& e

(HEEERAT)

Ref. No.

(55549 =)
Chinese Medicine Ordinance
(Chapter 549)
BRSBTS HE S
(FREEZERRD) 25129 i
Application Form for Certificate for Clinical Trial and Medicinal Test
Section 129, Chinese Medicine Ordinance
I PNCY . (F30)
Name of applicant : (FEX)
EHEE A AL (20
Office address of applicant : (F320)

PESELEIEEYERE (4074 )  Business registration number (if any) :

hesEERS HESR
Contact telephone number : Fax number :

A B &R
PART A: TRIAL INFORMATION
EHE5 7T Apply for conducting™ :
O EEPREEE Clinical Trial (F51EE A~ B~ C KD Please complete Part A, B, C & D)
O Y0158 Medicinal Test (F5IEES A ~ C KD Please complete Part A, C & D)
BCEIEE RS ER 52 BRI, )T 22 RERE Title of Clinical Trial/Medicinal Test” as stated in the proposed

protocol:

77 ZE4R5% Protocol No.: 52 HHH Protocol Date:

FEERHFEE AT 4L Name(s) of Principal Investigator(s)
§13Z (Chinese) :

57 (English) :

HETTE\ BRI 24T S P E Name(s) and Address(es) of Institution(s) conducting the trial
§13Z (Chinese) :

57 (English) :

st EEEE Contact Tel. No. {EEHREE Fax No.
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B & SRR
PART B: TRIAL DESCRIPTION

It O BEefuLs single centre O 260 multi-centre
This study is *
I E AN 3 {0y Total no. of sites
20y H 04 F Site name(s)
itudy sitesin Hong | 1,3l Site Address(es)

ong

HIH B AL (EHERRRMES 2/ E 0 - A0 S 2 0y 5 Bt 2 (@500
BIRFZE 0 (No. of sites in each country/region, e.g. USA-2 sites, Singapore-2 sites)

()

Study sites outside
Hong Kong

(if any)
EH R AR R CIE ¥ Sponsor  (WELERS E%p% Manufacturer/Medicines traders )
Type of Sponsor * | CIER¥EE — A/F5E & Sponsor-Investigator

FH¥E 44 F% Name of sponsor:
H137 (Chinese) :

7 (English) :

gl Address:
137 (Chinese) :

3 (English) :

FHE A8 SHEE T BRFAEEAY A # Planned number of trial subjects in Hong Kong
Recruitment Size LBk EFH S N # Total planned number of trial subjects world-wide

=B HA =TE15H46 H HA Planned start date

Study Period F1#5845 H #H Planned end date

B PR B By O —HA Phase | (XA First-In-Man? [ 2 Yes O 45 No)
Phase of Clinical | [0 —}H Phase Il 00 =14 Phase 111 O PUHA Phase IV

Trial * WHEZEZE » FHI0LAETEH Describe if necessary:

st B O BB open label [0 EEE singleblind [ %5 double blind
The study is * O JEFB1#% non-randomized [ [Ef#% randomized

O HAr (55:78H) Other (please specify)

BZERT B REIR (ZndJE > &) (e.g. Stroke, Sore and ulcer)
SLBCEIA

Medical conditions

or disease under

investigation
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I e I B o B B R et A T THY RGP 7+
Is this study also approved by the National Medical Products Administration (NMPA) for conducting the trial? *

O & (@R - YRR oAt AE H B )
Yes, (if available, the number of Clinical Trial Approval Document and the date of approval
O & No

C . ABuF%E
PART C: STUDY DRUG(s)
P BTN A TE R AL | S (Chinese) -

Name and address of manufacturer of

study drug(s)

L3 (English) :

ang T 2R 24T

Chinese) :
Name of study drug(s) to be fi ( ) )
investigated H3L (English)

gz 4mst e M 4RSRE (4075 ) The registration number/transitional registration number of the
proprietary Chinese medicine (if applicable)

HER R BRI (FEAEIENE) HESEAIE ) EHYFREESRSE (W145) Application serial number of the

“Notice of confirmation of (non-transitional) registration application of pCm™ (if applicable)

FE AR B4R (FR S R
T RrE

Names (Chinese and Latin ) and
quantities of all active ingredients

TR AT 2 (08)
Names and quantities of excipient(s)
(if any)
ji il
Dosage form
. e R 1173 25
[H 5y 72 55 Ly 6y ] O ﬁ—,uﬁj*placebo O ¥%fH8%E comparator drug
O &pfF %% concomitant drug
O ~@ (LLEESARZ )  notapplicable (none of the above)

The study involves concurrent use of *

TR (WF - sEsRBHPTA R
AR Y& laps

Placebo used (if any, please specify the
names and quantities of all ingredients)

HIEEE (07 > FERIRTA R
R

Comparator drug(s) used (if any,
please specify the names and quantities
of all ingredients)
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EftHEE (A0F - FERE
o T K )

Concomitant drug(s) used (if any,
please specify the names and
quantities of all ingredients)

HeTEbE SRS E
Estimated quantity of study drug(s)
required

sl FH 82 5 CUB AR B DU MY 85 i B B E B B0 A AR S AT? *

Has the study drug(s) been approved by other regulatory authorities outside Hong Kong?
O 2 > 555FHH Yes, please specify :
O & No

AT R AR P RSB 2R (P B EE(Rp]) 56121 fREFEE T plcasat i (B FEMHYEEM
BHEEEES) ?*
Will the study results be used for supporting application for registration of proprietary Chinese medicine for the study

drug(s) according to Section 121 of the Chinese Medicine Ordinance (including new registration or addition of
indications etc.)?

O & Yes O & No

D & : EHFE AR

PART D: DECLARATION OF THE APPLICANT

L RABHERE (PEEEERRGI) 55153 FREESFAVFLE » (0 ALE A SRR FH B BUESS THETE
IR - EEE EAFH A RE R R Rt A A (S R E BRI - BUEIUSE - i o] R sh 64k
ST AR 24 o A NBUEHAZE AR AFTALR R E - e E e ftny el B a1y -
I understand that according to Section 153(3) of the Chinese Medicine Ordinance, any person who, in
making an application to the Chinese Medicines Board or in giving any information, makes a statement
or representations which he knows to be false or does not believe to be true in a material particular,
commits an offence and shall be liable to maximum penalty of a fine at level 6 and to imprisonment for
2 years. | hereby declare that all the foregoing information in this application form is full, complete and
true to the best of my knowledge and belief.

2.  WEERHEE - A NKEIEREERIETRI G TS (PR sE iR e B E ) -
For clinical trial : | promise the clinical trial will be conducted in accordance with the “Good Clinical
Practice for proprietary Chinese medicines”.

3. WBEEPREER ¢ R IEEE - AANFEREEST "R YIS ERA AR /R

TENARAERUE R " SEUN RERE RIS ) EMAMEY LB - 250 T R T Y
g R TEREERE RS ) 0 KORE (TP RREERERRE RS BT ) B S ARy
EE R IR S DABHE A RN -
For clinical trial: If the application is approved, | agree to abide by the requirements as stated in the
“Guidance Notes for Holders of the Certificate for Clinical Trial and Medicinal Test” and submit, in
accordance with the requirements, local drug-related safety reports using “Suspect Adverse Reaction
Report”, to submit “Clinical Trial Yearly Progress Report” and “Clinical Trial Final Report”; and to retain
the documents listed in the Appendix Il of “Good Clinical Practice for proprietary Chinese medicines”
for inspection when necessary.
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4. AANBHOMRE (HEZERE) 55129 RAVHLE » " ERRGS B R EENEEEIHE | R EesHR Ryl
EHHARIA LA B S EVRFRVIEIR N AR - AN B FEARRE B SFE R BT IIAY R EERR FRAVTE
THRFEEZ SRR -

I understand that according to Section 129 of the Chinese Medicine Ordinance, the certificate for clinical
trial and medicinal test shall be valid for such period and subject to such conditions as the Chinese
Medicines Board thinks fit. | understand that failure to abide by any of the conditions as imposed shall

lead to revocation of the certificate.

55 A S5 Signature of applicant 4% 85 Contact telephone number
Fiss A#:4 (IFf%) Name of applicant (block letters) N EE(4175) Company chop (if any)
ékf{iz Position HH#HA Date

* s E Y22 AN E SR Please tick v in the appropriate box.
¥ BN M Z: o Please delete as appropriate.

(5f: DLEERDHEE AR AR B aE T SR RS i L S GE I E 2% 2 A HEREME A RRLE -
Note: The information is provided by the applicant for reference purposes in connection with an application for
certificate for clinical trial and the medicine test. The authenticity of these information is subject to verification. ]

WHFEEZEANBUEE - 555 HIHE - WAEFHEAME N - i A ABEZNE ERHEG EE - R
BRI HETHIAE N -

If there is insufficient space in the application form, please use a separate sheet and indicate accordingly in the relevant
part of the application form. The applicant shall write his/her name and sign on the sheet and attach it to the application
form.

IEREA RSP RS For Office Use Only
HHA Date @ o SUAZEHEEE: Paid applicationfee @ ...l
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(=)

(=)

(=)

@ A& ¥} Personal Data:

£ @ A &Ry B By The purpose of collecting personal data
R AR P EEAFTIRENEAER » B HMEBRIT (P EEERGI) AYFRFK - The

personal data provided by applicants to the Chinese Medicines Board are used for the purpose of
implementing the provisions of the Chinese Medicine Ordinance (“CMO”).

fE NER R EZ SR BEEE  WREF AR &R o 8240 0] g8 04
R B H AR Y T EE PR B M EEY) M ENEE BHE ) S5 o The provision of personal data is
on a voluntary basis. However, if an applicant fails to provide sufficient personal data, the Chinese
Medicines Board may be unable to process the application for certificate for clinical trial and
medicinal test.

& A &kl HY # 1 Transfer of personal data

HEEHPT N AER  FTEEHEESAEATEEEHZEGANEFER
EIRETRE By T ShAT € B& EE (R (0] ) P 2% {8 1) L BORE 30 T ~ o A B R AT U
T M 7 2 - The personal data provided by applicants are mainly for use within the Department
of Health and the Chinese Medicine Council of Hong Kong. However, for the purpose of
implementing the provisions of the CMO, such data may also be disclosed to other Government
bureaux / departments, agencies or authorities.

PrIC LN » B ER A& EHF ASEHAER (fla: AR BET > XEE

(M ANER (RGN ) Frasst o A &g m HAM A L& F - Apart from these, such
personal data will only be disclosed where the applicants, their representatives (e.g. attorney) have
given consent to such disclosure or where such disclosure is allowed under the Personal Data
(Privacy) Ordinance.

= R kB IE [ A E R Access to and correction of personal data

g (EABRGEAR)RE) £ 18 k% 22 R KHKER 1 5% 6 [FAIAT
At B AR A RE A R R B IR N E R B A B B R > T BE A S5 E - Applicants
have the right of access and correction with respect to personal data as provided for under sections
18 & 22 and Principle 6 of Schedule 1 of the Personal Data (Privacy) Ordinance. A fee may be
imposed for complying with a data access request.

S AMNE A ER S RERSOAEMESR - AERLFERSE R T H
U1 A B h B B 4 A5 Wt \ %5 o Should there be any amendment to the personal data or other
information submitted, the applicant should notify the Chinese Medicine Regulatory Office of the
Department of Health in writing, by post or by fax, as soon as possible.

Hr 3k Address @ JLFE BER BET5 HH {7 100 57 LANDMARK EAST &K FS JLFE A 16 &
16/F, AIA Kowloon Tower, Landmark East, 100 How Ming Street, Kwun Tong, Kowloon
& E 9% 1% Fax Number : 2319 2664
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