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Bills Committee on Phar macy and Poisons (Amendment) Bill 2014

Consultation work carried out by the Administration
when drafting the legislative proposalsto enhance theregulation of
phar maceutical productsin Hong Kong

At the meeting of the Bills Committee on Pharmacy and Poisons
(Amendment) Bill 2014 held on 24 April 2014, Members enquired about the
consultation work carried out by the Administration when drafting the
legidlative proposals to enhance the regulation of pharmaceutical products in
Hong Kong. The paper aims to provide Members with the relevant
information.

2. The main objective of the Administration’s current legislative
proposalsis to implement some of the recommendations put forth by the Review
Committee on the Regulation of Pharmaceutical Products in Hong Kong (“the
Review Committee”), which seek to enhance the safety of pharmaceutical
products in Hong Kong and protect public health. In early 2009, a series of
incidents relating to the safety of pharmaceutical products caused widespread
concern in the community. In response, the Government set up in March 2009
the Review Committee to conduct a comprehensive review on the existing
regulatory regime for pharmaceutical products. The Review Committee was
chaired by the Permanent Secretary for Food and Health (Health) and comprised
of members from various representative sectors, including the pharmaceutical
sector, medical profession, academia, patient groups and consumer
representatives. In consideration of the wide range and complexity of the
issues to be examined, the Review Committee set up two Subcommittees, one
on quality management of drug manufacturing and another on drug distribution
and procurement, to conduct in-depth study on various issues. The
memberships of the Review Committee and the above two Subcommittees are
set out at columns (a) to (c) of Annex 1.

3. The Review Committee issued its report with 75 recommendationsin
December 2009 and submitted it to Legislative Council Panel on Health
Services (“the Panel”) in January 2010. Among these recommendations, the
Administration is required to amend the existing Pharmacy and Poisons
Ordinance (Cap. 138) and its subsidiary legidlation in order to implement 16
recommendations. To assess the impacts of the proposed legidative
amendments on various stakeholders and to ensure transparency of the
legidlative process, the Administration commissioned a consultant in January
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2011 to conduct a Regulatory Impact Assessment (“RIA”). The assessment
methods included (i) soliciting stakeholders' views in consultation meetings and
workshops and (ii) gauging public sentiments towards the proposed legislative
amendments through a public opinion survey carried out by the University of
Hong Kong. During the period from February to March 2011, the consultant
held a total of 24 in-depth consultation meetings and 12 interactive workshops
with major stakeholders (the list is in column (d) of Annex 1). Subsequently,
the consultant completed the RIA report in January 2013.

4. At the meeting of the Panel held on 18 November 2013, the
Administration tabled a paper (LC Paper No. CB(2)254/13-14(03)) on the
legidative proposals to enhance the regulation of pharmaceutical products in
Hong Kong. The paper provides Members with information on the
background, objective and proposed modus operandi of the suggested
requirements. Subsequently, the Administration attended the special meeting
of the Panel held on 10 December 2013 to listen to views and concerns of the
relevant stakeholders on the legislative proposals (list of deputations which
attended the special meeting can be found in column (e) of Annex 1).

5. The consultation work mentioned in paragraphs 2 to 4 above
involved a total of 57 organisations/enterprises from different sectors.
Besides, the Administration also met with individual organisations respectively,
and/or provided them with written responses (list of the relevant organisations
can be found in columns (g) and (i) of Annex 1).

6. Apart from amending the Pharmacy and Poisons Ordinance and its
subsidiary legislation for the purpose of implementing some recommendations
of the Review Committee, the Administration has planned to revise or formulate
Codes of Practice (“COPs’) for relevant licensed/registered drug traders
(including drugs manufacturers, wholesalers and retailers) and Code of Conduct
(“COC") for registered pharmacists in order to implement the other
recommendations of the Review Committee. Since January 2012, the
Pharmacy and Poisons Board (“PPB”) has set up different working groups, with
trade representatives and stakeholders as members, to provide comments on the
revision/formulation of relevant COPS/COC In addition, during the process of
revising/formulating the relevant COPs/COC, the Administration gathered views
through a number of consultation meetings, public consultation and briefing
sessions. Attending/participating parties included many trade representatives
(including a total of 40 organisations/enterprises from different sectors, all
authorized sellers of poisons, all listed sellers of poisons, all licensed
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wholesalers of poisons and importer s/exporters of pharmaceutical products
as well as all licensed manufacturers'). Details and progress of the relevant
work are set out at column (f) of Annex 1 and Annex 2.

7. After numerous consultations and exchanges with different trade
parties and relevant stakeholders through various channels, we have concluded
that the trade and stakeholders are supportive of the Administration’s legislative
amendments to enhance the regulation of pharmaceutical products in Hong
Kong, so as to provide better protection for the public. The information
provided in this paper shows that the processes of drafting the legidative
proposals and revising/formulating the relevant COPS/COC are both open and
transparent. Apart from engaging trade representatives and stakeholders in the
drafting work, the Administration has also conducted extensive consultation and
reported to the relevant parties from time to time the latest updates and progress
of these proposals. The Administration has also responded actively to the
concerns raised by Members and the trade, and made appropriate adjustments to
the legidative proposals.

8. As mentioned above, the proposals and implementation details for
enhancing the regulation of pharmaceutical products in Hong Kong have been
formulated after extensive discussions and studies by organisations and
individuals from various sectors since March 2009, with appropriate adjustments
in response to the concerns raised by the trade, stakeholders and the public
expressed through various channels. We consider that the current legislative
proposals have suitably addressed the urgent need of enhancing the regulation of
pharmaceutical products in Hong Kong, and have also taken account of and
responded as appropriate to concerns of the trade, stakeholders and the public.
We hope to implement the recommendations of the Review Committee as early
as possible, with a view to perfecting the regulatory regime of pharmaceutical
products in Hong Kong and providing better protection to the general public.

Food and Health Bureau
16 May 2014

1 Asthe “COC for registered pharmcists” is still being formulated, PPB will consult at later stage the
relevant stakeholders, including registered pharmacists.



Annex 1

Consultation efforts by the Administration and the Pharmacy and Poisons Board with relevant organisations on the
Pharmacy and Poisons (Amendment) Bill 2014

Subcommittee  Subcommittee  Stakeholders
on Drug on Drug participating in
Manufacturing Distribution and ~ Consultation

Review
Committee on
Regulation of

Pharmaceutical Procurement Meetings
Products in Hong conducted
Kong (Review under the
Committee) Regulatory
Impact
Assessment (*)
(Mar to Dec 2009) (Mar to Dec (Mar to Dec (Feb to Mar
2009) 2009) 2011)
(a) (b) (c) (d)

Council

(10 Dec 2013)

(e)

Special meeting Consultation efforts by the The
of the Panel on
Health Services

of the Legislative

Administration's
written response

Pharmacy and Poisons
Board for
revising/formulating the
Codes of Practice (COP)
for relevant licensed drug
traders / formulating the
Code of Conduct (COC) for
registered pharmacists

(Please refer to the
Annex 2 for the
consultation details)

(Jan 2012 to
present)

(f) (9)

Meeting with
the
Administration

(h)

Trade associations

Hong Kong v v v v
Association of the

Pharmaceutical

Industry

EENMHENS

v

v

The Hong Kong v v v v
Pharmaceutical

Manufacturers

Association Limited

BEEREFIAMRAT

The Pharmaceutical v v v v
Distributors

Association of Hong

Kong Limited

BRBELHEGE

BIRAT

Hong Kong Suppliers v
Association Limited

HEREBHEAR

AT

v 16 Jan 2014

The Hong Kong v
Medicine Dealers (Written
Guild comments)

EEBETEG

The Direct Selling v
Association of Hong

Kong

HEEMHE

v 23 Jan 2014

6 Feb 2014

Hong Kong Retail
Management
Association
EEEEEERE

v
(Written
comments)

The Hong Kong v
Health Food

Association

BEEREERRE

The Cosmetic and v
Perfumery

Association of Hong

Kong

HEHEmEERS

v 23 Jan 2014

19 Feb 2014

Federation of Beauty v
Industry Hong Kong
BEEREMBS

The Hong Kong
General Chamber of
Commerce
BEREE

The Chinese General
Chamber of
Commerce
BEPEATS




Review Subcommittee  Subcommittee  Stakeholders  Special meeting Consultation efforts by the The Meeting with

Committee on on Drug on Drug participating in  of the Panel on Pharmacy and Poisons  Administration's the
Regulation of ~ Manufacturing Distribution and ~ Consultation  Health Services Board for written response  Administration
Pharmaceutical Procurement Meetings of the Legislative revising/formulating the
Products in Hong conducted Council Codes of Practice (COP)
Kong (Review under the for relevant licensed drug
Committee) Regulatory traders / formulating the
Impact Code of Conduct (COC) for
Assessment (*) registered pharmacists

(Please refer to the
Annex 2 for the
consultation details)

(Mar to Dec 2009) (Mar to Dec (Mar to Dec (Feb to Mar (10 Dec 2013) (Jan 2012 to
2009) 2009) 2011) present)
(a) (b) (c) (d) (e) (f) (g9) (h)
Hong Kong General v v v v v 7 Feb 2014;
Chamber of 29 Apr 2014
Pharmacy Limited
BLEERREEAR
S|
Hong Kong Chinese v
Medicine Merchants
Association
BEPEMEE
Pharmaceutical Trade v

Alliance
ZEETH A

Pharmacists Associations

The Practising v v v v v v 18 Feb 2014
Pharmacists

Association of Hong

Kong

EBRKETHE

The Society of v v v v v v
Hospital Pharmacists

of Hong Kong

BEBRET NS

The Pharmaceutical v v v v v v 11 Feb 2014
Society of Hong

Kong

BBHEBE

College of Pharmacy v

Practice

R ERBR

Hong Kong Academy v
of Pharmacy
HBHENERNBR

College of Primary v
Healthcare Pharmacy
EEBRESERER

Hong Kong v June 2014
Pharmacists Union (tentative)
(established in 2014)

B ZET Em i 22

(20144 At 1)

Patients/ Consumers Groups

Care for your Heart — v v v v
Cardiac Patients
Mutual Support

Association

BOERIG - DR R

GBS

Alliance for Renal v v v v

Patients Mutual Help

Association

B

Hong Kong Alliance v

for Patients’
Organizations

BN
Consumer Council v v v v "
HEERRE (Written

comments)




Review Subcommittee  Subcommittee  Stakeholders  Special meeting Consultation efforts by the The
Committee on on Drug on Drug participating in  of the Panel on Pharmacy and Poisons  Administration's
Regulation of ~ Manufacturing Distribution and ~ Consultation  Health Services Board for written response
Pharmaceutical Procurement Meetings of the Legislative revising/formulating the

Products in Hong conducted Council Codes of Practice (COP)
Kong (Review under the for relevant licensed drug
Committee) Regulatory traders / formulating the
Impact Code of Conduct (COC) for
Assessment (*) registered pharmacists
(Please refer to the
Annex 2 for the
consultation details)
(Mar to Dec 2009) (Mar to Dec (Mar to Dec (Feb to Mar (10 Dec 2013) (Jan 2012 to
2009) 2009) 2011) present)
(a) (b) (c) (d) (e) (f) (9)

Meeting with
the
Administration

(h)

School of Pharmacy v v v v 4 v
The Chinese
University of Hong
Kong (CUHK)
BB RBEN B
Faculty of Medicine, v
CUHK (Written
FHEPBBER comments)
Li Ka Shing Faculty of v
Medicine, University (Written
of Hong Kong (HKU) comments)
BEARBEFEHEEMR
v v

Department of
Pharmacology and
Pharmacy, HKU
BEBRBEI R B

Medical / Veterinary Professionals

Hong Kong Academy
of Medicine
HEREFRAR

v
(Written
comments)

Hong Kong Medical
Association
Bt

v v v v v v

Hong Kong Doctors
Union
HEABIE

Association of
Doctors in Aesthetic
Medicine (Hong
Kong)
BEEBEIRBLERE

Association of
Medical Practitioners
of Societies' Clinics
HEZFBERE

Hong Kong Dental
Association
HETBRES

China (Hong Kong)
Veterinary
Association

PE (BE) BREEE

v
(Written
comments)

Hong Kong
Veterinary
Association
HEBRBERE

v v
(Written
comments)

Hospital groups

Hong Kong Private v v v v
Hospitals Association
HELRBRHE

v

Hospital Authority

BRERES




Products in Hong

(Mar to Dec 2009)

Subcommittee  Subcommittee  Stakeholders  Special meeting Consultation efforts by the The Meeting with

on Drug on Drug participating in  of the Panel on Pharmacy and Poisons  Administration's the
Manufacturing Distribution and ~ Consultation ~ Health Services Board for written response  Administration

Procurement Meetings of the Legislative revising/formulating the
conducted Council Codes of Practice (COP)

under the for relevant licensed drug

Regulatory traders / formulating the

Impact Code of Conduct (COC) for
Assessment (*) registered pharmacists

(Please refer to the
Annex 2 for the
consultation details)

(Mar to Dec (Mar to Dec (Feb to Mar (10 Dec 2013) (Jan 2012 to
2009) 2009) 2011) present)
(b) (c) (d) (e) (f) (9) (h)

Government departments

Customs and Excise v
Department (Written
EEEH comments)
Government v
Laboratory

BUREERPR

Licence holders / Registered pharmacists

All ASPs
FRER R ESEHED

v

All LSPs
PRSI BBEHED

All licensed
wholesalers of
poisons and
importers/ exporters
of pharmaceutical
products
FEREBEEILEER
BRI B/ OB

All licensed
manufacturers
AR MESER

Registered
pharmacisits
Eaine ]

Individual Enterprises

Drafting of the COC is in
progess; to consult relevant
stakeholders, including
registered pharmacists in
due course.

Cheung Tai
Dispensary (H.K.)
Limited

RERER (58) AR

AT

v

Mannings - Hong
Kong Dairy Farm
Company

BE - HEFNAT

Watsons's The
Chemist - AS.
Watson Group
EERKERE

Activecare Pharmacy
Limited
BOAEEFRAT

The Dairy Farm
Company Limited
HYAT)

China Resources
Vanguard (Hong
Kong) Company
Limited

EHER (58) AR
AF

CR Care Company
Limited
EHE




Review Subcommittee  Subcommittee  Stakeholders  Special meeting Consultation efforts by the The Meeting with
Committee on on Drug on Drug participating in  of the Panel on Pharmacy and Poisons  Administration's the
Regulation of ~ Manufacturing Distribution and ~ Consultation  Health Services Board for written response  Administration
Pharmaceutical Procurement Meetings of the Legislative revising/formulating the
Products in Hong conducted Council Codes of Practice (COP)
Kong (Review under the for relevant licensed drug
Committee) Regulatory traders / formulating the
Impact Code of Conduct (COC) for
Assessment (*) registered pharmacists
(Please refer to the
Annex 2 for the
consultation details)
(Mar to Dec 2009) (Mar to Dec (Mar to Dec (Feb to Mar (10 Dec 2013) (Jan 2012 to
2009) 2009) 2011) present)
(a) (b) (c) (d) (e) (f) (9) (h)
Tung Fong Hung v
Medicine Company
Limited
RAAEHEFRAT
Culture Homes v
(Outlet Stores
Wholesale Centre)
Limited
X{EH (RERmEHE
i) BRAT
Kai Tai Chinese v
Medicine (Holdings)
Company Limited
REREHXEMBARAT
DKSH Hong Kong v v
Limited
AREEREEARAT
LF Asia (Hong Kong) v v
Limited
NEDHEBBRAT
Zuellig Pharma v v
Limited
A EaEE
Usana Hong Kong v
Limited
Usana&EBARAT
Nu Skin Enterprises v
Hong Kong
Incorporation
EEWMEERE
AT

(*) The consultant held a total of 24 in-depth consultation meetings and 12 interactive



Annex 2

Consultation efforts by the Pharmacy and Poisons Board for revising / formulating the Codes of Practice
for relevant licensed drugq traders and formulating Code of Conduct for registered pharmacists

Code of Practice ("COP") for COP for Listed Seller of COP for Wholesalers and COP for licensed Code of Conduct ("COC") for
Authorised Seller of Poisons Poisons ("LSP") Importers/ Exporters manufacturers and authoirzed Registered Pharmcists
("ASP") persons
Working Group Consultation Working Consultation Working Consultation Working Group Consultation Working Group Consultation
Group Group
(Jan to May (Jul to Dec (Oct 2012 to (Jul to Sep (Aprto Nov  (April and July (Sep to Dec (Sep 2013 to (Aug 2013 (Drafting in
2012) 2012) Apr 2013) 2013) 2013) 2014) 2013) Apr 2014) - Now) progress -
Consultation
has not
commenced)
Hong Kong Association Views invited
of the Pharmaceutical 2 during the
Industry representatives public
HERIRENE consultation
The Hong Kong 2 Views invited 7
Pharmaceutical representatives  during the representatives
Manufacturers public
Association Limited consultation
EENEFHZARAT
The Pharmaceutical 2 Views invited
Distributors Association representatives  during the
of Hong Kong Limited public
HEBELHEERE consultation
Hong Kong Suppliers Views invited
Association Limited during the
BEREEFHEARAE public
consultation
The Hong Kong Views invited
Medicine Dealers Guild during the
BERETEE public
consultation
The Direct Selling Views invited
Association of Hong during the
Kong public
HEEEHHE consultation
Hong Kong Retail Views invited
Management during the
Association public
EETEEERE consultation
The Hong Kong Health Views invited
Food Association during the
FERRERBE public
consultation
The Cosmetic and Views invited Views invited
Perfumery Association during the during the
of Hong Kong public public
HEHmEERE consultation consultation
Federation of Beauty Views invited
Industry Hong Kong during the
BEEERERE public
consultation
The Hong Kong General Views invited
Chamber of Commerce during the
BEREE public
consultation
Hong Kong General 2 Views invited Views invited Views invited
Chamber of Pharmacy representatives  during the during the during the
Limited public public public
BNEREEERRAT consultation consultation consultation
The Chinese General Views invited
Chamber of Commerce during the
e public
consultation
BEPEEEE 1
Hong Kong Chinese Representative

Medicine Merchants
Association




Code of Practice ("COP") for
Authorised Seller of Poisons
("ASP")

Working Group Consultation

(Jan to May (Jul to Dec
2012) 2012)

Pharmacists Associations

COP for Listed Seller of
Poisons ("LSP")

Consultation

(Jul to Sep
2013)

COP for Wholesalers and
Importers/ Exporters

Consultation

(April and July

2014)

manufacturers and authoirzed

Code of Conduct ("COC") for
Registered Pharmcists

Working Group Consultation Working Group Consultation

(Aug 2013 (Drafting in
- Now) progress -
Consultation
has not
commenced)

The Practising
Pharmacists Association
of Hong Kong
EENELEL RS

Views invited
during the
public
consultation

Views invited
during the
public
consultation

Views invited
during the
public
consultation

5
Representatives

The Society of Hospital
Pharmacists of Hong
Kong

HEBRELMAS

Views invited
during the
public
consultation

Views invited
during the
public
consultation

5
Representatives

The Pharmaceutical
Society of Hong Kong
HEELE

Views invited
during the
public
consultation

Views invited
during the
public
consultation

Views invited
during the
public
consultation

5
Representatives

Hong Kong Pharmacists
Union (established in
2014)

EBET AT R

(20144 mi1z)

Patients/ Consumers Groups

5
Representatives

Consumer Council
HEEZEE

Academia

Views invited
during the
public
consultation

Views invited
during the
public
consultation

Views invited
during the
public
consultation

School of Pharmacy,
The Chinese University
of Hong Kong
BEEBPIARBEE AN

5
Representatives

Department of
Pharmacology and
Pharmacy, University of
Hong Kong
EERDEBRER DA%

Medical / Veterinary Professionals

1
Representative

Hong Kong Medical
Association
HEREE

Views invited
during the
public
consultation

Views invited
during the
public
consultation

Views invited
during the
public
consultation

Hong Kong Doctors
Union
HEEABIE

Views invited
during the
public
consultation

Views invited
during the
public
consultation

Views invited
during the
public
consultation

Hong Kong Dental
Association
BETEEE

Hong Kong Veterinary
Association
HEHBRE

Views invited
during the
public
consultation

Views invited
during the
public
consultation

Licence holders / Registered pharmacists

Views invited
during the
public
consultation

Views invited
during the
public
consultation

Views invited
during the
public
consultation

Views invited
during the
public
consultation

All ASPs
FARRESEHED

Views from all the ASPs were
invited during the public
consultation.

ASPs were briefed on the revised
COP for ASP on 20 Aug 2012 and
27 Sep 2012. A total of 66 and
147 representatives attended the
briefings respectively.




Code of Practice ("COP") for COP for Listed Seller of COP for Wholesalers and COP for licensed Code of Conduct ("COC") for

Authorised Seller of Poisons Poisons ("LSP") Importers/ Exporters manufacturers and authoirzed Registered Pharmcists
("ASP") persons
Working Group Consultation Working Consultation Working Consultation Working Group Consultation Working Group Consultation
Group Group
(Jan to May (Jul to Dec (Oct 2012 to (Jul to Sep (Aprto Nov  (April and July (Sep to Dec (Sep 2013 to (Aug 2013 (Drafting in
2012) 2012) Apr 2013) 2013) 2013) 2014) 2013) Apr 2014) - Now) progress -
Consultation
has not
commenced)
All LSPs Views from all the licensed
FESSEEHED LPSs were invited during the

public consultation.

LSPs were briefed on the draft
COP for LSP on 28 Aug 2013. A
total of 27 representatives
attended the briefing.

All licensed wholesalers Views from all the licensed

of poisons and wholesaler and importers/
importers/ exporters of exporters were invited during
pharmaceutical the public consultation.
products

FiER IS B E R RE Three briefing sessions was held
B EmE/ B On on 9 April 2014 and 25 April

2014. A total of 204
representatives attended the
briefing. Three more briefing
sessions will be held in May

2014,

All licensed Views from all licensed
manufacturers manufacturers were invited
B IasEY during the public consultation.

Three briefing sessions were

held on 13 Sep 2013, 11 Mar

2014 and 7 Apr 2014. A total of

206 representatives attended

the sessions.
Registered pharmacists Drafting of COC is in progess; to
e consult relevant stakeholders,

including registered pharmacists
in due course.

Individual Enterprises

Cheung Tai Dispensary 1

(H.K.) Limited Representative

REAER (B8) AR

AT

Mannings - Hong Kong 1 1

Dairy Farm Company Representative Representative

BE - SEFNAT

Watsons's The Chemist - 1 1

A.S. Watson Group Representative Representative
EERA#ERE

Activecare Pharmacy 1

Limited Representative

BOKREEARAS

The Dairy Farm 1
Company Limited Representative
AT

China Resources 1
Vanguard (Hong Kong) Representative

Company Limited
EHER (ER)AR

AT

CR Care Company 1
Limited Representative
ERE

Tung Fong Hung 1
Medicine Company Representative
Limited

REAZEEBRAT

Culture Homes (Outlet 1
Stores Wholesale Representative
Centre) Limited

XIEH (RERRREP

) BIRAE)

Kai Tai Chinese 1
Medicine (Holdings) Representative
Company Limited

REREEEEBRAT




Code of Practice ("COP") for COP for Listed Seller of COP for Wholesalers and COP for licensed Code of Conduct ("COC") for

Authorised Seller of Poisons Poisons ("LSP") Importers/ Exporters manufacturers and authoirzed Registered Pharmcists
("ASP") persons
Working Group Consultation Working Consultation Working Consultation Working Group Consultation Working Group Consultation
Group Group
(Jan to May (Jul to Dec (Oct 2012 to (Jul to Sep (Aprto Nov  (April and July (Sep to Dec (Sep 2013 to (Aug 2013 (Drafting in
2012) 2012) Apr 2013) 2013) 2013) 2014) 2013) Apr 2014) - Now) progress -
Consultation
has not
commenced)
DKSH Hong Kong 2
Limited Representative
REERBEBARAT
LF Asia (Hong Kong) 2
Limited Representative
AETWEEBBRAT
Zuellig Pharma Limited 2
Fckill Representative
Usana Hong Kong 1
Limited Representative
3 INF]
Nu Skin Enterprises 2
Hong Kong Representative
Incorporation
EEWHEHEEED NS
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