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£ 2 % (Artemisinin)

AERRFORRE S I F iR REA
(Use of Artemisiae Annuae Herba for malaria treatment was
recorded in Zhou Hou Bei Ji Fang of Dong Jin (317-420AD))

A 2001 1 e 2kt 0 F B A L AHNE BN En

Artemisinin-based combination therapy has been
recommended for malaria treatment by WHO since 2001

2011& Feve i HIMF 54 5 Fifk 5
Bpn HEPAL L AR FEE R
Lasker~DeBakey Clinical Medical
Research Award 2011 winner-

. Tu Youyou for discovery of artemisinin




8/t -G g s E R
Arsenic Trioxide - Role in Leukaemia treatment

PR T0E RA o BATIT AR G R R R R
During the 1970s, folk remed|es from Chinese medicine
practitioners were found to be using arsenic to treat cancers

2012 2 MR FHREATRAEE TRE T HRELAT BT LR R AT
22012 NFCR Szent Gyorgyi Prize Winners Zhen-Yi Wang and
Zhu Chen for Progress in Cancer Research




BREAZAMTRAKKEASE TENER
SARS - Chinese medicine application




PAR R LR R A M

i%%@mﬁiﬁﬁ%%&éi
NEJM systematic reviews of Controlled Trials of Efficacy

of Herbal Preparations (NEJ M 2002 347:2050)

1; Pl is(Asian Ginseng)

A i AR or # - i g »c* Efficacy is unclear for each
indication

< w(Garllc)

o f+ﬁ i P B o EEEt Vo g m b 2 e e E A Possible
ﬂ:aII short-term benefits on some lipid and anti-platelet
effects

4 & (Ginger)
g‘m%vﬁéwﬁ "Rk 3 47 ) 3 stehdicdg Promising data in nausea
nd vomiting
#i# & (St. John’s wort)

o é’%_ﬁrﬁ%ﬂ 4 &ﬁvﬂ?&m« [ # 3 »Superior to placebo for
mild to moderate depression

) %’g‘f(Valerian)

© A G RHm My 2 2 HF L ROE % sxData inconclusive for
atment of insomnia
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fr £ B B ZET A T SR A ER R AR
Clinical Trials registered with
National Institutes of Health (NIH) in
USA

2 322014%6% 30p
Up to 30 June 2014:

S B2 X873 170,000 = &% B/ NIH ;=& ofek 3
S

» Approximately 170,000 clinical trials is
registered at U.S. NIH



http://www.clinicaltrials.gov/

AN &) F ¥ 2 B8R 5
NIH Registered Clinical Trials using Chinese Herbs

~80 trials of o registered

Chinese before June
2009

herbs

registered

up to 30

June 2014

Registered -
on or after

1 June
2009

> 2322014267 30p > ~ X5 801 © L iRk RSk E T P X BT
A % H70%" Bk sk £2009# (s e oo

Reference : www.clinicaltrials.gov , accessed on 14 July 2014 9



0 g 4F M e B
Comparison on the special properties
of Chinese and Western Medicines

# Z Chinese Medicines & % Conventional/Western
Medicines

_‘3 it ol

Newly found chemical or
blologlcal entity
eference :

€ ¥F &= LAk * e No
hlstory of use in human

¥oE AR * e No
hlstor of use in human

spectives on Chinese Herbal Medicine (Zhong-Yao) Research and Development, Evidence-Based
nd AIternatlve Medicine Volume 2011, Article ID 403709
ion of traditional Chinese medlcme BMC Complementary and Alternative Medicine,
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PO e Mt (&)
Comparison on the special properties

of Chinese and Western Medicines (cont.)

?» # Chinese Medicines & # Conventional/Western
Medicines

® C TG oo TN TRA T S
ﬁ?m%ﬂ%ﬂ£%LW%%?
Active ingredient is confirmed
and its pharmaco-toxicology
are assessed and quality
standards are set before
clinical use

® LELFEFEE T A 2B
(E R
Quality of the chemical
substance can be ensured by
controlling the manufacturing
process.

ectives on Chinese Herbal Medicine (Zhong-Yao) Research and Development, Evidence-Based
d AIternatlve Medicine Volume 2011, Article ID 403709

of traditional Chinese medlcme BMC Complementary and Alternative Medicine,
11



P % BE R ER &Y 45 1
Distinct properties for Clinical trials of
Chinese Medicines
Br FEmaLad AfeLg H e & (holistic approach)
3 ¥~ (syndrome differentiation and treatment)
—drP Bt P FFEL Ao d O ‘?fugﬁ ¥ 5k How to
apply the differential treatment of Chinese medicine to the
Western medicine’s definition of symptoms and disease

EHRPERZEYER - BHOMEL LT FIF ~ BF - F
B QWG IR TR - R ERE P
A& B & % - 3k o Control of Raw herbs is very important.
Chemical composition of herbs may vary from batch to
batch due to climate, source, harvest time, product
manufacturing and processing methods and lead to

. iNconsistent quality in herbal products.
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% BR R AR 60 45
Distinct properties for Clinical trials of
Chinese Medicines

p AT Y BARR T T AT B S
Therefore - novelty in clinical research of
TCM include:
> if &e Indications
o 2F 2k 2+ Study designs
o =iz 45 = Endpoints
F
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2. B B vk A& R BoAa Bl 36 51
Legislative Requirements and
Guidelines relating to clinical

trials




Ak FRERLLE ¢
Chinese Medicine Council of Hong Kong

Tap (7 %%%?muwaﬁ
HM9E ) S = b= i e
\?%h » 31999 9% 13p =

| amepEEmag |

" ¢ B
< y == | = _'a!,; s 4 < #__
N 2 N f“ FTj ,?‘/% -7 ' iCi Chinese Medicines
ﬂﬁgéﬁm*ﬁ?#ﬁ*‘~‘7° iti Board
Established under the
Chinese Medicine

Ordinance (Cap. 549) in
1999 and responsible

for develop and

implement the

regulatory measures

relating to  Chinese
Bcacdicine
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dFE Ry
Regulation of Chinese Medicine Trade

* Z 4 Chinese Herbal ¢ % % proprietary Chinese

Medicines Medicines

PEFERHIR (RE/RE) |

| Licensing of traders

v EFRGIR (HE/#8)

I

(Retail /wholesale)
= — g gl
gdr F 4

P @rp 4R Registration

— — | system of proprietary Chinese
B0 BHiRF medicines

l FAY SF2AFEFEAP CMP
B T R T

FH/3 AT kR P RER/ T R




" ¥

Regulatory Regime

= TP —>

Statutory Chmese Medici

body

R
e of C

B iE"

,\

hi

e Cobnl of Hor

g

inese Medicines

Cou Hong Kong

E¥z @i
Professional &
administrative

support
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(P Bixf)) (F549%)
Chinese Medicines Ordinance (Ch. 549)

¢ = % 5§ & Definition of proprietary Chinese medicine (pCm)—

PRy (Ew) $26 0 ¢ SE EREm P THERP Ok § AN
According to s2 of the Ordinance, pCm means -
a) Aigd THIE P (F5 G s A s composed solely of the following as
active ingredients —
(i) =i ¥ ZH any Chinese herbal medicines ; &

(D) RFEEL R hiz o B~ 40 & G p dp L any
materials of herbal, animal or mineral origin customarily used by the
Chinese ; &%
(1iD)F(1)% (11) & & B it iz ® 2 2 Fklany medicine materials
referred to in (i) & (ii) »
b) pe %l = #A]A53% formulated in finished dose form ; %
C) © R BT NP LR P AEE A DR B A AE

A B8 ¥ 5% ;& A& known or claimed to be used for the diagnosis, treatment,
prevention or alleviation of any disease or symptom of a disease in human

-
&
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(P B2ikp) (F549F)
Chinese Medicines Ordinance (Ch. 549)

% 119 (s119) ¢ = % g irH 4 % _proprietary Chinese medicines
must be registered —

»  ERAZEHEL N Er S AE G IR AR 1215
£ );\,fag

No person shall sell, import or possess any proprietary Chinese
medicines (pCm) unless it is registered in accordance with s121

) n,f Len Y R B gRE e P R E g p R 0 BRI EAR
L5 e gk 5 1216

The particulars of a pCm must be identical to that of a registered pCm
or it will not be taken as registered

2010#12% 3p 2 %

December 2010
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(P B &ixfp]) (F549%F)
Chinese Medicines Ordinance (Ch. 549)

¥ 158(1)i% (B 4) -

s158(1) exemption -

p %_éfﬁa EI q—\@ T % v iE F g (’\%Jm'ra AL }P
I *%?P”p%m‘J*%ﬁmﬁ?*
ﬁi%‘f,};ﬂm P mh’-r‘:ﬁ) (e g\.mz

The Chinese Medicine Board may exempt a person or institution
for the purpose of education or scientific research purpose from

the requirement on :
a) ¢ =S Emcrp (5119) Registration of a pCm
b) @@ =~ ZAip 5 Wi M AR (s13]) manufacturing

licence for pCm

c) B3 7 ~EAG PR M AE(SI34) Wholesale

Licence for wholesaling pCm

20



"

(P B2Zix]) (£549F)
Chinese Medicines Ordinance (Ch. 549)

» % 1291% (s129) (Tek 5k 2 & 5 P

Clinical Trial and Medicinal Test)—

E Jf' P ’3\;%%5 bk 78 o g 1B (T
ma,lfp,g X ; za&zaﬁr’]}@.e' Hom 5 45 i

EI; pﬂ.o%g £ %4’” /EJ’é‘pﬂ_pg

To facilitate the conduct of clinical trial or
medicinal test of any proprietary Chinese
medicines, the Chinese Medicines Board may issue
a certificate for clinical trial and medicinal test
upon application

21



(P B sixfp)) (B5H49%F
Chinese Medicines Ordinance RCh. 549)

% 158(5)(b)#% (¥ %) Exemption under s158(5)(b) :

F119MF e A 7 4 # 30T P v S B —

Nothing in s119 shall apply in respect of a pCm

y d P R 12905 D G iRk Bk E B
A R R I S -4 B Y
ES B B PR @ i@ ¥ If it is imported by a holder of a
valid Certificate for clinical trial and medicinal test issued under

s129 and to be used for the purpose of clinical trial or medicinal
test to which the certificate relates
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F px B BE PR 3R 5 48 B 45 5
Guidelines relating to clinical trials involving
proprietary Chinese medicines

Tk Pp_.%%ﬁ EhoplpEmp 20 AR5 (EER 4 9\*‘"3 Guidance Notes
on the Application "for Certlflcafte for CI|n|caI Trial and Medicinal
Test (Reference for Industry)

Tk 72 2 ¥4 PR P $ ¥ 5/ & Guidance Notes on the
Application for Certlflcate for Clinical Trial and Medicinal Test

Tk ok 2 B RIREEP £ 45 4 JF v Guidance Notes for Holders
of the Certificate for Clinical Trial and Medicinal Test

(¢ *EZRRAFERTE L)
Good Clinical Practice for Proprietary Chinese Medicines

http://www. cmchk. org. hk/pcm/chi/#main_down02. htm#CT Cert
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(FARRDERART EFLRR)
Good Clinical Practice for
Proprietary Chinese Medicines

y ¥ 2 w2003 4 70 ¥ 302013F 2 2 formulated in 2003
and revised in 2013

%ﬁﬁ%?%ﬁﬁ%%~%%ﬁ§?i\%%%ﬁﬁﬁ%
T %R H % > To provide assurance that the trial process is
standardized, results are scientific and reliable and protecting
the right and safety of trial subjects

» TR R R B AR R R 0 s 5 R R F % E
H R e AR R I0dR 2 serve as standard
requirement for the process of a clinical trial, including protocol
design, organizing, conducting, monitoring, auditing, recording,
analyzing and reporting

y i

L TR R f 4R A A I R A A B B ni R

7
% 0 32F # ~ALde 31 (7 applied to all phases of clinical trial,
UdtaaRioavailability and bioequivalence studies

\\\\\\\

v
P

N
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(TREZLEREREETERL) (&)
Good Clinical Practice for
Proprietary Chinese Medicines (cont.)
Z 2L Important points :
R FEPE(ERFEEHMEF AT ) DR
conducted in accordance with the principles of the Declaration of Helsinki

;?%i?ﬁﬂﬁ\&ﬂﬁﬁﬁ@ﬁ%§¥¢<%&iéﬁ§§ﬁﬁﬁ>
GMP) 347

Manufacturing, handling and storage of trial drugs should be in accordance
with applicable GMP standard

- TR ;555;,}@%‘[ ?{ﬁi e B@PIEEL ¢ 480> %3817 conducted in
accordance with the protocol approved by the Ethics Committee

s 3T A S mﬁ‘%‘«“ﬁ“ A ;rza,;:ﬂk ;_:r;{:,%zg,;

Specify the responsibilities of all parties, e.g. sponsor, investigator, etc.
L TR TR Rk iR R R
Set out the standard of the clinical trial

25
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A% E A
Assessment Criteria
Z w o 4] 7 4p M % % % A The Chinese

Medicines = Board has developed relevant
Assessment Criteria

4

(v 2 pam i d Sy (F %%ﬁ%&u}}} 5
158(1) iz & d ¥ eng B RT) (20138 B375%)
Assessment criteria for application for exemption in

accordance with section 158(1) by a person or institution
concerned with education or scientific research

(rgle & iRk %k 2 FpRIFEN T Y e
2R R ) (2010F)

Assessment criteria for application for Certificate for Clinical
trial and Medicinal Test

26



BB RARMABERBE»F
Standards for conducting
clinical trials and case sharing




AT ER IR B4R &
Standards for conducting Clinical Trials

» (P R EEETRR AR T E AR
Good Clinical Practice for Proprietary Chinese
Medicines

— B 795 R 5% e Standard requirement for
conducting clinical trials

» #% i T2k ¥ Declaration of Helsinki
- ??F 3 1532 J B Ethical Principles for medical
esearch
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B R % /S 4% B B R 7545 T
International herbal/traditional medicine

clinical research guidelines

2R A e F"«‘“ZOOOﬂ N BB EITEL
(WHO General Guidelines for Method 7Zfog|es 0
Traditional Medicines)

FR®aPpx %#E (US FDA)*+2004%6"* =g iw 7 &
3 Wa‘ 51 (FD Guidance For Industry - Botanlcal
Drug ProductsJune 2004)

be £ & B EA2000F10% A EIT X ARER A H TRk
T ;| (Health Canada Guidance Document on
(2:88| )al Trials for Natural Health Products Oct.

5
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4.1\ ¥ 69 Hk B
Challenges Ahead

TP .



& # ey 38 Challenges Ahead

1. #FE% ;e E%* Z(Trial Design & Trial Drug )
P FFICERUARETEY 2 P FERaER L
BA¥Pn A FFG ORMRTA Lo S B R R g pean
HWog Bk FaERIE* o Flpt > LRFAFEH - % £V
R VA g FH - s o
System of Chinese herbal medicine advocates the use of
multi-herbs with specific combination which suits the
individual patient and also enhancing efficacy whilst
mitigating adverse effects. Therefore, the administration of a
trial drug to a study population of various constitutions may
not yield uniform outcomes.

BT BN G i

Drug-herb or Drug-food interactions

Z A b= S TR TR T 3 -t/ S e S

May not have pre-clinical or previous clinical data to
¥ establish safety

| { 31




@ # ey Challenges Ahead

P~ "“i?» & & ¥4 Quality control of trial drug product

FLE ALY TR Y DB S B R MAF 4R € 0

Maintaining the same quality of the trial drug throughout the
research process

e NI ok AN o
?l 0 rﬂw BN E L N ERES ST gy TR

The quality of the crude herbs varies according to different
geographical location of plantation, climate, environmental
hazards, cultivation methods and harvest conditions. This
leads to difficulty in standardization of the quality of the herbs
and herbal products manufactured in different batches.

B H HRE R T
difficulty in preparation of placebo control
PO BIRAEES ~ FrR o TR RELT R 2 E SR T A e

difficult to produce placebo with the colour, smell and texture
identical to the Chinese herbs without using materials of no

32



& # ey Challenges Ahead

3.7 #}{7 % ¢ = Current Regulatory Environment of

>

Chinese Medicines

o P A BT RS ERIE R  A Py A F SR S E
B Trmpy s FgGaar ot ) ((MPEE2AudlHe
)

Currently, registration of proprietary Chinese medicines
is still in transitional phase and there are still over
8000 products holding "Notice of confirmation of
transitional registration of pCm" (GMP requirements for
manufacturers is not mandatory)

AR IR R Y XEL AT EIRR P L FULH

— A} —

Only 12 GMP manufacturers in Hong Kong at present
time
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AT 8% The Way Forward
A = 2Yad B GMPAR = 1+ GMP
Compliance for local manufacturers

FUR ¥ FEFE oL 3F Policy support to the
development of Chinese Medicines

. j;s s > Establishment of a Chinese
Medicine Hospital

7 24 Taon ks vk B will facilitate the
devlelopment of Chinese medicine clinical
trials
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FHRPETTHREREEMAR
Effective Regulations can
improve Research
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