CB(2)2365/03-04(01) 5% = {F

REEBEET
FRER—HR

(#; £ 2004454 14H)

ARG HERREBNEN RIS IE
fE200453HA8HME B ZE G Ik L MEHEA
R AR E (R ST AT R L ERE -
BERBERBRRBELUNESRGE  BURERER
BEARAKXEMRAMFEHER

fE2004FE3HBHNEHLZE T Gk L MUBIHEE
2 A NE (R e Y R L R -

EWEERY
fE20024E A BRI H IS % B @ G 3 L - BT B %
FE % 1 2% 6 i 11 75 B H 146 36 7 76 W0 R 5 95 . -

REBERBENME
BT E RERNREE -

BERBIRENESHNERER
2003F6H2THM B Z EE G L NERFAE
BERHLEEHLZEGERBE RS gl 2
ERIEME N -

RBREENRERE

B & REERE -

RV E R B

20044F 55 — %

200442 — F

20045 — =

20044 55 — 7

20045 — =

20044 25 1Y 2



10.

11.

12.

RERNILIEEE

RETLTHEEERNRE -

A EI9BFARIHH U R RBENEERHENE
R 284

2004 3HBHEH LR ETER L ZEE KRBT E
& B8 R A T HE B R R Al A e bR Ry
N EBAMEE -

(IRIAE(ARBE)ERMG ) BIABHEET EZ
E2002E7THBHNEH ZEE G L BURE BE
JESE — 3 51 25 I RS AU 2 B DL AT A R T
TR R BV R TS MM ERESE - DL
EHTRELETHE BN ERGEHRER L
7] % B ME ¥ -

(FREEZERMB ) (FE5498) B K IEE]
VEGHERBERFHLZEGRESEZHLE R
HA G - BIERT ( B ZE R ) (BB 5495) - HEFF
o B Rk R RE AR 2 R B 2B 92 1T & B N E 8 E K
11 B F A P B B N LR RZAS R - T B -

A 5T 1 B B AR 75 RO U B R U B R R K
RIOCEBERRERE -

REZEXRAZNEFE

REPOCEEREREE - SFIRE2 MR -

by

B2
7 3 8

200445 H 14H

EiEAYET &R B HA

20044 55 VY 2

20044 55 VY 2

20044 55 VY 3

20044 55 VY 3

T

v 55 e o2



ES2 2537 1465 P o1

g7-MARY-2824 14:54 CGO
4%
s o T N REOTTEE 11 oY B
E;“Eﬁﬁﬁi@%ﬁ%%ﬁ BRFS R 401410 X

Rm, 401-410 Wast Wing
. . . - Central Government COffices
Secretariat of Legislative Councillors Nb.11 Ics House Strest Cantral HK

The Democratic Party o
Okt Website  www. org
‘A8 E-mail dpweb@dphk.crg
ML Ter | 25372n8
B Fax 2537 4874

UEEREEFZRgIRERRA KE -

AAHREIEERNARNERSERTEIEBERE  BX
BITHRESERINES  UREBBESNET - FAEBER
HIIREHZRERE - DRMEE® -

BEEH L ERESE  UZEE -



B52 2537 1463 P.82

B-MAY-2924 14:54 CCGo
HKAPI The Hong Kong Association of The Pharmaceutical Industry
emmrmany e T A SR, MG KOKE. e e

X

Thursday, 29" April, 2004

Ms. Maria Kaiser Ng

Senior Solicitor for Intellectual Property Department
Intellectual Property Department

24th Floor, Wu Chung House

213 Queen's Road East

Wanchai

Hong Kong

Dear Ms Ng,

Re: Hong Kong Pharmaceutical Patent Linkage Protection

Over the past two months our members have been encouraged to see the government,
and your bureaw/department ir particular, actively consider measures to improve patent
protection in Hong Kong.

Tt is the current practice of the Pharmacy and Poisons Board to issue a Certificate of
Drug/Product Registration authorizing products “to be marketed for use watmn Hong
Kong™ regardless or whetter these products violate other legal provisions or rights and
uiierests, and we appreciate your effort to push through regulatory reform by this
summer to discontinue this practice and issue registration certificates that will simnly
state that the product 1s regsterea.

However, we still feel strongly that Hong Kong needs to introduce patent linkage to
effectively protect innovation. Please see our attached position paper, of which some
of you are probably already aware. We look forward to discussing this issue with you
further.

With best regards.

Yours sincerely,

—

7

Dr. Anthony Chan
President 2004-06

Member: International Federation ot Pharmadsutical Manufacturers Associations (IFPMA)
Assaciate Member: Federation of Medical Socleties ot Hong Kong
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THE HONG KONG ASSOCIATION OF THE PHARMACEUTICAL INDUSTRY
AND
THE AMERICAN CHAMBER OF COMMERCE IN HONG KONG

Position Paper

“Pharmaceutical Patent linkage”

The "patent linkage" issue relates to the lack af cocrdination between the system tor pharmaceutical
patent protection and pharmaceutical product registration.

Pasition
The HKSAR Government should take measures lo safeguard pharmaceutical patent rights.
Relevant Hong Kong laws should be amended to require applicants to declare the patent status of

their products and to reject or revoke product registration applications based on & false
declararions.

Rationale

In a typiral case, an applicant for pharmaceutical product registration is fully aware that its product
infringes a valid patent. There is currently no power under the relevant ordinance and subsidiary
legislation to require the rejection of such an application or the revocation of s product registration on
the grounds of patent infringement. Instead, the relevant right holder must seek remedy through
litigation, -

Other jurisdictions require the applicant.for product registration to check a box declaring that it
product does not infringe thixd parties' rights. The Mainland adopted this cost-effective, self-
declaration approach when their phiarmadéiRical laws and regulations were recently reformed. Hong
Kong cannot afford to lag behind the Mainland on this issue. “Patent linkages™ have long been
established in the US and Canada (EU does not have patent link; though its data exclusivity lasts
longer than Hong Kong'’s, from 6 years in some countries to 10 in others). Singapore has not yet
established the linkage, but it is expected to do so under the US/Singapore Free Trade Agreement.

It is the current practice of the Pharmacy and Poisons Board to issue a Certificate of Drug/Product
Registration authorizing products “to be marketed for use within Hong Kong™. Because 2 product
registered in Hong Kong may violate other Tegel Frovisions or rignts and interests, this practice should
be discontinued and registration certificates should simply state that the product is registered.

Hong Kong has an obligation to safeguard intellectual property rights as a signatory to the Paris
Convention for the Protection of Industrial Property and the dgreement on the Trade Related Aspecis
of Inteliectual Property Rights Protection. Hong Kong's coutinued failure to safeguard pharmaceutical
patent rights will discourage investrent by international firms and will hamper local innovation, This
obviously runs counter to Hong Kong govemments statea aesire 10 make Hong Konpg tae capitai of
traditional Chinese medicine.

p7-MAY-2004 15:82 852 2537 1469 S7% P.G3



B7-MAY-2884 14:55 CGOD 852 2537 1465 P.o4

STHrRT QW A

ROOM A, 1F., TRUST TOWER,

‘ K AP [ 68 JOHNSTON ROAD, WANCHAI, HONG KONG.
. H 1

¢.c.: Mr. Tung Chee Hwa, Chief Executive, HKSAR
The Hon. Donald Tsang, GBM, JP, Chief Secretary for Administration, HKSAR
The Hon. Henry Tang, GBS, JP, Financial Secretary, HKSAR
The Hon. Michael Mak Kwok-fung
Dr. Hon. Lo Wing-Lok, JP
Dr. Hon. David Chu Yu-lin, JP
The Hon. Cyd Ho Sau-lan
The Hon. Chan Kwok-keung, JP
The Hon. Chan Yuen-han, JP
The Hon. Mrs. Sophie Leung Lau Yau-fun, SBS, IP
The Hon. Jasper Tsang Yok-sing, GBS, JP
Dr. Hon Yeung Sum
The Hon. Andrew Cheng Kar-foo
Dr, Hon Law Chi-kwong, JP
Dr. Hon Tang Siu-tong, JP
The Hon. Li Fung-ying, JP
The Hon. James To Kun-sun
The Hon Sin Chung Kai
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