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Purpose

This paper reports on the deliberations of the Bills Committee on Pharmacy
and Poisons (Amendment) Bill 2014.

Background

2. The current regime for regulating pharmaceutical products in Hong Kong
Is provided for, among others, in the Pharmacy and Poisons Ordinance (Cap. 138)
("the Ordinance") and its subsidiary legislation. Under the Ordinance, the
Pharmacy and Poisons Board (“the Board") is established to enforce the
regulatory measures over pharmaceutical products, drug traders and pharmacists.
The Board is allowed to establish executive committees to perform its regulatory
functions.

3. In early 2009, a series of incidents involving the safety of pharmaceutical
products had aroused wide public concern. The Government set up the Review
Committee on the Regulation of Pharmaceutical Products in Hong Kong (“the
Review Committee™) in March 2009 to conduct a comprehensive review on the
existing regime for the regulation of pharmaceutical products. In its report issued
in December 2009, the Review Committee made a total of 75 recommendations
to enhance the coverage and depth of the regulatory regime, including
16 recommendations which require amendments to the Ordinance and its
subsidiary legislation for implementation.

4. The Administration accepted the recommendations of the Review
Committee. For the 59 recommendations which do not require legislative
amendments, the Administration has been taking steps to implement them by
phases and most of them have already been implemented. To assess the impacts
of the Review Committee's proposed legislative amendments on pharmaceutical



dealers, the Administration commissioned a consultant to conduct a Regulatory
Impact Assessment ("RIA") in January 2011. Having considered the RIA result
concluded in January 2013, the Administration briefed the Panel on Health
Services (“the Panel") on the preliminary proposals to be included in the
Pharmacy and Poisons (Amendment) Bill 2014 ("the Bill") in November 2013.
The Panel held further discussions on these proposals in December 2013 and
February 2014, and made certain suggestions for the Administration to consider
in finalizing its proposals to amend the Ordinance and its subsidiary legislation.

The Bill

5. The Bill was introduced into the Legislative Council ("LegCo™) on
26 March 2014. The Bill aims to amend the Ordinance, the Pharmacy and
Poisons Regulations (Cap. 138A) ("PPR"™) and the Poisons List Regulations
(Cap. 138B) ("PLR™) to implement certain recommendations of the Review
Committee which, in the view of the Administration, are conducive to enhancing
the regulatory regime without causing significant impact to the relevant parties®,
and amend those outdated provisions to bring them into line with the prevailing
regulatory framework.

6. The Bill, if passed, would come into operation on a day to be appointed by
the Secretary for Food and Health by notice published in the Gazette.

The Bills Committee

7. At the House Committee meeting on 28 March 2014, Members agreed to
form a Bills Committee to study the Bill. The membership list of the Bills
Committee is in Appendix I.

8. Under the chairmanship of Prof Hon Joseph LEE Kok-long, the Bills
Committee has held nine meetings with the Administration. The Bills Committee
has also received views from the public and members of the industry at one of
these meetings. A list of organizations and individual that have/who has given
oral representation of their views to the Bills Committee is in Appendix II.
A total of 797 written submissions on the Bill have been received.

! For the rest of the recommendations of the Review Committee which require legislative amendments, the
Administration has advised that it would monitor the situation and formulate appropriate implementation
measures in due course.
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Deliberations of the Bills Committee

Q. Members of the Bills Committee are generally in support of the objectives
of the Bill which seek to enhance the safety of pharmaceutical products and
protect public health. The major issues discussed and concerns raised by
members are summarized below.

Definition of authorized seller of poisons

10.  Under the proposed amended section 2 of the Ordinance, "authorized seller
of poisons" ("ASP") is defined to mean a registered pharmacist, body corporate or
unincorporated body of persons that is authorized to carry on a business of retail
sale of poisons under section 11 of the Ordinance. Some deputations have
submitted views to the Bills Committee that the proposed amendment is
ambiguous about the legal liability of a registered pharmacist who is an employee
of an ASP to oversee its operations, but not the holder of certificate of registration
of premises of the ASP concerned.

11. According to the Administration, the proposed amendment is purely a
technical amendment to accurately reflect the usage of the term in the legislation
as an entity that carries on a business of retail sales of poisons. It should be noted
that according to the Ordinance, if a natural person wants to carry on a business as
an ASP, such person must be a registered pharmacist. For a registered pharmacist
who is an employee of an ASP, his/her legal liability remains unchanged under
the proposed amendment. The Administration has pointed out that in case of
non-compliance with the relevant provisions in the Ordinance, the person who
will be liable to prosecution will depend on the evidence available and the
circumstances of each case. It is the common law principle that the burden of
proof rests with the prosecution.

Definition of pharmaceutical product and medicine

12.  Members note the concern expressed by some deputations about the scope
of products that will be covered under the proposed revised definition of
"pharmaceutical product™ and "medicine" as provided under the proposed revised
section 2 of the Ordinance. According to the proposed revised definition,
"pharmaceutical product™ and "medicine™ is any substance or combination of
substances (a) presented as having properties for treating or preventing disease in
human beings or animals; or (b) that may be used in, or administered to, human
beings or animals, either with a view to (i) restoring, correcting or modifying
physiological functions by exerting a pharmacological, immunological or
metabolic action; or (ii) making a medical diagnosis.



13.  The Administration has advised that the aim to revise the definition of
"pharmaceutical product” and "medicine" to include the limb of “combination of
substances presented as having properties for treating or preventing disease in
human beings or animals" is to codify the current registration requirement set out
in the Guidance Notes on Registration of Pharmaceutical Products/Substances
published by the Department of Health which specifies that a product may fall
within the definition of pharmaceutical product under the Ordinance if it contains
a drug substance in its composition, or if it carries medicinal claims in its label,
leaflet, brochure, wrapper, advertisements and other promotional materials. In
addition, the revision will make the definition of “pharmaceutical product™ and
"medicine"” more closely aligned with the definition of medicinal product adopted
by the European Commission and similar definitions adopted by Australia and the
United Kingdom.

Code of conduct and codes of practice promulgated by the Board

Empowerment of the Board

14.  Pursuant to the proposed new section 4B of the Ordinance, the Board may
promulgate corresponding code of conduct ("CoC") and codes of practice
("CoPs™) for providing practical guidance in respect of the Ordinance and its
subsidiary legislation to registered pharmacists, as well as different licensed
traders and traders subject to registration requirement (including ASP, listed
seller of poisons, holder of the new wholesale dealer licence introduced by the
Bill, holder of the licence to manufacture pharmaceutical products and authorized
person ("AP")). Under the proposed revised sections 15 and 25 of the Ordinance
and regulations 26 and 29 of PPR, non-compliance of CoC by registered
pharmacists or non-compliance of CoPs by the drug traders may lead to
disciplinary actions. Some members share the concern expressed by some
deputations that the proposal provides the Board with too much power. They
have enquired whether the Administration can rely on the existing practice to
govern the conduct of activities of registered pharmacists and drug traders. They
have also expressed concern about whether the Administration is trying to
circumvent the scrutiny of LegCo on the formulation or revision of these codes.
Noting the view of some deputations that the industry has not been fully consulted
on the drafting of the codes, these members have requested the Administration to
provide the draft of the codes to the Bills Committee for perusal.

15. The Administration has explained that at present, three individual sets of
Codes of Ethics are promulgated by the pharmacist associations to govern the
professional conduct of their members. While the Board has introduced a CoP for
ASP in 1997, the CoP serves as a guideline for ASP and carries no legal status.
There are currently no CoPs for other drug traders. It is thus considered necessary
and appropriate for the Bill to empower the Board to formulate and revise the



relevant CoC and CoPs. In the Administration's view, the empowerment provides
the Board with the flexibility to draw up or revise the codes with regard to local
circumstances and changes. Some existing Ordinances also empower the relevant
authorities to issue CoPs, such as the Broadcasting Ordinance (Cap. 562) and the
Insurance Companies Ordinance (Cap. 41). The Administration has stressed that
the contents of CoC and CoPs are not part of the primary and subsidiary
legislation. No one will be deemed to have violated the relevant legislation
simply because that person has contravened the relevant CoC or CoPs, unless the
matter concerned constitutes an offence under the Ordinance or its subsidiary
legislation. The proposed new section 4B(3) and (5) of the Ordinance also
provides that if a CoC or CoP is issued or revised, the Board must, by notice
published in the Gazette, identify the code or part revised and specify the date on
which the code or revision is to take effect. The Board will, at the same time,
write to inform the registered pharmacists and relevant drug traders of the
issuance or revision of the CoC or CoPs concerned.

16. The Administration has further advised that the Board has set up different
working groups, comprising trade representatives and stakeholders as members,
since January 2012 to provide comments on the formulation or revision of the
relevant CoC and CoPs. In addition, during the process of formulating or revising
the codes, the Board has gathered views from, among others, members of the
industry, through a number of consultation meetings, public consultation and
briefing sessions. In the view of the Administration, the Board has carried out
sufficient consultation with the industry when formulating or revising the relevant
CoC and CoPs.

Proposed requirement of placing drug orders in written form

17. Members note that a requirement to place drug orders in written form, as
recommended by the Review Committee, is proposed to be added to the relevant
CoPs for licensed drug traders. Under the proposed requirement, drug traders
have to obtain orders in writing issued by their purchasers (e.g. private doctors)
before the completion of a sale of the drugs covered by the requirement, and
arrange the delivery of the drugs accordingly. While members in general agree
that the proposed requirement will prevent errors from spoken communication
and help establish a complete set of movement records of drugs to better protect
patient safety in the use of medicine, they are concerned about the impact to be
brought about by the requirement on the trade.

18. The Administration has advised that the acceptable means of placing drug
orders in written form, in addition to mail and fax, also include various kinds of
retainable electronic records such as e-mails and textual messages. To facilitate
the trade to adapt to the requirement, the Board is considering implementing the
requirement by phases such that it will initially apply to antibiotics, dangerous
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drugs, and drugs in Part | of the Poisons List to be migrated from PLR to PPR
under the Bill. The Board will closely monitor the implementation of the
requirement for written orders and consider extending the requirement to drugs
with lower risk, such as drugs in Part Il of the Poisons List and drugs not included
in the Poisons List, at a later stage. The Administration has further advised that it
does not anticipate that the proposed requirement will bring about a significant
cost impact on drug suppliers and private doctors, as many drug suppliers have
designed standard procurement forms for use by their clients to save their efforts.
It is also given to understand from the drug distributors that a written order as
compared to a verbal order will not cause a delay in the delivery of drugs.

19. Members have sought clarification as to whether drug orders placed by the
purchasers through voice mail, and drug orders sent by a sales representative on
behalf of their clients in electronic mode would be regarded as written orders.
The Administration has advised that voice mail will not be considered as an
acceptable form of written order having taken into account that the pronunciations
of the names of certain drugs are quite similar and, hence, the verbal order may be
wrongly taken by the drug suppliers. As regards a drug order sent by a sales
representative on behalf of the client in electronic mode, it will be regarded as a
written order only if the purchaser concerned has sent a written message to the
sales representative beforehand to confirm the order.

20. The Bills Committee notes that while the proposed requirement is well
supported by patient groups and licensed drug traders, the Hong Kong Doctors
Union has raised strong opposing view to the requirement since it has become a
member of the Review Committee. Dr Hon LEUNG Ka-lau has enquired
whether the keeping of the drug suppliers' delivery notes by the medical clinics
can serve the same purpose of facilitating the tracing of the source of drugs. The
Administration, however, maintains its position that the proposed requirement of
placing orders of drugs in written form is necessary in order to minimize errors in
the delivery and receipt of drugs. It has explained to the Bills Committee that the
Hong Kong Medical Association ("HKMA™) has already recommended in its
Good Dispensing Practice Manual in July 2005 that the ordering of drugs from
suppliers should be made in writing via post or fax by the doctor concerned.
HKMA revised the Manual in May 2007 to further recommend that the written
orders should be kept for verification upon delivery of the drugs and for future
reference. Asrecommended by the Medical Council of Hong Kong, all practising
doctors should comply with the Manual.

The new CoP for ASP
21. Members note that the new CoP for ASP endorsed by the Board will take

effect on 2 January 2015 for replacing the existing one which was introduced in
1997 as a condition for registration of ASP's premises under section 13 of the



Ordinance. Taking into account that the Bill will not have been passed by LegCo
at the time the new CoP takes effect, some members consider the arrangement
undesirable and enquire if the new CoP could become effective after the passage
of the Bill.

22.  The Administration has explained that the revision of the existing CoP for
ASP is not part of the legislative proposals under the Bill. The drafting of the new
CoP is conducted by the Working Group on the Code of Practice for Authorized
Seller of Poisons comprising representatives from the trade and ASPs set up under
the Board. The Board will introduce the new CoP for ASP on 2 January 2015 as a
licensing condition under existing section 13 of the Ordinance.

Appointment of Disciplinary Committee

23.  Members note that the proposed new section 15(1)(e) of the Ordinance
preserves the existing power of the Board to appoint a Disciplinary Committee as
provided for in the current section 15(1) of the Ordinance such that the Board may
appoint a Disciplinary Committee to inquire into the conduct of a registered
pharmacist, an employee of a registered pharmacist, an ASP or an employee,
officer or partner of an ASP if it appears necessary or desirable to the Board to
inquire into the conduct of any of these persons. The word "conduct” is not
defined under the Ordinance and the Bill. Some members consider that the scope
of the conduct referred to in the provision should be restricted to conduct that is
relevant to the practice of pharmacy.

24.  The Administration takes the view that the proposed retention of the power
of the Board to appoint a Disciplinary Committee to inquire into the conduct of
registered pharmacist is necessary in order to maintain public confidence in the
pharmacist profession. It has pointed out that past cases revealed that the Board
will only exercise its power to appoint a Disciplinary Committee under the current
section 15(1) of the Ordinance when the conduct involved might affect the
pharmacists' fitness to practice. Of the three registered pharmacists disciplined by
the Disciplinary Committee from 2008 to June 2014, one was disciplined for
conviction of behaving in a disorderly manner in a public place under the Public
Order Ordinance (Cap. 245) and the other two were disciplined because of
conviction of obtaining property by deception and conviction of fraud
respectively under the Theft Ordinance (Cap. 210). While the conduct concerned
in these three cases is not directly related to the practice of pharmacy, the conduct
could however reasonably be regarded as disgraceful or dishonest by members of
the pharmacist profession of good repute and competency.

25. Members also note that it is expressly stipulated in the Medical
Practitioners (Registration and Disciplinary Procedure) Regulation (Cap. 161E),
the Dentists (Registration and Disciplinary Procedure) Regulations (Cap. 156A)
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and the Nurses (Registration and Disciplinary Procedure) Regulations
(Cap. 164A) that complaint or information relating to misconduct in any
professional respect or unprofessional conduct is one of the grounds for
disciplinary inquiry. The Administration, however, has pointed out that past
cases reveal that the conduct inquired into may be conduct that does not directly
relate to the professional practice.

Recovery of conviction-related expenses

26.  Some deputations have submitted views to the Bills Committee that they
have reservations about the proposed new section 34A of the Ordinance which
provides that if a person is convicted of an offence under the Ordinance, the court
may order the person to pay to the Government the sum the court considers
appropriate for the costs and expenses reasonably incurred by the Government in
relation to the collection, analysis or examination of a poison, pharmaceutical
product or any other substance for the purpose of the criminal proceedings.

27. The Administration has pointed out that section 11 of the Costs in Criminal
Cases Ordinance (Cap. 492) already empowers a magistrate to recover costs,
which could include the expenses referred to in the proposed new section 34A of
the Ordinance, from a convicted defendant. The proposed addition of a specific
provision for the recovery of costs and expenses in the Ordinance is aimed at
providing a clearer message to the trade and increase the deterrent effect. It has
stressed that the proposal will only be applicable to convicted traders. In line with
the concept of recovery of costs, the amount to be recovered as ordered by the
court will be compensatory in nature. To reflect this intention, the Administration
will move Committee stage amendments ("CSAs") to amend the new section
34A(2) of the Ordinance under clause 30 of the Bill by deleting "in the same
manner as a fine is recoverable" and substituting "as a civil debt".

Good Manufacturing Practice Guide

28.  Under the proposed new regulation 28A of PPR, the Board is empowered
to issue the Good Manufacturing Practice Guide ("the GMP Guide") to provide
for the principles and guidelines of good manufacturing practice ("GMP") in
respect of pharmaceutical products. Some members have suggested that the
Administration should consult the Panel before the finalization of any revision to
the GMP Guide which will not be a subsidiary legislation, and therefore not
subject to the scrutiny of LegCo.

29. The Administration has explained that GMP is a quality assurance
approach used by the drug manufacturing industry worldwide. The Board will
revise the GMP Guide, which serves as a licensing condition for licensed
manufacturers, from time to time taking into account the latest GMP standards
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adopted by the World Health Organization and other overseas countries, as well
as the views and capacity of local drug manufacturers. If the GMP Guide has
been revised, the Board has to, by notice published in the Gazette, identify the
Guide or part revised. In the light of members' views, the Administration has
undertaken to, upon the gazettal of the notice, provide a copy of the GMP Guide
to the Panel for information.

Requlation of APs

Qualification requirement of AP

30. To implement the Review Committee's recommendation to enhance the
quality of pharmaceutical products manufactured by licensed manufacturers and
to tighten up the regulation of AP, the proposed new regulations 30A to 30F of
PPR provide, among other things, that a licensed manufacturer is required to
employ at least one AP to ensure and certify that the pharmaceutical products are
manufactured and checked in accordance with the GMP Guide. Some members
have expressed concern about the qualifications required for registration as an
AP, in particular, how the competence of APs can be ensured if any person, who
IS not a registered pharmacist, can act as an AP if he/she holds a qualification
awarded on completion of a course recognized by the Pharmacy and Poisons
(Manufacturers Licensing) Committee and has three or more years of experience
in the pharmaceutical product manufacturing or quality control in compliance
with the GMP Guide.

31. The Administration has explained that given the diversified and
complicated nature of the manufacturing of pharmaceutical products, various
scientific considerations are involved in the course of manufacturing. Hence, the
gualification requirements for APs also need to be diversified, with being a
registered pharmacist remains to be one of the qualifications required for
registration as an AP. The proposal is in line with international practice, such as
the European Union ("EU") where the holders of manufacturing authorization are
required to, among others, comply with the principles and guidelines of GMP for
medicinal products. According to the Administration, the Department of Health
Is drawing up the relevant requirements for APs, including, inter alia, holding
recognized university qualifications and qualifications awarded on completion of
recognized courses related to drug manufacturing, such as microbiology and
toxicology. Details of the recognition system will be submitted to the Board for
consideration and announced to the public when available.

32. Members have enquired whether the standard of local drug manufacturing
IS on par with the standard of EU. The Administration has advised that at present,
all 24 licensed manufacturers engaged in the manufacturing of pharmaceutical
products are in compliance with the Hong Kong GMP Guidelines for
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Pharmaceutical Products and they are required to comply with the Guide to GMP
for Medicinal Products and its annexes (where applicable) published by the
Pharmaceutical Inspection Cooperation Scheme ("PIC/S") by 2015. Under the
proposed revised definition of "manufacture”, secondary packaging activities
(with an exemption for certain activities which do not affect the safety, efficacy
and quality of the products) will also be required to be carried out by a licensed
manufacturer in compliance with the relevant PIC/S GMP requirements.

Register of AP

33.  According to the proposed new regulation 30B(5) of PPR under clause 52
of the Bill, the register of APs is required to be made available for public
inspection at the office of the secretary to the Board (“"the Secretary") free of
charge during normal office hours. The Administration has accepted members'
suggestion that the register of APs should also be made available for public
inspection via the Internet. The Administration will move CSAs to amend the
above provision to the effect that the Secretary has to make the register available
for inspection by the public free of charge at the office of the Secretary during
normal office hours and in any other manner the Secretary thinks fit. This will
cover, among others, online inspection.

34.  The Bills Committee notes that the Administration will move similar CSAs
to the proposed new section 4B(6) of the Ordinance under clause 6 of the Bill, the
proposed revised section 5(2) of the Ordinance under clause 7 of the Bill, and the
proposed new section 28A(6) of PPR under clause 49 of the Bill concerning
public inspection of CoC for registered pharmacists and CoPs for relevant drug
traders, the register of pharmacists and the GMP Guide.

Proposed requirement of keeping samples of finished pharmaceutical products

35.  The proposed revised regulation 33 of PPR requires licensed manufacturers
to ensure that the registrable particulars of each batch of pharmaceutical products
in a finished form correspond exactly with the registered particulars of the
products. It also revises the period for which the control sample of finished
pharmaceutical products is to be kept. Hon WONG Ting-kwong has requested
the Administration to address the concern of drug manufacturers that keeping
samples of expensive drugs is costly. The Administration has agreed to move
CSAs to amend the proposed revised regulation 33 of PPR to provide certain
flexibility for licensed manufacturers in maintaining sample of finished products
if certain conditions are satisfied.
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Requlatory framework for registered pharmacists

36. Members share the grave concern of some deputations that the Board does
not have sufficient representation of the pharmacist profession in its composition.
For instance, while the existing members of the Board include two members
holding qualifications in pharmacology (each of whom is teaching at and
nominated by The University of Hong Kong and The Chinese University of Hong
Kong respectively) and three registered pharmacists nominated by the industry,
community pharmacists working in ASPs are not represented in the Board. Some
members are of the view that the regulatory power of the Board, which covers
pharmaceutical products, drug traders and pharmacists, is too extensive. Holding
the view that the standard of practice and professional conduct of registered
pharmacists should best be left to self-regulation by the profession, they have
requested the Administration to establish a separate statutory body to take over
the existing function of the Board for regulating registered pharmacists.
Hon Paul TSE has, however, pointed out that the international trend is to move
from the premises of self-regulation of the profession for the protection of its own
interests to one of co-regulation in partnership with the government.

37. The Administration has explained that the Bill does not touch on the
regulatory framework for registered pharmacists, as its main purpose is to
implement certain recommendations put forth by the Review Committee. Given
that issues pertaining to the regulatory framework for registered pharmacists and
in that connection the role and composition of the Board involve wide policy
implications, it is necessary for the Administration to study the issues separately.
In the meantime, the Government has set up a Steering Committee on Strategic
Review on Healthcare Manpower Planning and Professional Development (“the
Steering Committee") to formulate recommendations on, among others, the
long-term professional development of the 13 healthcare professions subject to
statutory regulation, including pharmacists. The Administration has informed the
Bills Committee that the Pharmacists Sub-group under the Steering Committee
met on 16 December 2014 and will study the suggestion for establishing a
separate regulatory body for registered pharmacists in due course.

Commencement of the Bill

38. The Administration plans to appoint, by notice in the Gazette, 30 January
2015 as the commencement date of all the provisions of the Bill (except the
proposed amendments to section 27 of the Ordinance and regulation 15 of PPR)
following the passage of the Bill. Members raise no objection to the
Administration's plan.
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Committee stage amendments

39. Apart from CSAs to be moved by the Administration as elaborated in
paragraphs 27, 33, 34 and 35 above, the Administration will move some technical,
textual and consequential amendments to the Bill. The Bills Committee supports
these CSAs.

40.  The Bills Committee will not propose any CSAs to the Bill.

Resumption of Second Reading debate on the Bill

41.  The Bills Committee raises no objection to the resumption of the Second
Reading debate on the Bill at the Council meeting of 21 January 2015, subject to
the moving of the CSAs by the Administration.

Consultation with the House Committee

42.  The Bills Committee reported its deliberations to the House Committee on
9 January 2015.

Council Business Division 2
Leqgislative Council Secretariat
14 January 2015
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