification of Chinese Materia
Medica by Microscopic Examination in accordance with the Hong Kong

» 8 local laboratories complied with criteria of Hong Kong Laboratory  cu i ocms samrs
Accreditation Scheme to authenticate the CMM according to the
HKCMMS

Tssue No. 4

Issuc Date: 6 January 2021
Implementation Date: 6 January 2021

Microscopic Identification
HOKLAS Supplementary Criteria No, 44
DNA Identification

Chemical Analysis (including TLC, FP and AS)

‘Chinese Medicine’ Test Category — Chemical and Physicochemical Testing
to the Hong Kong Chinese Materia Medica (HKCMM) Standards

Heavy Metals

Pesticide Residues

Aflatoxin
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Tests (including ash, water content and extractives)

*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 10




(4) Promote CM Research & Developments

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

o Expansion of research capacity of research institutions in terms of manpower,
analytical equipment and funding, etc.
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(5) Provide Frameworks for References and

Research Findings

Cited by overseas reputable authorities

Serve as reference methods in authenticating the reference
herbal materials

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

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

Botanical Nomenclature
Standard Common Name

I ‘“
AneRIcan HERBAL PHARMACOROEIA

AHP-Verified™ Botanical Reference Material
Macroscopie Certificate of Authenticity

Isatis indigotica
Isatis (ban lan gen)

Plant Part Root
Material Code Isa.ind.ro.CHHC.01
Lot Nr. 2761
ity Sgm
Reference(s) Used for HKCMMA 2007; PPRC 2000; Wagner et al. 2009; |
ICnmpa rison Zhao 2004
Result Material conforms with reference data.
Certificate Nr. 645 Drate: 01/04/2017
Provided For

Macroscopic Characterization

When whole
or pale brownisk
slightly, showing

(wart-Tike) protuberances, In tran:

yellow,

Organoleptic
Characterization
Taste

Aroma

Texture
Fracture

B s

Figure 1 [saris indigotica obliquely sliced root, sample # Isa.ind.ro.CHHC.0
Figure 2 [satis indigotica obliquely sliced root close-up view
Figure 3 [satis indigotica root fracture, sample # Isa.in

TCM Healtheare, Unit 705 Sun Cheong Industrial Bldg., 1 Cheung Shun St.
Kowloon, Hong Kong

and sears arranged in whorls, and dense verruciform
erse section, bark yellowish-white, oceupying around 1%-% of radius, wood {xylem)

Sweetish, then bitter and astringent,
Slight.

Compact, soft, slightly brittle,
Fairly even

ample # Isa.ind.ro. CHHC.01.
-ro.CHHC.01,

Compiled by Lynette Casper. B.S. |

Title: Quality Assurance
Date:ot 1517

Released by Roy Upton, RH
Title: AHP Executive Director

Vil :Swneannc:

Siunaiul'e:%ﬂ% CHFA
T ey

Date: [4/Ve47? ;;;’_)

Website: www berbal-ahp.arg o { S_ﬁk




(5) Provide Frameworks for References and

Research Findings

o Total 12 ISO documents related to Traditional Chinese Medicine (TCM) cited
HKCMMS as reference:

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

ISO 21314:2019 - Salvia miltiorrhiza Root and Rhizome
ISO 21316:2019 - Isatis indigotica Root

ISO 21317:2019 - Lonicera japonica Flower

ISO 21370:2019 - Dendrobium officinale Stem

ISO 22212:2019 - Gastrodia elata Tuber

ISO 22584:2019 - Angelica sinensis Root

ISO 22988:2019 - Astragalus mongholicus Root
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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

13

= *Website of 1SO: https://www.iso.org/home.html



(5) Provide Frameworks for References and

Research Findings

e Maximum permitted limits of heavy
metals stated iIn HKCMMS were cited to
provide one of reference standards In
TCM in BS ISO 18664:2015

Annex A
(informative)

S 150 18664:2015

Reference of national, regional and organizational limits of heavy
metals in natural TCM materials and calculated limits using Target
Hazard Quotients based on USEPA and WHO

regions ami organization: g thelr own limits of heavy m ta] natural
us types of herbal products. AJ health
r week

Different countris

BSI Standards Publication m}, SETCM, Tabloo AL shows those Lumits i
ho: metho s

Hazardu n nts are also listed wit th th summarized m
refere: nTable A1

Traditional Chinese Medicine —
Determination of heavy metals
in herbal medicines used in oo | a5 | cae || ovject

° BS ISO 18664 was pUbIIShed In 2015 in Traditional Chinese Medicine — =
response to the worldwide demand for: - =

Ta A1 —The na] and organizational limits of heavy metals in natural TCM
a] andc lcult'dluut sing Target Hazard Quotients based on USEPA and WHO (mg/kg)

AAS, ICP-AES or
ICP-MS

ICP-MS

rhal
b AASand :CP-MS
he same as i

v Harmonisation of the determination of heavy

metals in herbal medicines used in TCM T
v" Providing the maximum limits of heavy metals . ol ] e |
. . . . bSl. ..making excellence a habit” I e i o
In natural materials of TCM iIn various
references . Tthori
Pba | Asa | Cda | Hg? Object Amn:glggil oéatnhizatti!(’m
or regulation
Hong Kong
Chinese Chinese
Hong Kong 5 2 1 0,2 materifal ICP-MS Materia Medica
medica Sténdards




(5) Provide Frameworks for References and
Research Findings

« TCM herbal drug monographs in the European
Pharmacopoeia (EP) shall be prepared according
to':

v'The Style Guide of EP

v'Technical guide for elaboration of Monographs
v'Chinese Pharmacopoeia as basis

v'Take into consideration the information from
WHO monographs on selected medicinal plants
and HKCMMS as well

Jupmmnmemen 'Mei 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

Style Guide cfihe
European Pharmacopoei

. . ‘. Technical guide for the
: 3 ELABORATION OF
& MONOGRAPHS

Guide ¢ rédaction deia
Pharmacopée Européenne

WHO monagraphs on

selec{egl
medicinal
plants

Volume 4




(5) Provide Frameworks for References and
Research Findings

» As references for scientific research of Chinese medicines
e Out of 330 CMM monographs published in HKCMMS, around 130 of them have

been cited as references in more than 280 international |
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The Comparative Study oa Compositiona] Pattern Analysis of Decoction of
Exteactod Ariomisie amyi by Different Exteaction Time

Jun-Oeal Yoos', Mean-Sus Kim®, Seong-Mjn Han’.
Deok-Sang Hwang', Jin-Moo Lee’, Chang-Hoon Lew'. Jun-Bock Jang’
Dept. of Clinical Kuroan Modigine, Gradusto Schosl, K. mg Hoe University
*Chonnwandang Korean Medical Clinic
*Dept. of Korean Modicine Gynecology, College of Korean Medicine,
Kyung Hee Univarsity

Objectives: This study was conducted o find oul the optimal extraclion Lime
for Artamisis argyi

Mathods© The compositional pattorn was compared with HFLC (High Performance
Linuid Chrematography) and GC { Gas-Chromatography? by decocling Artomisia
argi 10, 60, 120 misuts ropoctively,

Resalts: With longor extractlon time, the contents of referoncy compaunds wern
rracted 11 times mare when 34-dieaffecylnuinic seld wea extescted for 60 minutes
than when extescted for U} stnutes in HPLC best, but the costents were rodoced whim
extracted for 120 minubes coorpared to 60 minubes ertraction time. 44-di-Crenfraylquinic
acid 15-di-0-caffeoylquinic acid. 4.5-di-0-caffeoylquinic acid. jwcecsidia. and wuhhn
showed the Imbrnkl eute when exizacted for L0 mimutes, and it decreased as

Tha af ehlorogenic acid, 15-dicaMaoylquinie acld, 45 d:ill\'mylrrnlnlr
acsd, ncasaidin, ne, and supatilm were detected only in 10 minutes extraction
but oot in 6 or 1% misute extraction sccording to GO test,

Conelusionn: The rmults show that exteaction time eould affect the physimehemical
charnetagiatic or compoaition of Artemvisin argy sxtracted. Thua, short extraction time
could bo usofel for decoction of Ariemisias aneri

Key Words: Aremssa snpd Extraction Thme, High Performance Lindd Cheomstograpiy.
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(5) Provide Frameworks for References and

Research Findings

« 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
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Radix Panacis Quinquefolii
monograph in

USP’s Dietary Supplements
Compendium* published in 2015

— . = Radix Panacis Quinquefolii
T —— monograph in HKCMMS Volume 3
b B. Secuo:.:umuanalc. st::anal D. Cluster a:lc;\luummc;\l:ne pu bl iShed I n 20 10

® | rrlEermim
H L=, Honotond .

*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 @ et st
Harmonization of Herbal Medicines (FHH) -
Is a technical forum with aims to provide
technical documents and consensus on p—
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

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