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Message from the Chairman

¥ & BR

In 2019, the Pharmacy and Poisons Board (“the Board”) remained
steadfast in its commitment to protecting and promoting public health
through the regulation of pharmaceutical products, pharmacy trade and
pharmacy profession. We are pleased to see the remarkable achievements
in the year.

To tackle the global public health concern of antimicrobial resistance
(“AMR”) and with reference to the “Hong Kong Strategy and Action Plan
on Antimicrobial Resistance (2017 - 2022)”, the Board has actively
implemented various measures for strengthening regulation on over-the-
counter purchase of prescription-only antimicrobials. These measures
include special inspections against authorized sellers of poisons
(“ASPs”) by the Drug Office of the Department of Health, conducting
more test purchases of antimicrobials against retailers and enhancement
of disciplinary actions against licensees who have been convicted of
offences related to sale of antimicrobials. With the enhanced measures
and support from the pharmacy profession and the pharmacy trade, the
overall supply of antimicrobials to ASPs decreased from 18.4% in 2016
to 8.0% in 2018. In addition, the Board took the initiative to strengthen
the control of certain antimicrobials which were used to be over-the-
counter medicines by re-classifying them as prescription drugs. These
antimicrobials include nifuratel, nifuroxazide, nitrofural, nitrofurantoin
and nitroxoline, the new sales restrictions of which would take effect from
18 October 2020.

In view of the high risks associated with the rapid scientific development
of advanced therapy products (“ATPs”), consideration was given to
introducing a dedicated regulatory framework for controlling ATPs under
the Pharmacy and Poisons Ordinance (Cap. 138, Laws of Hong Hong) (“the
Ordinance”). After completion of public consultation on the regulation of
ATPs in 2018, the Board has been supporting the Government to work on
the legislative amendment of the Ordinance in order to enhance regulation
of ATPs. Legislative proposals were made to the Panel on Health Services
of the Legislative Gouncil in April 2019 and the Pharmacy and Poisons
(Amendment) Bill 2019 was introduced and first read at the Legislative
Council on 30 October 2019. It is anticipated that the legislative
amendments would provide Hong Kong with a regulatory framework for
ATPs which is on a par with the international practice for better protection
of public health.

In order to ensure that marketed pharmaceutical products are safe and
of good quality, the Board has continuously made reference to the
international regulatory practice and requirements and imposed various
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enhancement measures in 2019. With effect from 11 May 2019, the sales
restrictions of pharmaceutical products containing desflurane, isoflurane
and sevoflurane, which are used as general anesthetics, have been
strengthened by classifying them as prescription drugs. Besides, starting
from 1 October 2019, all registered non-sterile pharmaceutical products
have been required to meet the acceptance criteria for microbiological
standards prescribed in the pharmacopeias throughout their shelf life. The
content of Class 1 elemental impurities (i.e. arsenic, cadmium, mercury
and lead) in registered pharmaceutical products should not exceed
the permitted daily exposure specified in the Guideline for Elemental
Impurities promulgated by the International Council for Harmonisation of
Technical Requirements for Pharmaceuticals for Human Use (ICH Q3D).
In addition, the Board endorsed in October 2019 to tighten the sales
control of skin antiseptic products containing chlorhexidine for human or
animal use as pharmaceutical products unless otherwise stated, or except
when (a) they are clearly labelled in English and Chinese for washing
hands only (or equivalent); or (b) chlorhexidine is used as preservative or
antimicrobials in cosmetic products. The tightened control would come
into effect on 8 July 2020.

As for the development of the pharmacist profession, in response to the
Government’s Report of the Strategic Review on Healthcare Manpower
Planning and Professional Development, the Board has set up the Task
Force on Professional Development of Pharmacists to collect views from
the stakeholders and make recommendations on the implementation of
continuing professional education / continuing professional development.
Opportunity will also be taken to collect views from the profession on the
suggestion of setting up a pharmacy council in the long run.

It is only through the collective efforts of all the stakeholders that the
Board can discharge its statutory functions efficiently. |am deeply grateful
for the unwavering support and valuable contribution of all Members of
the Board and the pharmacy community.

Dr GHAN Hon-yee, Gonstance, JP
Chairman
Pharmacy and Poisons Board
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Introduction

515

This annual report covers the calendar year 2019. Through this report,
the Pharmacy and Poisons Board (“the Board”) aims to keep all registered
pharmacists and interested parties in the pharmacy profession posted
on the functions and work of the Board during the year. A brief summary
of the work of the Pharmacy and Poisons Appeal Tribunal (“the Appeal
Tribunal”) established under section 30 of the Pharmacy and Poisons
Ordinance is also included.

In order to provide readers a quick reference, the description of the
functions of the Board, its committees and the Appeal Tribunal has been
simplified. Readers interested in more specific details of the statutory
functions of these bodies should refer to the relevant provisions under the
Pharmacy and Poisons Ordinance and its subsidiary legislation.

All inquiries with regard to this report or to the Board in general can be
addressed to:

The Pharmacy and Poisons Board Secretariat
1/F, Shun Feng International Centre

182 Queen’s Road East

Wanchai, Hong Kong

Facsimile: (852) 2527 2277
Telephone: (852) 2527 8418
E-mail address : ppb@dh.gov.hk
Website: www.ppbhk.org.hk
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Membership and Functions of the Board

B B/ S M B HE
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1. Membership

Members of the Board are appointed by the Chief Executive. Each term is
for a period of not more than three years. Members may be re-appointed.
The current membership is as follows:

(a) the Director of Health (Chairman);
(b) the Government Chemist;

(c) the Assistant Director of Health in the
Drug Office of the Department of Health;

(d) amedical officer in the Department of Health;

(e) alegal adviser;

() a full-time teaching staff of pharmacology of The University of
Hong Kong;

(g) a full-time teaching staff of pharmacology of The Chinese University
of Hong Kong;

(h) three registered pharmacists (not being public officers) nominated by
the Pharmaceutical Society of Hong Kong; and

(i) a registered medical practitioner (not being a public officer)
nominated by the Hong Kong Medical Association.

ex officio
members

The membership of the Board as at 31 December 2019 was as follows:

a
b
c

) Dr CHAN Hon-yee, Constance, JP (Chairman)
) Dr SIN Wai-mei, Della, JP
) Mr CHAN Ling-fung, Frank
d) Dr CHIU Pui-yin, Amy, JP

e) MrWONG Wai-hung, Geoffrey (Legal Adviser)
f)  Professor WONG Chi-kei, lan

g) Professor ZUO Zhong, Joan

h) Mrs CHENG, Mary Catherine
Mr WONG Hing-mang, Matthew
Mr YAU Fuk-loi, Rico

(i) Dr SO Yui-chi

(
(
(
(
(
(
(
(

Secretary
Miss WONG So-san, Suzanne
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2.

Functions

The Board is established under section 3 of the Pharmacy and Poisons
Ordinance to carry out the following functions in accordance with the
provisions of the same Ordinance and its subsidiary legislation:

(a)

registration of pharmacists, including the prescription of training
required for registration, the organization of registration examinations
and the issue of certificates of registration and annual practising
certificates;

discipline of pharmacists, through inquiry into their conduct by
Disciplinary Committees appointed for the purpose;

licensing and regulatory control of retail traders of pharmaceutical
products (authorized sellers of poisons and listed sellers of poisons),
conducting inspections and test purchases and initiating prosecution
of offences and, for authorized sellers of poisons, inquiring into their
conduct by Disciplinary Committees appointed for the purpose;

licensing and regulatory control of wholesale dealers and
manufacturers of pharmaceutical products;

regulatory control of the selling, purchasing, compounding and
dispensing of pharmaceutical products; and

registration and classification of pharmaceutical products.

The Board is assisted by seven committees. They meet regularly to
consider and decide on policies and actions in relation to the conduct of
the above functions. The decisions of the Board and its committees are
carried out jointly by the Secretariat of the Board and the Drug Office of
the Department of Health.
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Membership and Functions of the Committees

BHEBHZE ST S R REE

To assist the Board in performing its functions, the following seven
committees are established under various provisions of the Pharmacy and
Poisons Ordinance:

(1) Examination Committee

(i) Membership as at 31 December 2019
Professor WONG Chi-kei, lan (Chairman)
Dr SIN Wai-mei, Della, JP
Mr CHAN Ling-fung, Frank
Dr NG Ping-sum, Sammy
Ms CHU Kwok-pui, Jody
Mr LAM Fung-shing, Edwin
Dr LAM Tai-ning, Teddy
Dr WONG Siu-ming, Raymond
Ms TANG Suk-man, Alice (Secretary)

(ii) Functions
The Examination Committee is established under section 8(3) of the
Pharmacy and Poisons Ordinance to:

(@) advise the Board on matters regarding the registration of
pharmacists and the training requirements and the examinations
for registration;

(b) draw up and review the syllabuses of the registration
examinations;

(c) appoint panels to assist in setting question papers and marking
answer scripts for the registration examinations;

(d) oversee the setting and marking of examination papers;
(e) prepare and conduct the registration examinations;

() review the results of registration examinations and make
recommendations regarding applicants’ eligibility for registration
to the Board for consideration;

(g) consider complaints and unusual circumstances arising
from applications for registration or examinations, and make
recommendations to the Board for consideration; and

(h) keep under review the standard of the registration examinations.
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(2) Pharmacy and Poisons (Listed Sellers of (2)ZEB| X RFE (JH S5

Poisons) Committee SHE® ) Z8S
|
(i) Membership as at 31 December 2019 (i) BFE=-F—-hE+=-HB=+—H
Mr CHAN Ling-fung, Frank (Chairman) HREZE
Ms AU YEUNG Kar-wai, Terese fRZZRE (EF)
Mr FONG Wing-kai, Guy NS S
Ms LEUNG Chau-yung, Catherine 7 KERAE
Mr MUI Cheuk-nang, Kenny BRMBEL L
Ms TANG Mui-fun R A
Mr YAU Fook-wing, Edward William BigS =t
Mr LEE Hi-fung, Lees (Secretary) BrRR T E

FHRBELE (WE)

(ii) Functions
The Pharmacy and Poisons (Listed Sellers of Poisons) Committee (i) B fE
is established to consider and approve applications for listed sellers BEERSTE (JHSEHER)
of poisons under regulation 24A of the Pharmacy and Poisons FECREEMBREBE(EREL
Regulations. SEBH) FE UNFRENIES
BEERERAE -

(3) Pharmacy and Poisons (Wholesale Licences) (3)%@]%&&% (REEERRER )

Committee Y= |
(i) Membership as at 31 December 2019 (i) BE=-F—-hL&E+=-A=+—H
Mr CHAN Ling-fung, Frank (Chairman) e =F--
Mr CHENG Kit-man, MH BREZELRE (EF)
Mr CHEUNG Yiu-kwong, Alex B 4535 A - MH
Mr CHIU Kwok-leung, Philip SRR S A
Mr WONG Chi-yin, Andrew it B 5w 5 A
Mr WONG Hing-man mBLEBRE
Ms TSE Po-yiu, Blouie (Secretary) TEXSEE

MEELL (WE)
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(ii) Functions

In accordance with regulation 26 of the Pharmacy and Poisons
Regulations, the Pharmacy and Poisons (Wholesale Licences)
Committee is established to:

(@) consider and approve applications for wholesale dealer licence,
subject to any conditions it thinks fit to impose; and

(b) revoke a wholesale dealer licence, suspend a wholesale dealer
licence for a specified period, issue warning letter(s) to the
licensed wholesale dealer or vary a condition of the wholesale
dealer licence in the circumstances specified in regulation 26 of
the Pharmacy and Poisons Regulations.

(4) Pharmacy and Poisons (Manufacturers

Licensing) Committee

(i) Membership as at 31 December 2019

Mr CHAN Ling-fung, Frank (Chairman)
Dr CHENG Celine Heung-kwan

Dr CHEUNG Yan-ting, Kara

Professor LEE Wai-yip, Thomas

Dr MAK Yin-fong

Mr TSE Kin-on, Andrew

Dr WONG Sai-yin, Samson

Dr WONG Yiu-chung

Dr YEUNG Shu-ying, Ken

Mr YEUNG Yee-fai, Raphael (Secretary)

(ii) Functions

The Pharmacy and Poisons (Manufacturers Licensing) Committee is
established to carry out the following functions in accordance with
the Pharmacy and Poisons Regulations:

(@) consider and approve applications for licence to manufacture
pharmaceutical products, subject to any conditions it thinks fit to
impose;
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(b) revoke a licence to manufacture pharmaceutical products,
suspend a licence to manufacture pharmaceutical products
for a specified period, issue warning letter(s) to the licensed
manufacturer or vary a condition of the licence to manufacture
pharmaceutical products in the circumstances specified in
regulation 29 of the Pharmacy and Poisons Regulations;

(c) consider and approve applications for registration as authorized
person or renewal of registration as authorized person, subject
to any conditions it thinks fit to impose; and

(d) cancel the registration as authorized person, suspend the
registration as authorized person for a specified period, issue
warning letter(s) to the registered authorized person or vary
a condition of the registration as authorized person in the
circumstances specified in regulation 30F of the Pharmacy and
Poisons Regulations.

(5) Pharmacy and Poisons (Registration of
Pharmaceutical Products and Substances:
Certification of Clinical Trial/Medicinal Test)
Committee

(i) Membership as at 31 December 2019
Mr CHAN Ling-fung, Frank (Chairman)
Professor CHIM Chor-sang
Dr HO Chin-ho, Kenny
Dr HO King-man
Professor LOONG Ho-fung, Herbert
Dr NG Fook-hong
Professor TO Kin-wah, Kenneth
Dr TO Kwong-yuk
Mr WONG Yik-cheong, Anthony
Mr YIM Tsz-kok, Michael (Secretary)
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(ii) Functions
The Pharmacy and Poisons (Registration of Pharmaceutical Products
and Substances: Certification of Clinical Trial/Medicinal Test)
Committee is established to carry out the following functions in
accordance with the Pharmacy and Poisons Regulations:

(@) consider new or renewal applications for registration of
pharmaceutical products or substances, and issue registration
certificates subject to any conditions it thinks fit to impose;

(b) deregister a pharmaceutical product or substance, suspend
the registration of a pharmaceutical product or substance for
a specified period, issue warning letter(s) to the holder of a
registration certificate or vary a condition of the registration of
pharmaceutical products or substances;

(c) consider applications for approval to change any of the
registrable particulars of a pharmaceutical product or substance;

(d) consider applications for conducting a clinical trial on human
beings or a medicinal test on animals, and issue a clinical trial
certificate or medicinal test certificate, subject to any conditions
it thinks fit to impose; and

(e) cancel a clinical trial certificate or medicinal test certificate,
suspend a clinical trial certificate or medicinal test certificate for
a specified period, issue warning letter(s) to the holder of the
certificate or vary a condition of the certificate.

(6) Poisons Committee

(i) Membership as at 31 December 2019
Dr SIN Wai-mei, Della, JP (Chairman)
Mr CHAN Ling-fung, Frank
Mrs CHENG, Mary Catherine
Dr SO Yui-chi
Professor WONG Chi-kei, lan
Mr WONG Hing-mang, Matthew
Ms TANG Suk-man, Alice (Secretary)
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(ii) Functions
The Poisons Committee is set up under section 31 of the Pharmacy
and Poisons Ordinance to advise the Board on the classification
and distribution of poisons in Part 1 and Part 2 of the Poisons List
and matters relating to the control of poisons and pharmaceutical
products, including:

(@) the classification of pharmaceutical products pending
registration; and

(b) the review of the classification of pharmaceutical products
regulated under the Pharmacy and Poisons Regulations.

(7) Pharmacy Internship Training Committee

(i) Membership as at 31 December 2019
Professor ZUO Zhong, Joan (Chairman)
Mr CHAN Ling-fung, Frank
Mr CHENG Kit-man, MH
Mr CHEUNG Yiu-kwong, Alex
Ms HSUEH Cheung-mei, Vivian
Mr LAM Fung-shing, Edwin
Dr LAU Sze-ngar, Grace
Dr LEUNG Pak-heng, George
Mr LOK Wing-huen, Winham
Dr NG Ping-sum, Sammy
Professor TO Kin-wah, Kenneth
Dr TO Kwong-yuk
Mr WONG Ka-kin, Andy
Ms TANG Suk-man, Alice (Secretary)
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(ii) Functions

The Pharmacy Internship Training Committee is set up under the
Board to:

()

(b)

assist the Board in the registration of internship training
institutions and preceptors;

assist the Board in drawing up the criteria for the approval of
the content of the preceptor’s quarterly appraisal forms and the
intern’s annual assessment forms proposed by the different
training institutions and in implementing the criteria, and to
gstablish sub-committees for these purposes where necessary;

assist the Board in drawing up the criteria for the evaluation
of the preceptor’s quarterly appraisals and the intern’s annual
assessments and in implementing the criteria, and to establish
sub-committees for these purposes where necessary;

advise the Board on matters pertaining to pharmacy internship
training;

liaise with internship training institutions and with preceptors on
matters pertaining to internship training as necessary; and

carry out such other functions connected with internship training
as may be permitted or assigned to the Committee by the Board.
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The Work of the Board and its Gommittees

BEREAZSEHITHE

=%

(1) Registration of Pharmacists

(i)

(ii)

Any person intending to practise as a pharmacist in Hong Kong must
first be registered with the Board. To be eligible for registration, an
applicant must be able to meet the qualification, examination and
training requirements specified by the Board.

Qualification
An applicant must satisfy either one of the following two criteria:

(@) holds a pharmacy degree awarded by a recognized university in
Hong Kong; or

(b) non-local applicant must have completed his/her tertiary
education of not less than three full-time academic years or
equivalent in pharmacy, and be registered or be professionally
qualified to be registered as a pharmacist normally in the country
in which he/she has completed his/her studies in pharmacy.

Examination

An applicant who possesses the qualification in (i)(b) above must
also pass the Board's registration examinations in three subjects,
namely Pharmacy Legislation in Hong Kong, Pharmacy Practice and
Pharmacology.

The Examination Committee conducted two registration examinations
in June and December 2019. A total of 70 applicants cumulatively
passed all the three subjects in 2019.

The results of these two registration examinations are shown in
Table 1. Figures for 2015 to 2019 are also included for comparison
PUrPOSe.

(iii) Training

Applicants holding a pharmacy degree awarded by a recognized
university in Hong Kong are required to undergo Board-approved
training for one year before they can be registered as pharmacists.
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Applicants holding a recognized pharmacy degree awarded
elsewhere should have had an aggregate of relevant pre-
registration training and post-registration experience of not
less than one year. An applicant with less than one year’s
training and experience may be permitted to take the registration
examinations but, upon passing all parts thereof, will be required
to undergo an appropriate period of make-up training specified
by the Board.

(iv) Registration

(v)

Upon registration, the Secretary of the Board will issue to a
registered pharmacist a certificate of registration.

The Secretary is also responsible for keeping a register of
pharmacists in which particulars of all pharmacists registered in
Hong Kong are entered. The register is open for inspection by
the general public. A copy of the register is also published in
the Gazette once every 12 months.

Practising Certificates

All practising pharmacists must obtain a practising certificate
annually in accordance with section 10A of the Pharmacy and
Poisons Ordinance. A total of 3 001 registered pharmacists
were issued with practising certificates for 2019. Statistical data
regarding registration of pharmacists and breakdown of fresh
registration, removal from the register, and re-registration of
pharmacists for 2015 to 2019 are shown in Tables 2 and 3.

(vi) Discipline of Pharmacists

Inquiries into the conduct of registered pharmacists are made
by Disciplinary Committees appointed under section 15 of the
Pharmacy and Poisons Ordinance. A registered pharmacist
found guilty of misconduct will be subject to disciplinary
sanctions, ranging from censure, written warning, to removal
from the register of pharmacists for a specified period of time.
A more detailed account of the set-up and work of Disciplinary
Committees is given in pages 24 to 26 of this report.

Statistical data regarding disciplinary actions taken by the Board
in respect of registered pharmacists in 2015 to 2019 are shown
in Tables 4, 5 and 6.
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(2) Licensing and Regulatory Control of Retail

Traders (Including Authorized Sellers of
Poisons and Listed Sellers of Poisons)

(i) Authorized Sellers of Poisons: Licensing

An authorized seller of poisons (“ASP”), commonly known as
“pharmacy” or “dispensary”, is a business authorized to sell poisons
included in Part 1 of the Poisons List, by or under the supervision of
a registered pharmacist. Any person wishing to operate as an ASP
shall apply to the Board for registration of the premises where the
retail sale of poisons is to be conducted. Besides, ASPs are also
authorized to conduct retail sale of poisons included in Part 2 of the
Poisons List at registered premises. If the Board is satisfied that
the requirements stipulated in section 13(4) of the Pharmacy and
Poisons Ordinance are complied with, the application will be granted,
subject to the payment of the prescribed fee.

The name, the certificate of registration and a notice setting out the
attending hours of the duty pharmacist are required to be displayed
in a conspicuous location in the premises of an ASP. The ASP may
also display a logo prescribed under section 13A of the Pharmacy
and Poisons Ordinance.

ASPs must apply for renewal of registration annually. All records
of an ASP will be taken into account when the Board assesses its
application for renewal of registration of premises each year. If the
ASP is not considered a fit and proper person to continue the retail
business of poisons, the application will be rejected.

There were 649 ASPs registered in Hong Kong as at the end of 2019.
Statistical data regarding the total number of ASPs, applications for
registration and renewal of registration of premises of ASPs in 2015
to 2019 are shown in Tables 7 and 8.
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(ii) Authorized Sellers of Poisons: Discipline

The premises registered with the Board are subject to inspection by
pharmacist inspectors of the Department of Health. Test purchases
to check illegal activities involving controlled drugs or unregistered
pharmaceutical products are conducted and prosecutions are
instituted against offenders.

Any act of alleged misconduct will be subject to inquiry by
Disciplinary Committees appointed by the Board. If found guilty
of misconduct, the ASP will be subject to disciplinary sanctions,
ranging from written warning, variation on the conditions relating to
the registration of premises to disqualification from being an ASP for
a specified period of time.

Eleven inquiries were held in 2019 and all of the ASPs concerned
were found guilty of misconduct. Six ASPs were issued with written
warning whilst five others were disqualified from being an ASP for a
period of time.

For minor infringement, if the pharmacist of the ASP concerned is
directly involved in the case, the Board may direct the proprietor /
director and duty pharmacist of the ASP to be interviewed by the
Assistant Director (Drug) of the Department of Health and the
Secretary of the Board to give them verbal cautions. On the other
hand, verbal caution may be given to the director / proprietor in the
presence of the pharmacist when the pharmacist is not involved in
the case. A total of six such interviews were held in 2019.

The number of inspections and test purchases conducted by
pharmacist inspectors against ASPs in 2015 to 2019 is shown in
Table 9.

Statistical data regarding disciplinary cases handled by the Board in
respect of ASPs in 2015 to 2019 are given in Tables 10, 11, 12
and 12A.
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(iii) Listed Sellers of Poisons: Licensing

A listed seller of poisons (“LSP"), commonly known as a medicine
company, is a person approved to conduct the retail sale of poisons
included in Part 2 of the Poisons List subject to the provision of the
Pharmacy and Poisons Ordinance. Any person wishing to operate as
a LSP should apply for his name to be entered onto the list of LSPs
kept by the Board. On behalf of the Board, the Pharmacy and Poisons
(Listed Sellers of Poisons) Committee issues licences to LSPs.

There were 4 295 LSPs as at the end of 2019. The number of
licensed LSPs in 2015 to 2019 is shown in Table 13. Statistical
data regarding applications for LSP licences in these five years are
shown in Table 14.

(iv) Listed Sellers of Poisons: Discipline

Like ASPs, LSPs are also subject to inspection by pharmacist
inspectors but unlike ASPs, no disciplinary inquiries by Disciplinary
Committees are held to inquire into the conduct of a LSP. If a LSP is
convicted of any offence under the Pharmacy and Poisons Ordinance,
the Antibiotics Ordinance, the Dangerous Drugs Ordinance, the Trade
Descriptions Ordinance, or the LSP has contravened the Code of
Practice or licensing conditions, his case will be submitted to the
Board for consideration. His name will be removed or suspended
for a period specified by the Board from the list of LSPs if the Board
considers him not a fit and proper person to continue the retail
business of Part 2 poisons. For minor infringement, the Board may
issue a written warning to the LSP concerned.

The number of inspections and test purchases conducted by
pharmacist inspectors on LSPs in 2015 to 2019 is shown in
Table 15. Statistical data regarding disciplinary cases handled by
the Board in respect of LSPs in these five years are given in Tables
16, 17 and 17A.

(i) HSEHER - FERTE

HSEHER —RWRET
~RRE (BB E RS EGD) 18
EoREKESERANE 25
TEXBHOANL - BRI HFE
HERMAL  AIREERBGS
HARHAEERBFNIIHE
HERRERN - EHXNSE (5
HELHER ) ZREEERKRER
BREEBTIHSEHER

BE_Z- 5% FEHE
4205 B D H S HEEHER - K13
INH T -—RFEFE2 -2 N5
HEEHERMAER - K147
ELA D FHBEENGTET

(iv) SIS SEHER : LBEEH

FEZHBMERRAZELEUET
ESHHERNEM - B B
BreRAEYS#SEHEERNL
EFEMBRLEWNA  EHER
BEHERBRSBIEERNLEES
BEWFENE - RUNEHIH FEEH
EEHHET TILEMCEEELE
BAZH) - (MEZRKED) (BB
LEYEB)) - (B m At BBIEHI) 2iE
RECHZESTR]) KBERIESE - B
FAEREEREREERERE - &
BREBNRESTRNI S FEEE
MUY NEEEELEE 2 XF5ET
XK BRI EEED
MRS S HEHE R E M
B EREPEMBEAERREESR
FIZBERNNER - EREHMAE
FETR - BEERAMEBNIES
HHEEBHERLS -
R15NE-_ZT—HFE_T— A
FHENMEREHSHEERD
ETKEUARAENET - T 16
1T R1AFIEERELARSF
RIBEBEINHSEEEN LR
EMFRAET -

Pharmacy and Poisons Board of Hong Kong Annual Report 2019 |

19



20

(3)Licensing and Regulatory Control of

Wholesalers and Manufacturers

(i)

(ii)

Wholesale Dealers of Pharmaceutical Products

Subject to the provisions of the Pharmacy and Poisons Regulations,
any person wishing to deal in wholesale and/or import / export
of poisons and/or pharmaceutical products should apply to the
Pharmacy and Poisons (Wholesale Licences) Committee for an
annual wholesale dealer licence.

A licensed wholesale dealer must keep a record of all transactions
involving poisons included in Part 1 of the Poisons List or any
pharmaceutical product. Sales of poisons are restricted to authorized
persons only.

There were 770 holders of wholesale dealer licence as at the end of
2019. Statistical data for 2015 to 2019 are shown in Table 18.

Manufacturers of Pharmaceutical Products

Any person wishing to manufacture any pharmaceutical product
should apply to the Pharmacy and Poisons (Manufacturers Licensing)
Committee for a licence annually.

Manufacturers are subject to the provisions of the Pharmacy and
Poisons Regulations. They are required to label the container
of each pharmaceutical product with the appropriate particulars,
such as the active constituents or ingredients of the product, the
quantitative particulars of these constituents or ingredients, and
the name and address of the manufacturer. They are also required
to take adequate steps to ensure that all personnel involved in
the manufacturing or packing of pharmaceutical products do not
contaminate or infect the products.

It is the duty of every manufacturer to test each batch of raw material
intended to be used in the manufacture of pharmaceutical products to
ensure identity and purity, and to test its finished form to ensure identity
and potency. A system of control that will enable the rapid and complete
recall of any product from sale to the public should be put in place.

A manufacturer should also ensure that the premises and the fittings
and machinery in such premises meet an appropriate standard in
respect of temperature, humidity, cleanliness and hygiene, and that a
set of records regarding the manufacture of pharmaceutical products
is properly kept.
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The manufacture of pharmaceutical products must be supervised by
a registered pharmacist or persons with such other qualifications as
approved by the Board. A manufacturer must also ensure that at least
one authorized person is employed to be responsible for ensuring
and certifying that the pharmaceutical products are manufactured in
accordance with the Pharmaceutical Inspection Co-operation Scheme
Good Manufacturing Practice (“PIC/S GMP”) Guide and registration
requirements.

There were 70 holders of a manufacturer’s licence as at the end of
2019, and all of them were required to comply with the GMP Guide
with effect from 1 October 2015. Among these 70 holders, 47 holders
of them were only authorized to conduct secondary packaging of
pharmaceutical products. Statistical data for 2015 to 2019 are given
in Table 19.
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(4) Registration and Classification of
Pharmaceutical Products
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(i) Registration of Pharmaceutical Products L . .
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In accordance with regulation 36 of the Pharmacy and Poisons
Regulations, any person wishing to sell, offer for sale, distribute or
possess any pharmaceutical product or substance, shall register the
product or substance with the Pharmacy and Poisons (Registration
of Pharmaceutical Products and Substances: Certification of Clinical
Trial/Medicinal Test) Committee.

In considering an application for registration of a pharmaceutical
product, the Committee will take into account the safety, efficacy
and quality of the subject product. In dealing with an application
manufactured outside Hong Kong, the Committee may require the
applicant to take any or all of the following actions:

(@) produce an undertaking to permit the Committee to inspect the
manufacturing premises;

(b) produce a declaration that the subject product is manufactured
in accordance with the requirements imposed by or under the
law of the country concerned; and

(c) pay a fee as representing the expenditure incurred by or on
behalf of the Committee in carrying out an inspection at the
manufacturing premises.
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(ii)

A registration certificate will be issued on registration, and will be
subject to any conditions the Committee thinks fit to impose. The
applicant will also be advised of the classification of the product.

There were 16 186 registered pharmaceutical products in Hong Kong as
at the end of 2019. The number of registered pharmaceutical products
as at the end of the years 2015 to 2019 is shown in Tahle 20.

Classification of Pharmaceutical Products

On the advice of the Poisons Committee, the Board determines
and reviews the classification and distribution of pharmaceutical
products in the Poisons List and regulates their control by posing
further restrictions on their sales through the provision of Schedules
1and 3 of the Pharmacy and Poisons Regulations. The classification
of pharmaceutical products in Schedule 10, i.e. Poisons List, and
restrictions on sales under the two schedules are:

Classification

(a) Part 1 Poisons:
Poisons included in
Part 1 of Schedule 10, i.e.
Poisons List

Restriction(s) on sale

They can be sold only by
authorized sellers of poisons
under the supervision of registered
pharmacists. They should also be
stored in retail premises in a locked
receptacle in a part of the premises to
which customers do not have access.

They can be sold only by
authorized sellers of poisons
under the supervision of registered
pharmacists and after entry in the
poisons book stating the particulars
of the sale.

Schedule 1 Poisons:
Poisons included in
Part 1 of Schedule 10, i.e.
Poisons List, and Schedule
1 to the Pharmacy and
Poisons Regulations

(c) Schedule 3 Poisons: They can be sold only by authorized
Poisons included in sellers of poisons under the
Part 1 of Schedule 10, i.e. supervision of registered pharmacists
Poisons List, and Schedule with the authority of a prescription
3 to the Pharmacy and from a registered medical practitioner,
Poisons Regulations registered dentist or registered

veterinary surgeon.

(d) Part 2 Poisons: They can be sold by listed sellers

Poisons included in
Part 2 of Schedule 10, i.e.
Poisons List

of poisons and authorized sellers
of poisons without the supervision
of registered pharmacists.
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Regulatory provisions in other related areas are contained in  ( ZEZ| 2 & Z 238 5]) Mk 2 - 3% 4
Schedules 2 and 4 to 7 to the Pharmacy and Poisons Regulations: ETHEHYNETHMEMTEAORE

Schedule 2 providing for certain articles to be exempted from  pE 2 B BT F(HEBE RS

some of the provisions of the Pharmacy and WE ()Y R (R X K B Lk
Poisons Ordinance and the Pharmacy and Poisons ) — & HER LR
Regulations ik ) &,
hedule 4 ' i N .

Schedule settmg'out the Istaterpent of' particulars as to x4 FHEELERTEES
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Schedule 5 rescribing the labelling requirements for certain . .
i o H%S HAHELEENBABR

Schedule 6 listing out certain poisons which are exempted i 6 FIHI7ER it=b &R T fﬁ & 2%
from labelling provisions when sold or supplied ﬁi\f\lﬁﬂ AN ERENX
in certain circumstances L5%

Schedule 7 listing out certain poisons which are requiredto PR 7 ZIH AE & A% B0 L
be specially labelled for transport EE s R

Classification and distribution in Schedule 10, i.e. Poisons List, & B BF @I (E L % K 5 & 48
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Membership and Functions of the

Disciplinary Committee
(ERZE=EI R E R

(1) Membership

A Disciplinary Committee consists of the following persons:

(a) a Chairman, who is the medical officer in the Department of Health
appointed by the Chief Executive under section 3(2)(e) of the
Pharmacy and Poisons Ordinance as a member of the Board;

(b) two registered pharmacists (not being public officers) nominated by
the Pharmaceutical Society of Hong Kong; and

(c) alegal adviser appointed by the Chief Executive.

As at 31 December 2019, the Chairman of the Disciplinary Committee was
Dr CHIU Pui-yin, Amy, JP, Controller, Regulatory Affairs of the Department
of Health. Registered pharmacists who had served as members in 2019
included:

Mr CHAN Yat-ming

Ms CHAN Yin-yin, vy

Mr CHEN Wen-ben, Benny

Ms CHEUNG Oi-ling

Ms CHEW Leng-leng

Mr LEE Pak-hei

Mr LEE Siu-to

Mr LEUNG Kwong-hei, Kenneth
Ms MOK Lai-fong

Mr NG Wing-yan

Mr NG Yu-chau, Patrick

Mr SUNG Ming-tat, Dick

Ms TAM Hi

Ms TSANG Sheung-chee, Sandra
Mr WONG Chi-ming

Mr WONG Kwong-cheung, Aaron
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(2) Functions

In accordance with section 15 of the Pharmacy and Poisons Ordinance,
a Disciplinary Committee is appointed by the Board for the purpose of
disciplinary inquiry if:

(a)

(e)

a complaint is received by the Board regarding the conduct of a
registered pharmacist or an employee of a registered pharmacist, or it
appears to the Board that a registered pharmacist has contravened a
code of conduct applicable to the registered pharmacist;

a complaint is received by the Board regarding the conduct of
an authorized seller of poisons (“ASP”) or an employee, officer
or partner of an ASP, or it appears to the Board that an ASP has
contravened a code of practice applicable to the ASP;

any of the persons mentioned in (a) or (b) above, is convicted of an
offence under:

(i) the Pharmacy and Poisons Ordinance, the Dangerous Drugs
Ordinance, the Antibiotics Ordinance, the Undesirable Medical
Advertisements Ordinance; or

(i) section 52, 54 or 61 of the Public Health and Municipal Services
Ordinance or section 7, 7A or 9 of the Trade Descriptions
Ordinance;

it appears to the Board that a condition imposed under section 13 of

the Pharmacy and Poisons Ordinance in respect of the registration of

any premises of an ASP has been contravened; or

it otherwise appears necessary or desirable to the Board to inquire
into the conduct of any of the persons mentioned in (a) or (b) above.

In respect of a registered pharmacist or an employee of a registered
pharmacist, the Disciplinary Committee may, at the conclusion of an inquiry:

censure the registered pharmacist;
issue a warning letter to the registered pharmacist; or

remove his name from the register of pharmacists and not to re-enter
it thereon for such period as the Disciplinary Committee directs.

(2) ek e
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As for an ASP or an employee, officer or partner of an ASP, the
Disciplinary Committee may at the conclusion of an inquiry direct that:

(a) the ASP be disqualified, for such period as may be specified in the
direction, from being an ASP;

(b) any or all of the premises of that ASP be removed from the register
of premises, either until the expiry of the certificate of registration
issued to that ASP in respect of the premises, or for a shorter period
as may be specified in the direction;

(c) variations be made to the conditions relating to the registration of any
or all of the premises of that ASP; or

(d) awarning letter be served on that ASP.

At the conclusion of a disciplinary inquiry, the direction of the Disciplinary
Committee against a registered pharmacist or an ASP takes effect
immediately if the Disciplinary Committee considers it in the public
interest to bring the direction into immediate effect. In other cases, the
direction takes effect on the date specified by the Disciplinary Committee
if no appeal has been lodged before the expiry of the period for lodging an
appeal. If an appeal has been lodged, the direction takes effect on the date
on which the appeal is finally determined.

The Disciplinary Committee may, subject to any conditions it thinks fit
to impose, suspend for a period not exceeding three years (suspension
period) the operation of a direction to remove a pharmacist's name from
the register of pharmacists, disqualify a person from being an ASP, or
remove any or all of the premises of an ASP from the register of premises
so that the direction takes effect only if a condition so imposed is
contravened during the suspension period.

The Disciplinary Committee may, subject to any appeal, cause its decision
in any inquiry to be published in the Gazette, with or without an account
of the proceedings. An appeal against any direction of the Disciplinary
Committee shall be made, within 28 days after receipt of notice of
direction, to the Court of First Instance.

Statistical figures on the results of disciplinary inquiries into the conduct
of registered pharmacists and ASPs are given in Tabhles 5 and 11
respectively. There was no appeal to the Court of First Instance in 2019.
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Membership and Functions of the
Pharmacy and Poisons Appeal Tribunal

BEFIE R S LSRR S R EERE

(1) Membership

The Tribunal consists of the following members who are appointed by the
Chief Executive in accordance with section 30(2) of the Pharmacy and
Poisons Ordinance:

(a
(b
(c
(
(

) alegally qualified person who shall be the chairman of the Tribunal;
) aregistered medical practitioner;

) aregistered pharmacist;

d)

e)

a person qualified in pharmacology;

a person nominated by the Director of Health from a panel consisting
of persons nominated by pharmacists’ associations;

(f) aperson nominated by the Director of Health from a panel consisting
of persons nominated by pharmaceutical industry associations; and

(g) a person nominated by the Director of Health from a panel consisting
of persons nominated by the retail pharmaceutical trade associations.

The membership of the Tribunal as at 31 December 2019 was as follows:

Name Membership
Mr WONG Kai-ming, Stewart, S.C. Chairman

Dr TSANG Ho-fai, Thomas Member

Dr LAM Ka-wing, Jenny Member
Professor CHAN Yan-keung, Thomas, BBS, JP Member

Miss CHU Man-wa Panel Member
Miss LEUNG Sik-yin, McShirley Panel Member
Miss TANG Choi-hung Panel Member
Mr CHAN Cho-sun Panel Member
Mr WONG Kwok-kai Panel Member
Mr WOO Pui-hong, Christopher Panel Member
Mr CHENG Kin-tung, Johnny Panel Member
Mr PANG Hok-ming Panel Member
Mr YEUNG Chi-fat Panel Member
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(2) Functions

The Pharmacy and Poisons Appeal Tribunal, established under
section 30 of the Pharmacy and Poisons Ordinance, hears and determines
the following matters:

(a) any appeal against a decision of the Board in respect of application
for registration of premises or application for renewal of registration
of premises of an authorized seller of poisons;

(b) any appeal against a direction of the Board in respect of suspension
or removal of the name of a listed seller of poisons (“LSP”) from the
list of LSPs; and

(c) any appeal against a decision of a committee of the Board, excluding
the Disciplinary Committee.

No appeal was heard from 2015 to 2019.
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Table 3= 1

Results of the Registration Examinations

st E a4
Pharmacy Legislation in Hong Kong Pharmacy Practice Pharmacology
Year FHEEEG BRI EhZE BEER
£ | No.sat No.passed passing% No.sat No.passed passing% No.sat No. passed passing %
Z2mAY SBAE SEE ZDAE SEAE SBE Z2NAH ABAE SigE
2015 216 87 40.3 199 57 28.6 174 38 218
2016 159 68 428 194 46 23.7 181 44 24.3
2017 147 7 48.3 206 67 325 219 55 251
2018 143 78 545 203 52 25.6 205 92 449
2019 135 77 57.0 250 82 32.8 192 " 37.0
Number of candidates sitting each examination subject
BREANEEAR
No. of candidates No. of candidates No. of candidates
ELIN ELIN 2019 ELIN
250 250 250
2015 2017
i 12015 5546 2017 2018 i 2018
200 200 200 o015 2016 2019
2016
150 20172018 541 150 150 -
100 100 100 -
50 50 50
Year Year Year
F15 F 15 0 F15H

0
Pharmacy Legislation in Hong Kong
BB EEREG

Pharmacy Practice

Pharmacology
LEIP 22

Passing percentage in each examination subject

Passing %
atgE
100 [

50

2015 2016 2017 2018 2019
Pharmacy Legislation in Hong Kong
BSEERED

Year
F19

BRI
BREEHEHEE
Passing %
B
100
50

— "

2015 2016 2017 2018 2019
Pharmacy Practice
BET| S ZE

Year
F1

Passing %
AR
100 [0

50

e/

2015 2016 2017 2018 2019
Pharmacology
LEIP B

Year
F19
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Statistical Tables and Charts
St BT

Table 3% 2

Number of Registered Pharmacists in Hong Kong

e PR TN S
Year {3 2015 2016 2017 2018 2019
Number of registered pharmacists
as atend of year 2504 2 659 2753 2 890 3001
B Z AR ST 25 DA 8K

Number of registered pharmacists as at end of year

B EFRaosT MEEE|am A 5
3000
2500
2000
1500
1000
500
O T T T T 1
2015 2016 2017 2018 2019
Year 1
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Table % 3

Breakdown of Fresh Registration, Removal from the Register and
Re-registration of Pharmacists

et - MIBREEM R EHERG S IEBF

Year 15 2015 2016 2017 2018 2019
Fresh registration (Non-local graduates)
ara . 75 67 36 78 55
(AR ERE)
Fresh registration (Local graduates)
ra . 51 98 79 80 75
el (AR )
Removal from the register*
. 14 12 25 22 21

B s 1A
Re-registration

AN 2 2 4 1 2
EboiEEaiii
Net increase 114 155 9 137 11
FIER

* excluding orders by the Disciplinary Committee
TEFELEEEZEGNES
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Statistical Tables and Gharts

HatER

Disciplinary Actions against Registered Pharmacists
Taken by the Pharmacy and Poisons Board

R X R BEEE B M ER MR ETT

Number of cases

Disciplinary actions taken EER =]
SRR @1TE)
2015 2016 2017 2018 2019
Formal disciplinary actions
(i.e. Inquiry by Disciplinary Committee) ’ : 0 0 :
FR42ETH
(AR EZEQETLERT)
Table & 5
Results of Disciplinary Inquiries into Registered Pharmacists
e MR ENE T RN SR
Number of cases
Findings of the Disciplinary Committee E=&H
LBRTEFERR
2015 2016 2017 2018 2019
Charge dismissed
L 0 0

SRR ST . 1 0
Guilty of the charge

C 1 0 0 1
SRR 0
Directions of the Disciplinary Committee
LBRESEWETR
Censure 0 0 0 0 1
FER=E
Removed from the register for a period of time ’ 0 0 0 0
% M BR B —ER B [
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Table %6

Disciplinary Cases regarding Registered Pharmacists
Handled by the Pharmacy and Poisons Board
EEXRSEERSEERMEMER M ACRER

Number of counts
Nature of offences™ REL
fEs=4E
2015 2016 2017 2018 2019
(1) Supplying Part 1 poison(s) from unlicensed premises : 0 0 0 0
MR BRI BRFTHES 1 5%
(2) Failing to keep proper record of Part 1 poison(s) ’ 0 0 0 0
RBEFE 1 NEENEE
(3) Possession of substance to which the Antibiotics
Ordinance applies 1 0 0 0 0
BR (AEREKD)D) #ERNME
(4) Possession for sale or for any purpose of trade
or manufacture goods to which a forged trade
description was applied 1 0 0 0 0
ERREAEREmAANEmEEZENE
AR RS SE
(5) Professional misconduct
e o 1
LY 0 0 0 0
(6) Selling Schedule 3 poison(s) without the authority of
a prescription 0 0 0 0 1
ERBRFEENERL T HEN K 3 Z5
(7) Failing to keep proper record of antibiotics 0 0 0 0 ’
REEFMAERNEE L

* Some cases involve multiple nature of offences
CEPES 4 P
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Statistical Tables and Charts

et EER

Table 3R 7

Number of Authorized Sellers of Poisons in Hong Kong
FENERESENERNE

Year {3 2015 2016 2017 2018 2019

Number of authorized sellers of
poisons as at end of year
HEFRHNERESZ
HEREE

607 604 614 641 649

Number of authorized sellers of poisons as at end of year

BEFXMNERESEHEERYNE
700
600
500
400
300
200
100
0
2015 2016 2017 2018 2019
Year 15
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Table 3 8

Applications for Registration of Premises of Authorized Sellers of Poisons
RS EHER RS

Year £ % 2015 2016 2017 2018 2019
Number of applications for registration
of premises approved 34 29 37 50 51
BN E PR AR & E
Number of applications for registration
of premises rejected 0 0 0 0 0
EREFEMBAFENEE
Number of applications for renewal of
registration of premises rejected 1 0 1 0 0
EREAaEMeERREHE
Table & 9
Regulatory Control of Authorized Sellers of Poisons
ERESEHEFHRE
Year £ % 2015 2016 2017 2018 2019
Number of inspections conducted
BB 1214 1209 1220 1212 1305
Number of test purchases conducted 14136 5055 4309 4194 2101

ABHAE
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Statistical Tables and Gharts

HatER

Disciplinary Actions against Authorized Sellers of Poisons

Taken by the Pharmacy and Poisons Board

ERZERSEERRNERESEHERRNILRITE

Disciplinary actions taken

Number of cases

= ey EES 4]
RBBEET 2015 2016 2017 2018 2019
Formal disciplinary actions
(i.e. Inquiry by Disciplinary Committee) 13 12 9 11 11
FRLETH (ABRLEZESETLEEMR)
Informal disciplinary actions
(i.e. Verbal caution by representatives of the Board) 18 18 8 5 6
JEERARTH (ABEEERRRETOEES)
The authorized seller of poisons ceased operation before
action taken by the Board 1 1 0 1 1
ZIHER T EE R EITERI B A4S
Total 282 32 31 17 17 18
Table 3 11
Results of Disciplinary Inquiries into Authorized Sellers of Poisons
HERESEHEMETLRWNNER
Findings of the Number of cases
Disciplinary Committee Es=eE
LIEFEEPIRR 2015 2016 2017 2018 2019
Charge dismissed #§#% A2 0 0 0 0 0
Guilty of the charge $81Z= K 37 13 12 9 11 11
Directions of the Disciplinary Committee
wiREEEMET
Issue of written warning 3% H 2 EE & 4 4 0 3 6
Disqualified from being an authorized seller
of poisons for a period of time 9 8 9 7 5
BUHHE & 18 —ER A

* The decision of the Disciplinary Committee against one authorized seller of poisons was reversed by the Court of First Instance.

RINAEHR T L ELR B —REEESHEHEROEIR
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Statistical Tabhles and Charts

SEIES

Table 5% 12

Disciplinary Inquiries into Authorized Sellers of Poisons
Handled by the Pharmacy and Poisons Board

ERERSEERREERMAERESEHERNLRTAER

Nature of offences*

E=E

Number of counts (percentage)

RE (BEBEL)

2015 2016 2017 2018 2019

5 2 ARH BE

(1) Sale of Part 1/Part 2 poison(s) without label/proper label
HEREGRR/REXEFENE 1K

4 0 0 1 0
(10%) (0%) 0%) | (417%) @ (0%)

registered pharmacist / proper supervision

EE 1 A5E

(2) Sale of Part 1 poison(s) without the supervision of a

5 4 6 4 5

R AT MEREE /B8 EENBRTHE | (125%) | (129%) | (20.69%) | (16.66%) | (10%)

(3) Sale of Schedule 3 poison(s) without the authority of

for that purpose

RARMRE 1 S EIFREFIN RN

L 9 5 7 3 12

a prescription

giﬁﬁﬁ%ﬁ I — (225%) | (16.13%) | (24.13%) | (125%) | (24%)
(4) Sale of antibiotics without the authority of a prescription 0 0 2 0 5

ERBRARENBA T HENER (0%) (0%) (6.9%) (0%) (10%)
(5) Possession of poison(s) included in Part 1 of the

Poisons List 1 3 0 1 0

TEEFERE | FSIENEE (2.5%) | (368%) | (0%) | (417%) | (0%)
(6) Possession of unregistered pharmaceutical product(s) 4 0 3 3 6

BB AL S 8 (10%) | (0%) | (10.34%) | (125%) | (12%)
(7) Failing to store Schedule 1 poison(s) in a receptacle solely ’ 0 0 0 0

(2.5%) (0%) (0%) (0%) (0%)

was applied

EEEEALENSGD

(8) Possession for sale or for any purpose of trade or
manufacture goods to which a false trade description

REENEMEEIREREME B RAER

(5%) | (968%) | (0%) | (417%) = (0%)

was applied

AR Em

(9) Possession for sale or for any purpose of trade or
manufacture goods to which a forged trade mark

REBSEMNHEREEREMEGRARE

(%) | (3.23%) | (6.9%) | (12.5%) @ (4%)

applies
EE (MAEXKD) EANYE

(10) Selling substance(s) to which the Antibiotics Ordinance

0 4 0 0 0
0%) | (129%) @ (0%) (0%) (0%)

o
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Statistical Tables and Gharts

HatER

Table 3 12 (Con't) &

Number of counts (percentage)

Nature of offences* RE(BEEE)
EES =1
2015 2016 2017 2018 2019
(11) Failing to store poison(s) properly 9 2 2 4 3
RBEE T TS5 (22.5%) | (6.45%) | (6.9%) |(16.66%) (6%)
(12) lllegal sale of unregistered pharmaceutical product(s) 2 0 0 1 2
FEEIHE RS SEH R M (5%) (0%) 0%) | (417%) | (4%)
(13) Supplying/Offering to supply false trade description goods 0 3 0 0 0
HeE/ ZHHEERERFANER (0%) | (9.68%) | (0%) (0%) (0%)

(14) Failing to seek prior approval from the Pharmacy and
Poisons Board for change in the ownership/directorship
or person-in-charge of the authorized seller of poisons
ERESEHENASIERENELSEE
ERMHE BFERTHAA/EZTHAEEA

1 0 0 0 1
(2.5%) (0%) (0%) (0%) (2%)

(15) Selling goods to which a forged trade mark was applied 0 6 3 2 12
HERBBEFZENER (0%) 1 (19.35%) | (10.34%) | (8.33%) | (24%)

(16) Failing to ensure that all the keys of the lockable
receptacle in the dispensing area were kept by the
registered pharmacist
NBEHER B 22 %= 7] - SH A% e A P S 2L ) A 11
BET RN IR E

0 0 1 0 0
(0%) 0%) | (3.45%) @ (0%) (0%)

(17) Failing to provide written order(s) in relation to purchasing
of controlled medicines

RIS B B TR RS S E Y B E %) | (0%) | (345%) | (%) | (0%)

(18) Failing to provide sales invoice(s) for controlled medicines 0 0 1 0 0
KRBT BEAX EH EYNHEHEER (0%) (0%) | (3.45%) | (0%) (0%)

(19) Failing to keep proper record of psychotropic substances
in psychotropic substances book 0 0 1 0 0
N EY G EMARTRESED BN | (0%) 0%) | (3.45%) | (0%) (0%)
HERH

(20) Trafficking in dangerous drug 0 0 0 1 0
BCEEREEY (0%) (0%) (0%) | (417%) | (0%)

(21) Failing to maintain proper record of antibiotics 0 0 0 0 2
BREBGFEENMAEZRLE (0%) (0%) (0%) (0%) (4%)

* Some cases involve multiple nature of offences
B =P R ZEFETT
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Table 3% 12A

Disciplinary Inquiries into Authorized Sellers of Poisons in 2019
2019 FHFABRESEHE/NLRTNER

4%
Failing to maintain proper record
of antibiotics

CR A B R
B 10%

24%

Selling goods to which a
forged trade mark was applied

e pE R ERIEN S R Sale of Part 1 poison(s) without

the supervision of a registered
pharmacist/proper supervision
R B MR es &/
BEEENBERATHE
F1HpEE

-

I Failing to seek prior approval
from the Pharmacy and
Poisons Board for change in
the ownership/directorship
or person-in-charge of the
authorized seller of poisons
ERESEHERAS
FRSEBERSEE
BR&E - B TH
BANEEFHABTA

14%

lllegal sale of unregistered

pharmaceutical product(s)

FIEEIHE R
SET Y

1 8%

Failing to store poison(s)

properly
RBEEIT TS

24%

Sale of Schedule 3 poison(s)
without the authority of a
prescription
R B R 7 KENER
THEMRIFLHE

10%
Sale of antibiotics without the
authority of a prescription

12%

0 . . TERARFERHNERT
4% Possession of unregistered o

_ . HEMER

Possession for sale or for any pharmaceutical prgggct( )EI

purpose of trade or manufacture BB RE MR R

goods to which a forged trade

mark was applied
REENEAEEIEER S
& A R R ERIENE M
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Statistical Tables and Charts

et EER

Number of Listed Sellers of Poisons in Hong Kong
FENIHEEHEHHE

Year &3 2015 2016 2017 2018 2019

Number of listed sellers of poisons as at end of year
HEFERNIIESSEHEERMHAE

Number of listed sellers of poisons as at end of year

4012 3937 3937 3937 4295

BEFLNIHSEHEERNE
4500
4000 -
3500 -
3000 -
2500
2000 -
1500
1000
0500 r
0000
2015 2016 2017 2018 2019
Year F1p

Table 5% 14

Applications for Licensing as Listed Sellers of Poisons
SERRYE e ) i

Year 15 2015 2016 2017 2018 2019
Number of applications approved
N N 277 231 258 264 624
BENERREEE
Number of applications rejected ) ) 0 0 :

iR R E R
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Table 3 15

Regulatory Control of Listed Sellers of Poisons

I SEAEHAE
Year {3 2015 2016 2017 2018 2019
%2’;2 Inspections condcted 7977 7 956 7874 7814 8323
;Er;ib;;(gtest purchases conducted 3008 4001 399 3350 3353

Disciplinary Actions against Listed Sellers of Poisons
Taken by the Pharmacy and Poisons Board
REXRSEEESHIESEHEM KWL ET

Number of cases

Disciplinary actions taken EE =
R 4O IRTTED

2015 2016 2017 2018 2019
Removal from the list of listed sellers
of poisons 4 4 0 0 1
WIS EEEERMBERE
Issue of written warning 6 3 A ” 5
BHERZLS
Suspension of name from the list of listed
sellers of poisons for a specified period of time 0 3 9 A 6
TR mEBIN S EEHERBRENR
B & 8 — ER B[]
The listed seller of poisons ceased operation
before action taken by the Board : 0 0 0 0
ZIHEREEE BRI EITENRT
[mECEe
Total 4828 11 10 13 6 12
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Statistical Tables and Gharts

HatER

Table 5% 17

Disciplinary Cases regarding Listed Sellers of Poisons
Handled by the Pharmacy and Poisons Board
ERENRSEEERRERMISSEHEMMACERER

Number of counts (percentage)

REFENTEEXBEREM
EREAERERHANE R

?@a;rreg t;i offences * RE (EHREL)
2015 2016 2017 2018 2019
(1) Sale of Part 1 poison(s) without the
supervision of a registered pharmacist/ ] A : : 9
roper supervision
%}%7@_ Ep Ao (5.26%) | (1081%) | (345%) | (833%) | (7.14%)
ERBER T IHESE 1 PEEE
(2) Sale of Schedule 3 poison(s) without the
authority of a prescription 0 3 1 0 2
ERBEARENBATHE (0%) (8.11%) (3.45%) (0%) (7.14%)
o3k 3 H42
(3) Possession of Part 1 poison(s) 4 6 8 4 3
EEFE1ETH (21.05%) | (16.22%) | (27.58%) | (33.34%) | (10.72%)
(4) Possession of unregistered pharmaceutical 0 ’ A A 6
roduct(s
%ﬁﬁéﬁ%%}ﬂﬂ@@]%ﬁq (0%) (2.7%) (13.79%) | (33.34%) | (21.43%)
(5) Possession of substance(s) to which the 0 ’ 5 ’ 9
Antibiotics Ordinance applies
B8 <<%ﬁ$%ﬂ%1§u>§p;@ e (0%) (2.7%) (10.34%) | (8.33%) (7.14%)
(6) Possession for sale or for any purpose
of trade or manufacture goods to which a 3 8 ’ 0 )
forged trade mark was applied
ﬁ,%ég S igz‘)@% mar | (1579%) | (2163%) | (345%) | (%) | (7.14%)
ERERRENENER
(7) Possession for sale or for any purpose
of trade or manufacture goods to which a ) 0 ’ 0 0
false trade description was applied (10.53%) (0%) (3.45%) (0%) (0%)

42 | EHEBLRSELEERD 2019 £8§




Table 3 17(Con't) &

Number of counts (percentage)

Nature of offences * RE(ERLEL)
ExEHE
2015 2016 2017 2018 2019
(8) i?(!z lj);tt(JSn)reglstered pharmaceutical ) 0 : 0 )
e 5 ok B (10.53%) (0%) (3.45%) (0%) (7.14%)
(9) Selling goods to which a forged trade
mark was applied 1 ! 1 0 4

. X oo 5.26% 18.92% 3.45% 0% 14.3%

& B A TR E & (026%) | (18.92%) | (345%) | (%) | (14.3%)
(10) Applying a false trade description on
gzgﬁ]se |Sr; the course of any trade or 3 ’ : 0 ’
J N X R 15.79% 2.7% 3.45% 0% 357%
remsRgemEERgEg | o0 | @) BA%) L (0%) 1 (357%)
ot P E AR E M
(11) Unlawful sale of Part 2 poison(s) 3 4 4 0 2

IEEIHES 2 L% (15.79%) (10.81%) (13.79%) (0%) (7.14%)
(12) Illegal use of restricted title 0 1 0 0 1

IEEFRAE (0%) (2.7%) (0%) (0%) (3.57%)
(13) Illegal use of restricted logo 0 1 1 0 1

IEERTZE (0%) (2.7%) (3.45%) (0%) (3.57%)
(14) Sale of Part 1 poison(s) 0 0 1 0 0

HESE 1 HME B (0%) (0%) (3.45%) (0%) (0%)
(15) Sale of Schedule 1 Chinese herbal

medicine without prescription 0 0 1 0 0

N - \ et 0o 0o 4 00 0o 00

SR R IR T R I 1 o st (0%) %) 345%) 1 (0% (0%)
(16) Failing to store poison(s) properly 0 0 0 1 0

RS AT F S (0%) (0%) (0%) (8.33%) (0%)
(17) Engaging in relation to a consumer in a

g(r)nni]sr;]ieorrc]nal practice that is a misleading 0 0 0 ’ 0

(0%) (0%) (0%) (8.33%) (0%)

SR BEEFLBREMERNE
SOV

* Some cases involve multiple nature of offences
B EZR S Rk Z E5R 1T
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Statistic s and Ch

it

Table ?E 17A

Disciplinary Cases regarding Listed Sellers of Poisons in 2019
2019 FHEFAHSEHEMMLRER

8.57% 7149

3 570/ :!g?r?cltlézel 850 Sale of Part 1 poison(s) without the
- 0 3k R B 4 supervision of a registered pharmacist/

llegal use of
restricted title

7.14% I#%ﬁ%%ﬁ

Unlawful sale of Part 2 poison(s)
IERIHE R HEE

proper supervision
FERB M SRR L B /8 & &
BHl5 ﬁfl'fﬁ%%ﬁﬁ%ﬁ

7.14%

Sale of Schedule 3
poison(s) without the

3.57% authority of a prgscription
Applying a false trade ERA iy RENIE
description on goods in the ST S B = 35 4%

course of any trade or business

AR E B E 0
5 R 10.72%
RNE S Possession of Part
1 poison(s)
14.3% EHEIMEL
Selling goods to which
a forged trade mark
was applied
EEERRENZR
M= g, 21.43%
Possession of
7.1 4% unregistered

Sale of unregistered pharmaceutical

pharmaceutical product(s) product(s)
EERGTMEEm %R BA AL
BRI

7.14%

Possession for sale or for any Possession of substance(s)

purpose of trade or manufacture té’ré"iﬂi;rr‘cgh:pﬁiigiOtiCS
oods to which a forged trade hd N
gmrk was applied ’ BA CHUAEREH)
e )=,
BEENAARERaE ARNYE
RiamE A ERRERE

ME M

| ERERERSEEER 2019 £



Table 3% 18

Issue of Wholesale Dealer Licences

fit ¥ AR PR A 2534

Year &5 2015 2016 2017 2018 2019

Number of holders of wholesale dealer licences
as at end of year 797 779 773 770 770
HEFHROMEEEREE ANEE

Number of wholesale dealer licences revoked/
suspended 1 1 3 1 2
B m L R RSB

Note : With effect from 6 February 2015, the wholesale dealer licence was introduced to replace the wholesale poisons licence and certificate of
registration as an importer/exporter of pharmaceutical products. Holders of valid wholesale poisons licence or certificate of registration of
importers and exporters are regarded as licensed wholesale dealers until the expiry of their licences or certificates.

FOCA2015F2 A6 RE  HEFLREHEL  URKSERBRRIGE / HOBIMERE - HEAUPSELS
BRAENHREOBEMERENAL  EERRLTMEASEIUA - KRB /TR ERD -

Table 3% 19

Issue of Manufacturer's Licences for Pharmaceutical Products

ZER| 3 o TS E R IR A 25 5%

Year {3 2015 2016 2017 2018 2019

Number of holders of manufacturer's licences
as at end of year 80 72 72 71 70
HEFHRNREREREE ANEE

Number of holders of manufacturer's licences
only authorized to conduct secondary

packaging of pharmaceutical products 57 49 48 48 47
BB FR RN E SR R m s
BEBENEEREREEARE

Number of manufacturer's licences revoked/
suspended 0 0 0 0 0
BaHs I RUER R A BB

Note : With effect from 1 October 2015, all licensed manufacturers were required to fully comply with the PIC/S GMP.
F A5 F10A1EE MERREEEL AT SRR BERESHNERNEEESEIRHREIES -
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Statistical Tables and Charts

et EER

Table 3% 20

Registration of Pharmaceutical Products

i 5 A
Year {3 2015 2016 2017 2018 2019
Number of registered pharmaceutical products
as at end of year 19 486 18 584 18120 17 323 16 186
BEFROTMERRMEE
Number of registered pharmaceutical products as at end of year
BEFREMERHNRISEE
20000
15000
10 000
5000
2015 2016 2017 2018 2019
Year F{n
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Table & 21

Amendments to Schedules 1, 3 and 10 to the Pharmacy and Poisons Regulations in 2019
2019 7 (BEE|IERSBERG) MR - 3 X 10 fEHAYIEET

New Substances Added 0 B9ET4ES
1. Abemaciclib; its salts BTE PN - HEELR
2. Baloxavir; its salts; its esters and ethers; their salts Baloxavir : ELEEXE : ELASKA R MAAE
TP EE LR
3. Brexpiprazole; its salts imUkme  HEEXE
4. Brigatinib; its salts migEE » HEE
5. Cannabidiol; its salts; when contained in NI —Fp » ELEEXR ¢
pharmaceutical products B8 EEEN? AE Bl mmAE
6. Dacomitinib; its salts Dacomitinib : H E§%8
7. FEfinaconazole; its salts SIEmme - HEER
8. Add sub-item“Epoprostenol” in the item R RIS ERN T e MarTEy”
“Prostaglandins, the following and their derivatives” | 8 B/ J0A “KAI15IE2" 518
9. Erenumab I AN B
10.  Ertugliflozin; its salts NIEARAIE - HELR
11, Gemtuzumab ozogamicin BAPKEEZHEENR
12. Add sub-item“Indigo carmine” in the item BOFBTAABMESEEIRS  WEE
“Pharmaceutical products for human parenteral ({’lE BERKD) LKTYWEREMAESE -
administration containing the following or their salts, | {EEEfREZAEA WIERSN TEH F 1A
as active ingredients, except in mixture with insulin” “Indigo carmine” 7318
13. Isavuconazole; its salts; its derivatives; their salts SOOEEM  HEERR  HOTAY) - BIMEE
14, Larotrectinib; its salts WEEE  HERE
15.  Latanoprostene bunod:; its salts ROB R GEE A EEXE
16.  Letermovir; its salts; its esters; their salts RAFEE - KB - HE58E  vfmEs
7. Lorlatinib; its salts BRI - HEESR
18.  Neratinib; its salts =NEE  HEfE
19.  Nicardipine; its salts e - HEEXR
*20.  Nifuratel; its salts FERRRER - HEESR
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HaTEFR

Table 3 21 (Con't) &

*21. Nifuroxazide; its salts REIR A - HLEESR

*22. Nitrofural; its salts Ny S L E

*23. Nitrofurantoin; its salts TRiE 2 A - HEESR

*24.  Nitroxoling; its salts REFCEEOR - HLERSR

25.  Omega-3 fatty acids; their salts; their esters; when BORHN -3 HEHTJ@ ; ,Hﬁi P HERRE ¢ BRI
contained in pharmaceutical products intended to be | ‘B & 7E#E A A & & H i = BR MAE 7Y 2475 5
used for the treatment of hypertriglyceridaemia mmAE

"26.  Pentoxifylline; its salts CiRA AT - HEEAR

*27.  Piracetam; its salts MHPRiA - HEEXR

28.  Risankizumab M HEER

29.  Semaglutide EIEI=¥N

30.  Sodium zirconium cyclosilicate

Sodium zirconium cyclosilicate

31, Sugammadex; its salts; its esters; their salts

SEENE HEME HEEHE s

Others Efth

1. ltem “Etidronic acid; its salts”, after “salts” -
Add “; when contained in pharmaceutical products”

OB - B HE &R o2&

SN
SHEERRRBANE

*2. ltemrelating to “Pharmaceutical products for human
parenteral administration” -
Repeal “Piracetam”

LES
oA ERRE
A

BT "HUESTA
BERR “nth a3

REremR R /IEE -

‘3. ltem “Pharmaceutical products for human parenteral

administration containing the following or their salts,
as active ingredients, except in mixture with insulin” -

Repeal sub-item “Pentoxifylling”

HOESTAABHNERRG  UEE (ER
BRKD) A TEReMnEs  BER
E%%%E’me%lﬁ%ﬁﬁl\ BH -

REBR "R A ETR 9

4, Chinesetext item “HE 5T AA RS
B (ERBBRKD

B’Jﬁg*ﬁ BEESZARES
Repeal "t S =r))EE Y
Substitute “THESEAEE AL

) LB REM
YIRRSN" -

ﬁm”%mﬂ ’

RSO B 5T AAEE
BEBED) AT ESefmeEsE 8
ZRPRAYIBRIN 18R -
FERR EHREEARA

KU EEEEEARS

VERIR WEE (F
ERFRES

MNE"

These amendments will come into operation on 18 October 2020.
ELEEETE 2020 10 A 18 R E M o

These amendments will come into operation on 13 December 2020.
ELEETE 2020 F 12 A 13 A E M o

EEEBXRSEERR 2019 F£8§







