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e Landed in Dec. 2010;

e Funded project in Herb-drug interactions:

e Drug:
e Herb: new formula (originated from two traditional formula)
e Study design:

e Drug control

e Herb formula control

e Drug + Herb




First Try
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Chinese Medicines Board of
The Chinese Medicine Council of Hong Kong
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Application for exemption in accordance with section 158(1) by a person or
institution concerned with education or scientific research
(For application of exemption in relation to proprietary Chinese medicine registration
by institution concerned with education or scientific research)
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Section 158(1)




needs to apply for CTC of
Chinese Medicine?
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fi Certificate for clinical trial & medicinal test
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According to section 129 of the CMO
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for the purpose of facilitating the conduct of a clinical trial or medicinal test of any proprietary Chinese
medicines (pCM)
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Need to submit application form, documentation checklists together with the application fee and
relevant information
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The certificate is valid for 2 years
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Definition of proprietary Chinese medicine
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According to Section 2 of the Ordlnance proprletary Chinese medicine" means any
proprietary product -
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composed of the following as active ingredients-
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any
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any materials of herbal, animal or mineral origin ; or
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any medicines and materials referred to in subparagraphs (i) and (ii) respectively;

e

© © R BT B e T S S L £ IR -
known or claimed to be used for the diagnosis, treatment, prevention or aIIeV|at|on of of a

disease in human beings, or for the regulation of the functional states of the human body.
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to apply for CTC of Chinese
Medicine?
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i Required Documents for CTC of pCM

o - 41’;'(7}—'- General documents
o HEHE. HARRUENT R ST SR A BRI B KA [
BIRRE LA ER A, 2D EmR . WEER
ZIN
Application form, proposed clinical trial protocol, subject information sheet and informed consent form, involvement letter and

CV of the principal investigator, Chinese medicine practitioner’s letter confirming his involvement, letter of approval by the Ethics
Committee, investigator’s brochure, master formula, manufacturing method, label & product sample
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° X > :}'j—_?‘;}l Product Safety documents
o EEBNAFTRGENERE  BERFSNREGE - MAEYIRENRES - SESE TR

Test reports on heavy metals & toxic elements, pesticide residues & microbial limits, information on pharmacological and
toxicological studies

o 5 ?ﬁ"}‘_}_?‘ #L Product Quality documents
o MMEFERGRERY - SEEE - (LROTEREBEHE - REM RS

Drafting note of product specification, product specification, method and certificate of analysis, stability report

) ;E' fo #’EJ’ :Ecau- Other supporting documents
o LA SR/ [ 3 A7 I PR A i Y B B ST B & RN ) CFDAFE H ) B AR T L4 R 1) CFDABRE AT (15 5 7 58 Bl AR (A i R Ak
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Documentary proof and information regarding the clinical trial(s) (if any) for the pCM conducting/conducted in its country of

origin and other countries or regions; if the study is also approved by the China Food and Drug Administration (CFDA):A copy of
the drug clinical trial approval document; a copy of the clinical trial protocol submitted to the CFDA
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Chinese Medicine Ordinance
(Chapter 549)
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Application Form for Certificate for Clinical Trial and Medicinal Test
Section 129. Chinese Medicine Ordinance

PFALE - (30)
Name of applicant * @30

i AR AEhE (h37)
Office address of applicant * D)

ST SREE(X14) Business Registration No. (if any) *

ERER

Fax number :

Contact telephone number *

A B B

PART A: TRIAL INFORMATION

FFHE(T Apply for conducting® :

O WSS Clinical Tral (83 A - B~ C D) Please complete Part A, B,C & D)
O ZY)HE, Medicinal Test (G5 A + C KDH) Please complete Part A, C & D)

FEEIES] (\%{hﬁ?/ﬁﬂ‘uﬂ:ﬂﬁ?ﬁi‘é Title of Chinical Trial Medicinal Test a5 stated in proposed Protocol:

FHFEEH Protocol No.: HFEHE Protocol Date:

F SRAAE BT Name(s) of Principle Investigator(s)
£ (Chinese) ©

FL (English) ©

AR Kttt Name(s) and Address of Institution(s) conducting the trial

&7 (Chinese) :

3L (English) *

BE44RE5E Contact Tel. No. | (ELSRR FaxNo.

CTMT Form (Rev. [7201T)
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encountered so far:




i1 3

F R HRE
TRYEMEL TR
# (IOrRITRDEEMN) (38 340 RO IRETRTTICESESRE S (N E )
R T RRT
SR s E
SOOI L (R TR BN - UL 2% ¢
MEZHWNE
ol pl i e
i pl U TR S
BRI R - TR T A SH IR R RaREE R
= BORR AR - S A S T W SR
+ W KOTN B R N
£ ARG VR DR S RE I - fERNE AR R RRELR - R

Ooooooooao
Onoooo0o0ooo

O |0oojoooao
0O |0oojonooaon

HNEFEE RE BFR S FHRY)

SUSIMNE T B9 i SRR R HAT Y BEHNEEC RRASRANET
SERINGETT (RIEsTaR RN 3 @AMRT)

AR HFRM

HPR BRI RIR T

P L Y Y RAEE R
PR RSREE ST RS - BRI R SE PR

#FR Wil R e TR MR S (il R F TR NAER) (GMP)EL
B SRR %

Eich R MM T

Rch e BT R A - RRTTRN - MR R (LR

R o e P 1 VR

WS

S8OP R e A PR 2C A S R TR SO AT - R AT ()
SOBURT AR AR R R SRR {70y« ARTINLUT ¥ -

L 1 S S S TR R AT S PR BT ST TE SR P 3 A P )
R R R T S 1 AT 5 R

Ooooo o
Oooono o

CTMT Checkliss- Rew 12°2010)




~can be the PI (E220/15¢%)

e Organization;

e Doctors;

e Researchers;
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e Drug + TCM formula;

e Physical, chemical, pharmaceutical properties and formulation;
Pharmacology and toxicology;
Effects and safety;
Summary of data and guidance for the investigator;

References
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e Whether you have enough literature and preclinical evidences;

e Acute Toxicity versus Chronic Toxicity;

e Requirement of CTC application for a formula that is not a folk or classical
formula;
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~ foritems 15&16 in CTC application form:

e Criteria on marker compounds selection: should be verified with DOH prior
to stability tests;

e Current stability test requirement & feasibility for research based project;
e Number of batches;
e Number of testing bodies;

e Clarify the size of each tested TCM preparation batch;




Could CTC application be simplified for research-based studies since:

e Most of the researchers have no intention for registration for the moment;

e All the research projects have restricted timeline with 2-3 years max.;

e Budget: amount and flexibility;




to solve the problem?




e Back up withR & D in TCM;

e Work together with the industry;

e Discuss with DOH during the process;

e Mark down the details of contact with DOH;







