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The Usage of Chinese Medicine in Hong Kong

Health Care System

Sy FR ¥ PR

Public sector Private sector

= K F B ¥ * Primary health care service*:

2 % Public (28.3%) # % Private (71.7%)
’f?’:i-“: ¥ Department of Health (3.7%) * ¥ %<& ¥ Private practitioner (56.1%)
¥ ¥ /& Hospital Authority (24%)
B AIET v ?;V'}'—‘"r(()ﬁ%) 31
Chinese medicine clinics under HA R ? (14.670)

Private Chinese medicine practitioner

«H v ¥ % other regions (1%)

WEREFLHEY, I FLE R R E ¥ e -7 8FEF (2010), A3t e
*figures(%) based on type of medical practitoners consulted
(Thematic Household Survey No.45, 2010), Census and Statistics Department, HKSAR
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Adverse Incidents related to CM
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Development of Chlnese edicine in Hong Kong

B % b 4 s
Be ore the enactment of Chinese Medicine Ordinance
® ° Eﬂ?"’ IR AP B B ERH AN 5P A RIE o
% L S pa‘!tl’f ¢ FIRTE
Chinese medicine practitioners provided services in an outpatient
basis, including self-employment or practice in herbal store. Some

non-government organisations also provided Chinese medicine
Services

e %EH?T E N rﬁpﬁ’]‘%
No recognised qualification for Chinese medicine practitioner
¢ EHZ Y NET FE R
No regulations on Chinese medicines
-!—-'—‘_‘u» 4 ) ‘)‘
¢ FEFURENFE
Chinese medicine practice and trade operated as family business




AEHESREAAMER
Legal Basis for Drug Control

- L X2 %138
Article 138 of Basic Law

AREH R I RFRY 7 F FoREF R FL R R
The HKSAR Government shall, on its own, formulate policies to develop western and
Chinese medicine and to improve medical and health services
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Development Of Chinese Medicine in Hong Kong

1997-1998 % & % ycdR 2

Policy Address (1997 and 1998)

c AAEFHAREFIRE T ALY R IFE R ES
Y FIE L 0 T & ¥
AE Y PHE
The Chief Executive of Hong Kong had articulated his vision

to develop Hong Kong into an
and to established

to regulate the use of Chinese medicine
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Regulatory Structure in Chinese Medicine

% TS AT FRPELA ¢

Statutory regulatory body == Chinese Medicine Council

of Hong Kong
PR . 42 L 5
Government Food and Health Bureau
X8
FE T id

Public Chlnese

Chlnese Medlcme Division
Medicine Clinics
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Chinese Medicine Council of Hong Kong
(o %52_@;,J>> hiEY FEERLA §

x —;% Hlis g
%g ¢ E m%? ;}d‘ T Chinese Medicine
Practitioners Board

The Chinese Medicine Council of |
Hong Kong (the Council) is a S GINE )
statutory body established under Registration Committee

: e : IS AN

the Chinese Medicine Ordinance. Tk Chi Mgd% .ﬁ ]é?- ”
Established on 13 September 1999, Examination Committee 1nes: %? ;gc%ngzj‘(;;‘nml ce
the Council is responsible for Bk : Lo

: : T . Chinese Medicines Traders
implementing regulatory measures Disciplinary Committee Committee

for Chinese medicine practitioners i e = R VEETH

and Chinese medicines. Committee on Assessment of ' .

lat itt f
Chinese Medicine Degree Courses Regu atory (.fo.m mree 0
N . Chinese Medicine Traders
ERHER| B

Ethics Committee
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Regulation of Chinese Medicines
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Regulation of Chinese Medicines

v :}é. ’H Chinese herbal medicines o f#: Proprietary Chinese medicines

PEFRHIR (FR/E)
Wholesale & Retail Licensing

7

TR kT

Import and Export Control

P EFRHIR (RE/8)

Wholesale & Manufacturing Licensing

B¢ FHRE

Development of Hong Kong Chinese Materia
Medica Standards (HKCMMS)

XL

Import and Export Control

PR R

| Registration of proprietary Chinese medicines

) —

B ﬁ %Post market surveillance

o giEft L EgTesting of drug samples (CM)
S K BHEEHReporting of adverse drug reaction

AR SFLAEFTEHRF QP

] ii‘}é 22 Post market surveillance

o A ZE L E@ Testing of drug samples (pCm)
- A EEE{4E# Reporting of adverse drug reaction

11



DR & 0P B 22 RV 3E 1 O &l
Import/ Export Control on Chinese Medicines

BB B 60% B WA (AT (- &) L)
the First Schedule to the Import and Export (General) Regulations (Chapter 60, sub Leg.A)

° <<:1 %&%‘%‘ﬁ%— /L’?IJ>> ?‘;Tﬂg éﬁ31%§xf¢%\'1:‘ %".-%.’}j» EREM TR AR TER AR LI N
31 Chinese herbal medicines specified in Schedule of the CMO S -

. SfEA 20 B
5 Chinese herbal medicines specified in Schedule 2
o # T 1= (Flos Campsis) ;
= %" & (processed Radix Aconiti) ;
- % ¥ g (processed Radix Aconiti Kusnezoffii)
o = % i (Radix Clematidis)
s % 7"% (Radix Gentianae)

(Y FEEL) F2EAR wAY 3 E
All pCms as defined in section 2 of the CMO

mig/die SR A L B ATARM i T T R/ AT 3V R

Importation /Exportation of these articles must be covered by an import/ export licence issued by the Department of
Health.

12
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The licensing of Chinese Medicine traders

M

P ERAAWAIRC 2008810 1P 25 % B OFF T RARHPHIES
> TR AR RS BT AR KRS

Four types of Chinese medicines traders must apply for a licence and comply with
the practicing guidance:

PEHEL B R Tk LR 3B
Retail of Chinese Wholesale of Chinese Wholesale of proprietary Manufacture of proprietary
herbal medicines herbal medicines Chinese medicines Chinese medicines

(~4, 300) (~800) (~1,100) (~300)

13
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Hong Kong Good Manufacturing Practice for proprietary Chinese
medicines

2010-11# B & peap 2
2010-11 Policy Address
Pif il SES T T2 AR ARAS TR L

To work out a timetable for mandatory compliance with the Good
Manufacturing Practice for the manufacture of proprietary Chinese
medicines

> (AEY SFLATEFEAFHI)

Guideline has been published to traders for reference

[0, PraprietardCtfeseAEniEITES

P OF ¢ S EYUEH A R FEP S
(% /);““1 e ﬁw??ﬁ; J’FL )
Number of GMP certificate holders:9

14
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Registration of proprietary Chinese medicines

oG Y RESLER 0 TR bk R b
All kinds of proprietary Chinese medicines must first be registered by the
Chinese Medicines Board before they can be imported, manufactured and
distributed in Hong Kong

PRET DN BT A%z gk &

| o
| ot | 1R
Ensure safety, quality and efficacy of products B

> ¢ R Egnrp ¥ 5(~17,000 &)
pCm registration application (~17,000)

15
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Number of pCm registration applications

s ~9,100 (HKP-XXXXX)

TRERY A BRI, W
“Notice of confirmation of transitional
registration of proprietary Chinese
medicine”

= ~1,030 (HKNT-XXXXX)
TR R CLER)Y i
U I
“Notice of confirmation of (non-

transitional) registration application of
proprietary Chinese medicine”

1,030
= ~300 (HKC-XXXXX)
AR 2=t A = HKC,
“Certificate of registration of a pCm” 300

16
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Proprietary Chinese medicines to be registered

B (EH) $119iE4R 2
According to the Section 119 of the Ordinance,

« ERA2EHE B Ay TR AKLEN Y A E S T
] i i o
no person shall sell, import or possess any proprietary Chinese

medicine unless the proprietary Chinese medicine 1s registered
under section 121.

= 2 3201021272 3p B 42 2%

has become effective on 39 Dec 2010

17
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PR 2 RV EA S

Proprietary Chinese medicines exempted from registration
c NMT R S BV

the following pCms may be exempted from registration

R RA T e
The purposes of providing samples and seeking registration
. FFT R S E i
The purposes of education or scientific research
. ¢ &% R
The purpose of re-exporting by the same wholesale dealer
: B {7 IRk TE SR B & 4 PR
The purposes of the clinical trial or medicinal test
’ Fegr FR NGy @ &
Prepared or compounded with a prescription given by a registered
Chinese medicine practitioner

18
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Package inserts for proprietary Chinese medicines

g (iE6]) %1432 144 R 2
According to the Section 143&144 of the Ordinance,

. 111?4%:5'55} ,—»ﬁﬁ% Mmoo R N P ERTR R T
T E e
No person sell or have in his possession for the purpose of selling
any proprietary Chinese medicine without label and package insert.

. e 322011E127 1P B4s2 %%

has become effective on 15t Dec 2011

19



5 E&EE
Post market surveillance

e TRV G ALY BEHE Y I BEHT p

Monitoring safety and quality of medicines and related products (including
pCm) for sale in the market

o BlFFY A ER A
Testing of pCm samples
o A HRBRAMFERLT §F AR KRBT E

Draw pCm samples from the market for testing of heavy metals, western
medicine adulteration

C Y REEP EP AP AR RARRESLT P LR LEAY

= Draw samples from pCm registration holder (Heavy metals and pesticides
residues)

20
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Post market surveillance

§i& 7 # Follow up action

==

%%_Iz‘j_?'_ a;}’ﬂ&é"'&fmzﬁ.f‘r% f‘l‘fﬁ(—ﬁr’ﬁ—?—x\/liﬁﬁg

Cooperate with other Enforcing departments (e.g. Police, Custom and Excise)

21
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Post market surveillance - -
B AF BRI AR

Adverse Drug Reaction reporting system o e g B i

a u.l.-.u\-u-l |||--ul--|¢.r4- i .-luu..l.-u.n. i

Firsey wrad the fobirmmy jtrassions:
el o rmannrn Homes o AL Raporuny iy vy o 453 o i
- vt il il A0F Piaa 1 6 el 1w el drwi e Fed s wf s g
Piasic goougs O Tassese 00 Assan 1 Adses 33 Cocasiads O Eriesas ) Unissanss. O Do
CEp T 1 Mﬂuﬂn"“lﬂu

Vst i o o ADWL. (i mmem vy

c FA O Br B ERET AL L EER L | e
}@E”: ;)‘ Rz 4 §J;«' A ~ PJ, ]? P m[]% A /*/Ff?r"%ﬁ?% l‘i}; )'@ AT caiegery | vas e isbiied AT, ouly)

O Al peanion O Liead mrtian O Sverrr eacnen O Senoiopcn) desen
Encourage Doctors, Dentists, Chmese Medicine Practitioners and OLINSccny O Py Foighelioncn 0 Fupisksnt o (Mbwenyyy)

Sy | canbck moic B | bus o gpyeope |
B Hlespialipmon NOT feguaed

Pharmacists to report voluntarily T
. fowe | fezm u-:-:-l i Eeson for Use
- RFFFERTE(FRERT)EC B EHE A E) . SRS S I i
Submitted for all western and Chinese medicines (including - : :
Chinese herbs and proprietary Chinese medicines and vaccines) Tomt SEATR T3 Ve el A gy, s A
Lasorsiory resal (1f applacabie) _
Chateinews 0 Resatmed an bl viey) O Mol et reciveied O Undoasam
o HTH AR I9Ed T RO A RTR PRGBSV PO PN
Analysis the report by health professionals N T T T T T T et
o ——
s BERZ I ed R G T RENEF A nE 2R ET o v ke s o Qi Gt o OO
s EAy LS i —% ’ (———.
Safety alerts will be issued when new hazards are found R e e e

D8 100 Ao 87100

http://www.drugoffice.gov.hk/eps/root/tc/healthcare ¥P2AFr Y 2
providers/adr reporting/reporting guideline.html ADR Report Form

22


http://www.drugoffice.gov.hk/eps/root/tc/healthcare_providers/adr_reporting/reporting_guideline.html
http://www.drugoffice.gov.hk/eps/root/tc/healthcare_providers/adr_reporting/reporting_guideline.html

BEPEMIRE

Development of Hong Kong Chinese Materia Medica Standards

S (FB ¢ BHEE) = 420050 2008 > 2010 -
20124 5% > imE 1 96FE 7 FH eFT 7 L R ol

The Hong Kong Chinese Materia Medica Standards ;
(HKCMMS) Volume 1, Volume 2, Volume 3 and Volume | ..
4 were published in 2005, 2008, 2010 and 2012

respectively

> 52012 A2 % o ¢ FHamaEFF P 06058
FHHI A %ﬁzom

Aims to extend the Chinese herbs coverage from the
current 60 Chinese herbs to about 200 by 2012

» Download of HKCMMS volume 1,2,3 and 4
www.dh.gov.hk/english/main/main _cm/main_cm
__hkemms.html

23
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International Advisory Board

« 1 £ # FScope of Work:
© 3 TEBR 2w FLA SRR FREER
Give advice on principles, methodologies, test parameters and analytical
methods

\
:kﬂ

* > 7T e 4k
ﬁé* </€H 7L wp ‘g?
Examine and endorse research results

o #‘Hﬁ ¢ $2Research institution including:
o 6”Lr * = < & 6 Local Universities
% & ¥ < = 2The Chinese University of Hong Kong

- % &% ¢ ~ 5 Hong Kong Baptist University
he University of Hong Kong
The Hong Kong University of Science & Technology
The Hong Kong Polytechnic University
City University of Hong Kong
IJP f=National Institutes for Food and Drug Control
< £ Chlna Medical University, Taiwan

e bR

m}

m}

g B i i i B
A ETR A W

g T bk o b bk
2l A SR
‘ﬁﬁ?;%%«%%

1'1) nYuus g ° ) )
AT A - -
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HEPBEENEE
Distinctive Features of Chinese Medicine in Hong Kong

®d F
Pure Chinese Medicine practicing Model
O TFEH L/ FEe %;/} SiE
Community based: Public / Private Chinese Medicine Clinics
O %Y FERMIESE F R AL
Active engagement of Chinese medicine sector 1n healthcare
planning

25
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(evidence-based
medicine)

PG A TE

(collaboration
between WM
and CM)

Seave EIUS
s AR AT
(Phased
development of
clinical trial
centers with
GCP)

R

T,

| RAERA

Integrate
CM into
health care
system

+FHift (Scientific research)
5 (Education)

-

BRTE

Strengthen

control on
CM quality
and safety

HIER B E

@22 E Promotion of CM development

Medica)

implementation)

MBI (pCm Registration system)
A2 AE (Standards of Chinese Materia

+GMPH#I[E (Good Manufacturing Practice

G

R B E
RIS E S

Enhance
international
competitiven

ess of CM

industry

/

HEE R
(International
cooperation)

s mmese (product
accreditation)

R EENE
(Intellectual property)
R R A AR SR AR B
5 EFHL(WHO
Collaborating Centre

for Traditional
Medicine)
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Related Websites

'é/ﬁ"‘?%?ﬂiﬁ% oarvmurnsnt
Chinese Medicine Council of Hong Kong T R
WWW.CmChk.Org-hk ; A AR IR B B 51T B B

The Governatert of the Horg Kong Saedal Administrative Regian

- " of the Peaple’s Republic of China
TexTony REHTT MR enus | BT | #kkE | 20
o . W
T —_— 1

C A Y BEE AN
Chinese Medicine Division Website e
www.cmd.gov.hk

c RBER

=X Dapartment of Justice Bllingual Laws Informatien Systom

Department of Justice RRE B HREAN

www.legislation.gov.hk
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http://www.cmchk.org.hk/
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Thank you



