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Message from the Chairman

T ERE

| am privileged to present the Annual Report 2021 of
the Pharmacy and Poisons Board (“the Board”) as the
Chairman of the Board upon my assumption of the role since
September 2021. Despite the unprecedented challenges
posed by the COVID-19 epidemic over the past year, the
Board continued to discharge its statutory responsibilities
with its unwavering commitment to the protection and
promotion of public health.

The COVID-19 epidemic implicates urgent need and
extraordinary demand for treatment against COVID-19.
To facilitate the development of drugs against COVID-19
and protect public health, the Board has been committed
to conducting timely evaluation of applications for clinical
trials of potential drugs against COVID-19. The Board has
also refined the registration framework under public health
emergency for conditional registration of pharmaceutical
products for treatment of COVID-19 that are subject to close
post-market monitoring.

On par with international drug regulatory practice, the
Pharmacy and Poisons (Amendment) Ordinance 2020 (“the
Amendment Ordinance”) introduced a clear regulatory
framework on clinical research and therapeutic use of
advanced therapy products (“‘ATPs”) which came into
operation on 1 August 2021. To facilitate pharmaceutical
traders and healthcare professionals to get familiarised with
the regulation of ATPs, the Board has promulgated various
guidelines in relation to product classification, manufacture,
drug registration, clinical trial, import and export, labelling,
record keeping, adverse drug reaction reporting, etc. for
their reference and compliance.

Besides, it is always of prime importance to ensure that
the licensed manufacturers have well qualified personnel
with up-to-date professional knowledge to exercise quality
control of pharmaceutical products. With the implementation
of the mandatory requirement for continuing professional
development (“CPD”) of registered authorized persons
(“APs”) of licensed manufacturers with effect from January
2021, all APs must provide evidence supporting their
compliance with the required minimum number of CPD hours
through various training activities for the renewal of their
registration as APs and thereafter annually.
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The Board has continued its efforts and support in tackling
the global public health concern of antimicrobial resistance
("AMR”) by implementation of various measures. Together
with the enhanced measures and support from the
pharmacy profession and the pharmacy trade, the overall
supply of antimicrobials to authorized sellers of poisons
decreased significantly from 18.4% in 2016 to 5.7% in 2021.
Besides, the Board took the initiative to strengthen the
control of antimicrobial metronidazole which was used to be
pharmacy-only medicine by re-classifying it as a prescription
drug with effect from 14 February 2021.

Concerning the imposition of appropriate sales restrictions
on pharmaceutical products, the Board has kept monitoring
and reviewing the safety of medicines in the market and
made reference to the international regulatory practice. In
this connection, the sales restrictions of pharmaceutical
products containing codergocrine mesilate, which is used
for treatment of dementia, and trospium chloride, which is
used for urinary incontinence or increased frequency of
urination, have been strengthened by re-classifying them
as prescription drugs with effect from 14 February 2021
and 11 December 2021 respectively. Besides, the sales
restrictions of pharmaceutical products containing azelaic
acid, which is used for the treatment of inflammatory
acne and rosacea, and diprophylline, which is used for
the treatment of airways obstruction, have also been
strengthened by re-classifying them as pharmacy-only
drugs with effect from 11 December 2021. Moreover, for
safe and proper use of skin antiseptic products, in addition
to the control of chlorhexidine containing skin antiseptics,
the Board has further enhanced the control of these
products containing benzalkonium salts, benzethonium salts,
cetrimide, hydrogen peroxide and iodine/povidone iodine,
which will come into effect on 11 June 2022.

Last but not least, | would like to express my heartfelt
gratitude to Dr Constance CHAN, the former Chairman of
the Board, and all Members of the Board and its committees
for their insightful advice and valuable contribution. With
the continued support from the pharmaceutical community,
| have every confidence that the Board will continue to strive
for the best for health protection and healthcare services in
Hong Kong.

Dr LAM Man-kin, Ronald, JP
Chairman
Pharmacy and Poisons Board
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Introduction

518

This annual report covers the calendar year 2021. 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 with 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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Dr LAM Man-kin, Ronald, JP (Chairman)
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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:

(@) 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) a medical officer in the Department of Health;

(e) alegal adviser;

(f) afull-time teaching staff of pharmacology of The University of
Hong Kong;

(9) 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 2021 was as
follows:

a) Dr LAM Man-kin, Ronald, JP (Chairman)
b) Dr SIN Wai-mei, Della, JP
c) Mr CHAN Ling-fung, Frank
d) Dr CHIU Pui-yin, Amy, JP
e) MrWONG Wai-hung, Geoffrey (Legal Adviser)
Professor WONG Chi-kei, lan
Professor ZUO Zhong, Joan
h) Mr SUNG Ming-tat, Dick
Ms TAM Hi
Ms TSANG Sheung-chee, Sandra
(i) Dr SO Yui-chi

—
=

o~ o~ o~ o~ o~ o~ o~ —~
v)

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, Cap. 138, Laws of Hong Kong to carry out the
following functions in accordance with the provisions of the same
Ordinance and its subsidiary legislation:

@)

(d)

©)

()

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
carrying out 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
EIERETEETMNE KL

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

(i)

Membership as at 31 December 2021
Professor WONG Chi-kei, lan (Chairman)
Mr CHAN Ling-fung, Frank

Ms CHU Kwok-pui, Jody

Mr LAM Fung-shing, Edwin

Dr LAM Tai-ning, Teddy

Dr LEE Pui-man, Jeff

Professor NG Kwok-wai, Enders

Dr SIN Wai-mei, Della, JP

Ms TANG Suk-man, Alice (Secretary)

Functions

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

(a) 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;
(f) 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
Poisons) Committee

(i) Membership as at 31 December 2021
Mr CHAN Ling-fung, Frank (Chairman)
Ms AU YEUNG Kar-wai, Terese
Ms LEUNG Chau-yung, Catherine
Mr MUI Cheuk-nang, Kenny
Mr TING Wing-fai
Mr TSE Kwok-keung
Mr YAU Fook-wing, Edward William
Mr LEE Hi-fung, Lees (Secretary)

(i) Functions

The Pharmacy and Poisons (Listed Sellers of Poisons)
Committee is established to consider and approve
applications for listed sellers of poisons under regulation
24A of the Pharmacy and Poisons Regulations.

(3) Pharmacy and Poisons (Wholesale

Licences) Committee

(i) Membership as at 31 December 2021
Mr CHAN Ling-fung, Frank (Chairman)
Mr CHAN King-che, Stephen
Ms CHAN Wai-kei, Victoria
Mr CHEUNG Yiu-kwong, Alex
Mr NG Wing-lik
Mr TSOI Chick-lai, Samson
Mr CHOW Wai-yan, Vincent (Secretary)
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(ii)

(4)

(i

(i)

Functions

The Pharmacy and Poisons (Wholesale Licences) Committee
is established to carry out the following functions in
accordance with regulation 26 of the Pharmacy and Poisons
Regulations:

(a) 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.

Pharmacy and Poisons (Manufacturers
Licensing) Committee

Membership as at 31 December 2021
Mr CHAN Ling-fung, Frank (Chairman)
Dr CHENG Chi-chung, Vincent

Dr CHEUNG Yan-ting, Kara

Dr CHOW Shing-fung, Aviva

Mr LEE Foo-wing

Professor LEE Wai-yip, Thomas
Professor LEUNG Kam-tong

Dr MAK Yin-fong

Mr TSE Kin-on, Andrew

Mr YEUNG Yee-fai, Raphael (Secretary)

Functions

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

(a) consider and approve applications for licence to
manufacture pharmaceutical products, subject to any
conditions it thinks fit to impose;

(i

(4)

(i)

(i
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(o)

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;

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

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

BREBEXRSEETIER 2021 8

Membership as at 31 December 2021
Mr CHAN Ling-fung, Frank (Chairman)
Professor CHIM Chor-sang

Dr HO Chin-ho, Kenny

Dr HO King-man

Dr LAl Kam-ming

Professor LOONG Ho-fung, Herbert

Dr NG Fook-hong

Professor TO Kin-wah, Kenneth
Mr WONG Yik-cheong, Anthony
Mr YIM Tsz-kok, Michael (Secretary)
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(i) Functions (ii)
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 (6)

() Membership as at 31 December 2021 (i)
Dr SIN Wai-mei, Della, JP (Chairman)
Mr CHAN Ling-fung, Frank
Dr SO Yui-chi
Mr SUNG Ming-tat, Dick
Ms TSANG Sheung-chee, Sandra
Professor WONG Chi-kei, lan
Ms TANG Suk-man, Alice (Secretary)
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(i) Functions (it)
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:

(a) 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 (7)
() Membership as at 31 December 2021 (i)

Professor ZUO Zhong, Joan (Chairman)
Mr CHAN Ling-fung, Frank

Mr CHENG Kit-man, MH

Mr CHEUNG Yiu-kwong, Alex

Dr HO, Clare

Ms HSUEH Cheung-mei, Vivian

Mr LAM Fung-shing, Edwin

Dr LAU Sze-ngar, Grace

Dr LEE Pui-man, Jeff

Mr LOK Wing-huen, Winham

Ms TAM Yuen-ting, Eliza

Professor TO Kin-wah, Kenneth

Mr WONG Ka-kin, Andy

Ms TANG Suk-man, Alice (Secretary)
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14

(i)

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 establish 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 Committees

EERREREENIE

(1)

(i

(ii)

(iii)

Registration of Pharmacists

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) a non-locally trained 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 2021. A total of 26
applicants cumulatively passed all the three subjects in the
year 2021.

The results of these two registration examinations are shown
in Table 1. Figures for 2017 to 2021 are also included for
comparison purpose.

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.

Applicants holding a recognized pharmacy degree awarded
elsewhere should have had an aggregate of relevant pre-
registration training and/or 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.
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(iv)

(v)

(vi)

Registration

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.

As at 31 December 2021, there were 3 181 registered
pharmacists in Hong Kong. Statistical data regarding
registration of pharmacists and breakdown of fresh
registration, removal from the register and re-registration of
pharmacists for 2017 to 2021 are shown in Tables 2 and 3.

Practising Certificates

All practising pharmacists must obtain a practising certificate
annually in accordance with section 10A of the Pharmacy
and Poisons Ordinance.

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 10 26 of this report.

Statistical data regarding disciplinary actions taken by the
Board in respect of registered pharmacists in 2017 to 2021
are shown in Tables 4, 5 and 6.
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(2) Licensing and Regulatory Control of Retail

(i

BE

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

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 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 ASR 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 593 ASPs registered in Hong Kong as at the end
of 2021. Statistical data regarding the total number of ASPs,
applications for registration and renewal of registration of
premises of ASPs in 2017 to 2021 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.

Seven inquiries were held in 2021 and all of the ASPs
concerned were found guilty of misconduct. Five ASPs
were issued with a written warning whilst two 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 1o be interviewed by the Assistant Director (Drug) of the
Department of Health and the Secretary of the Board and
be given verbal cautions. 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 2021.

The number of inspections and test purchases conducted
by pharmacist inspectors against ASPs in 2017 to 2021 is
shown in Table 9.

Statistical data regarding disciplinary cases handled by
the Board in respect of ASPs in 2017 to 2021 are given in
Tables 10, 11, 12 and 12A.
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(iii)

(iv)

BE

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 4 170 LSPs in Hong Kong as at the end of 2021.
The number of licensed LSPs in 2017 to 2021 is shown in
Table 13. Statistical data regarding applications for LSP
licences in these five years are shown in Table 14.

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. If the Board
considers him not a fit and proper person to continue the
retail business of Part 2 poisons, his name will be removed
or suspended for a period specified by the Board from the
list of LSPs. 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 2017 to 2021 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.
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(3) Licensing and Regulatory Control of

(i)

(ii)

Wholesalers and Manufacturers

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 854 holders of wholesale dealer licence in
Hong Kong as at the end of 2021. Statistical data for 2017
to 2021 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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4)

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 67 holders of a manufacturer’s licence in
Hong Kong as at the end of 2021, and all of them were
required to comply with the GMP Guide with effect from
1 October 2015. Among these 67 holders, 45 holders
were only authorized to conduct secondary packaging of
pharmaceutical products. Statistical data of manufacturer’s
licences and the authorized persons for 2017 to 2021 are
given in Tables 19 and 20 respectively.

Registration and Classification of
Pharmaceutical Products

Registration of Pharmaceutical Products

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
or likely 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
of a pharmaceutical product, 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 15 028 registered pharmaceutical products in
Hong Kong as at the end of 2021. The number of registered
pharmaceutical products as at the end of 2017 to 2021 is
shown in Table 21.

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 1 and 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 Restriction(s) on sale

(a) Part 1 Poisons: They can be sold only by
Poisons included in authorized sellers of poisons
Part 1 of Schedule 10 under the supervision of
(i.e. Poisons List) 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.

(b) Schedule 1 Poisons:  They can be sold only by
Poisons included in authorized sellers of poisons
Part 1 of Schedule under the supervision of
10 (i.e. Poisons List) registered pharmacists and after
and Schedule 1 to the entry in the poisons book stating
Pharmacy and Poisons the particulars of the sale.
Regulations

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

veterinary surgeon.

(d) Part 2 Paoisons: They can be sold by listed sellers
Poisons included in of poisons and authorized sellers
Part 2 of Schedule 10 of poisons without the supervision
(i.e. Poisons List) of registered pharmacists.
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Regulatory provisions in other related areas are contained
in Schedules 2 and 4 to 7 to the Pharmacy and Poisons

Regulations:

Schedule 2

Schedule 4

Schedule 5

Schedule 6

Schedule 7

providing for certain articles to be
exempted from some of the provisions
of the Pharmacy and Poisons
Ordinance and the Pharmacy and
Poisons Regulations

setting out the statement of particulars
as to proportion of poisons in certain
cases

prescribing the labelling requirements
for certain poisons

listing out certain poisons which are
exempted from labelling provisions
when sold or supplied in certain
circumstances

listing out certain poisons which are
required to be specially labelled for
transport

Classification and distribution in Schedule 10 (i.e. Poisons
List) and imposition of control through the various schedules
were made through amendments to the Pharmacy and
Poisons Regulations. Amendments proposed by the Board
and approved by the Legislative Council in 2021 are shown
in Tables 22 and 23.
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Membership and Functions of

the Disciplinary Committee

ICEEZETRIME K HERE

(1) Membership

A Disciplinary Committee consists of the following persons:

(@ 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 2021, 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 2021 included:

Mrs CHAN LAU Charm-ming
Mr CHAN Yat-ming

Ms CHAN Yin-yin, vy

Mr HO Hon-fai

Mr LEE Siu-to

Ms MOK Lai-fong

Mr NG Yu-chau, Patrick

Mr NG Yui-hong

Mr WONG Chi-ming

Mr WONG Chung-yin
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(2) Functions

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

(@) 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;

(b) 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;

(c) 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;

(d) 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

(e) 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;
(b) issue a warning letter to the registered pharmacist; or

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

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:

(@) the ASP be disqualified, for such period as may be specified
in the direction, from being an ASP;
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(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
Tables 5 and 11 respectively. There was no appeal to the Court
of First Instance in 2021.
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Membership and Functions of the
Pharmacy and Poisons Appeal Tribunal

ERRXRSE LREHRERIR S K EE

(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 legally qualified person who shall be the chairman of the
Tribunal,

a registered medical practitioner;
a registered pharmacist;
a person qualified in pharmacology;

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

b
9
d
e

P
~— = — =

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

(9) 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 2021 was as
follows:

Name Membership
Mr WONG Kai-ming, Stewart, S.C. Chairman
Professor CHOW Yee-kwan, Elaine Member

Dr LAM Ka-wing, Jenny Member

Dr TSE Sut-yee Member

Mr CHAN Cho-sun

Mr CHAN Tai-fu

Miss CHANG, Iris Jacqueline
Mr CHENG Kin-tung, Johnny
Mr CHUNG Wing-fai

Mr PANG Hok-ming

Mr SUEN Yiu-chan, Peter

Mr WONG Kwok-kai

Mr YEUNG Chi-fat

Panel Member
Panel Member
Panel Member
Panel Member
Panel Member
Panel Member
Panel Member
Panel Member
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:

(@) 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 received by the Tribunal from 2017 to 2021.
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Statistical Tables and Charts

et Bl

Results of the Registration Examinations

&t it & 5 R iR

Table 3% 1

Pharmacy Legislation in .
Hong Kong Pharmacy Practice Pharmac;logy

Year EBEAEH A= s
Fi3 No. . No. . No. .

No. sat passed paismg % | No.sat passed paismg % | No.sat passed paismg %

SMAH SRR Sig= SMAR AR Sig= SMAH SRR SigE
2017 147 71 48.3 206 67 32.5 219 55 251
2018 143 78 54.5 203 52 25.6 205 92 44.9
2019 135 77 57.0 250 82 32.8 192 71 37.0
2020 73 49 67.1 140 37 26.4 98 56 571
2021 53 22 41.5 105 24 229 60 36 60.0

Number of Candidates Sitting Each Examination Subject

No. of Candidates
EEIN -1
2507

2001

12017
1504 20182019

BHEEMNBTEAR

No. of Candidates
EEAH
250+ 2019

20172018
2001

150+

No. of Candidates
EEAB
2507

2017

2001

150+

1004 1004 1004
2020
50] 2ea 50} 50}
0 Year 0 Year 0
27} 2
Pharmacy Legislation in Hong Kong Pharmacy Practice Pharmacology
BRI LR EsibaES 23R
Passing Percentage in Each Examination Subject
N £ o kv 23
BHEHNSEE
Passing % Passing % Passing %
= BIRE atE
100 - 100 - 100
[ ]
[ ]
50 gt 50 50 4
Fe L L o
® [ ]
[ ] [ )
() ° o [
Year 0 Year 0 Year

2017 2018 2019 2020 2021 5

Pharmacy Legislation in Hong Kong
BB LB

2017 2018 2019 2020 2021 EH

Pharmacy Practice

E i ES
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Sta_ntistical Tables and Charts
HatE=®

Table 3% 2

Number of Registered Pharmacists in Hong Kong

BAEMERETAR

Year F {3 2017 2018 2019 2020 2021

Number of registered pharmacists as
at the end of the year 2753 2890 3001 3097 3181
B EF R MEER A AR

Number of registered pharmacists as at the end of the year

BEFERNGIMERADARN
3500 _
3000 |
2500 |_
2000 |_
1500 |_
1000 |_
500 | _
0
2017 2018 2019 2020 2021
Year F17
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Statistical Tables and Charts

et Bl

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

#hatfit  MEREE MR EFHEMSIREF

Table 3% 3

Year {3 2017 2018 2019 2020 2021
Fresh registration (Non-local
graduates) 36 78 55 53 43
M MEEARES)
Fresh registration (Local graduates)
HEL MR (R B3 (AN R I
Removal from the register®
T 25 22 21 30 43
Re-registration
S 4 1 2 0 ]
et increase 94 137 111 96 84
PR

*excluding orders by the Disciplinary Committee

TAEEREEEEMES

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

Table 3% 4

Number of cases

ERNACEITH
(BNEmicEZESETLEN)

Disciplinary actions taken EEF =]
RENAY RS ERITEY
2017 2018 2019 2020 2021
Formal disciplinary actions
(i.e. Inquiry by Disciplinary Committee) 0 0 1 0 0

BREBEXRSEETIER 2021 8
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Stqtistical Tables and Charts
HatE=®

Table 3% 5

Results of Disciplinary Inquiries into Registered Pharmacists

HEMERMETCERMAMER

Number of cases

Findings of the Disciplinary Committee

ERHE

fCEZEEEMRR

2017

2018

2019

2020

2021

Charge dismissed

0

0

0

BENEAL
Guilty of the charge
FEPERAL
Directions of the Disciplinary Committee
HEEEENER
Censure

Removed from the register for a period
of time 0 0 0 0 0
2 MRS — B AR A

Table 3% 6

Disciplinary Cases regarding Registered Pharmacists
Handled by the Pharmacy and Poisons Board
ERERSEERRREEGRMEMELRVCERESRE

Number of counts
Nature of offences* R
BExEE"
2017 2018 2019 2020 2021
) ;}r(%egsg;nal misconduct 0 0 0 0 0
(2) Selling Schedule 3 poison(s) without
the authority of a prescription 0 0 1 0 0
ERBRAEENBRTHE
Rz
(3) Failing to keep proper record of
antibiotics 0 0 1 0 0
BERENEZNEE LR

* Some cases involve multiple nature of offences

*E B ERY KL EFRT
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Sta_\tist
#at

Table & 7

Number of Authorized Sellers of Poisons in Hong Kong

BENERESEHERNE

Year 1% 2017 2018 2019 2020 2021

Number of authorized sellers of
poisons as at the end of the year 614 641 649 610 593
BEFRNERESEEEDRSE

Number of authorized sellers of poisons as at the end of the year

BEFRNERESEHNETNE

700 _
600 |
500
400 |
300 [
200 |
100 |
0
2017 2018 2019 2020 2021
Year F{7
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Stqtistical Tables and Charts
HatE=®

Table 3% 8

Applications for Registration of Premises of Authorized Sellers of Poisons

ERESEHEMNEMIMAE

Year F {3 2017 2018 2019 2020 2021

Number of applications for registration
of premises approved 37 50 51 23 19
BN AT MR EE

Number of applications for registration
of premises rejected 0 0 0 0 0

BRI P MR BREE

Number of applications for renewal of
registration of premises rejected 1 0 0 0 0

BiREPTEMAERRFHE

Table 3% 9

Regulatory Control of Authorized Sellers of Poisons
ERESEHERNRE

Year {3 2017 2018 2019 2020 2021

Number of inspections conducted
ey = 1220 1212 1305 1060 1213

lé\llygg;éof test purchases conducted 4399 4194 4101 2664 6 033

Note: The numbers of inspections and/or test purchases in 2020 and 2021 were subject to the impact of the
COVID-19 pandemic and the social distancing measures.
o 20202021 EMKBELR /XA EHEX 2019 BRAEREBRUERERERLE -
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Stqtistical Tables and Charts
et E=*

Table & 10

Disciplinary Actions against Authorized Sellers of Poisons
Taken by the Pharmacy and Poisons Board
ERRXARSEEERHERESEHERRIMLCET

Number of cases
Disciplinary actions taken EES 4=

AR SR ITEY

2017 2018 2019 2020 2021

Formal disciplinary actions
(i.e. Inquiry by Disciplinary Committee)

il Lo S L L !
(BB EZESETLEM)

Informal disciplinary actions

(i.e. Verbal caution by representatives of

the Board) 8 5 6 12 6

JEIETNACE1TH
(MEEERAKATORES)

The authorized seller of poisons ceased
operation before action taken by the Board 0 1 1 2 1
ZHEEBTERRRIACEITRINESER

Total #& 17 17 18 18 14

BREBEXRSEETIER 2021 8 35



Stqtistical Tables and Charts
HatE=®

Table & 11

Results of Disciplinary Inquiries into Authorized Sellers of Poisons

HERESEHEHETLEMANER

Findings of the Number of cases
Disciplinary Committee B
RRRRINAR 2017 | 2018 | 2019 | 2020 | 2021
Charge dismissed
SRR 0 0 0 0 0
Guilty of the charge N
Directions of the Disciplinary Committee
B EEEMER
Issue of written warning

b 0 3 6 1 5
BHEEES
Disqualified from being an authorized
seller of poisons for a period of time 9 7 5 3 2
BUHSH ER & — BRI

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

CRMEEHRBTCEAZESH —RERESEHEIMER -
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Statistical Tables and Charts

et Bl

Table 3% 12

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

AR RS EEEREE A ERESEHEMNCEMAEE

Number of counts (percentage)
Natuggéfgimes* RE (BRLE)
2017 2018 2019 2020 2021
(1) Sale of Part 1/Part 2 poison(s) without
label/proper label 0 1 0 0 1
éﬁ%/ﬁf BREIZEXERENEEN (0%) (4.17%) (0%) (0%) (4.55%)
F2ETE
(2) Sale of Part 1 poison(s) without the
supervision of a registered pharmacist/ 6 4 5 5 4
proper supervision 20.69%) | (16.66%) | (10% 20%) | (18.18%
9B EMEE PR B EEEEpERT | C009%) | (1666%) 1 (10%) - (20%) | (18.18%)
HEFIIE L
(3) Sale of Schedule 3 poison(s) without the
authority of a prescription (24 1730/) (12350/) (214%/) (262‘7) (18 ?S‘V)
TERBR ST RENER T HENKRITE o o ° ° o
(4) Sale of antibiotics without the authority of 5 0 5 1 8
a prescription o o o o o
REEN BB R T HERER €9%) | (@ | (10%) | (10%) | (36.36%)
(5) Possession of poison(s) included in Part 1
of the Poisons List (0(2/) @ 1170/) (09/) (09/) (09)/)
EBBERFIEMIEASE ° R ° ° °
(6) Possession (_)f unregistered 3 3 6 5 ’
%‘%ﬁ%%%%%g;%ﬁ(s) (10.34%) | (125%) | (12%) | @0%) | (4.55%)
(7) Possession for sale or for any purpose of
trade or manufacture goods to which a
false trade description was applied (0(3/) @ 1170/) (O?/) (02/) (O(g/)
é%ﬁ%%ﬂg%%ﬁ%?ﬁ%ﬁﬁ%ﬁﬁ%ﬂ% ° R ° ° °
9B Eﬁ?ﬁﬁ_lﬁlﬂ%ﬁﬁ N glﬁ:llil
(8) Possession for sale or for any purpose of
trade or manufacture goods to which a 5 3 5 ’ 0
forged trade mark was applied n o o o o
é%%?gjﬁﬁiﬁ%%%ﬁﬁ%ﬁ@% (6.9%) (12.5%) (4%) (10%) (0%)
my ;Eﬁéﬁ % N jglfl:‘l:&l
(9) Failing to store poison(s) properly 2 4 3 1 3
BREEENITREE (6.9%) | (16.66%) | (6%) (10%) | (13.63%)
(10) lllegal sale of unregistered pharmaceutical 0 y > 0 0
product(s) . 0%) | @17%) | @%) (0%) (0%)
IREHERR LMV S M '

BREBEXRSEETIER 2021 8

37



Stqtistical Tables and Charts
HatE=®

Table & 12 (Con’t) i&

38

Number of counts (percentage)
Nature of offences* RE (BHiRkE)
BEsREE"
2017 2018 2019 2020 2021
01)SeMngPan1 pomon@)wnhoutmawngan 0 0 0 0 1
B S hasn | 09 | o9 | 0% | 0w | as
(12) 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 0 0 1 0 0
poisons N (0%) (0%) (2%) (0%) (0%)
BERSHYEEAE AR RN LS
HEBRNIE BT AN EF
B88A
03)Semnggoodsg)whmhafmgednade 3 5 12 ’ 0
A e S, (10.34%) | (8.33%) | (24%) | (10%) | (0%)
(14) Failing to ensure that all the keys of the
lockable receptacle in the dispensing area 1 0 0 0 0
were kept by the registered pharmacist
ReERREET D ESBRNmaNEs | G40 | 0 0% 0% ) (0%)
A MZER AR E
(15) Failing to provide written order(s) in
relation to purchasing of controlled 1 0 0 0 0
medicines B (3.45%) (0%) (0%) (0%) (0%)
R RHE BB BXETNEYNSH B
(16) Failing to providg sales invoice(s) for ’ 0 0 0 0
RS eRa e areses |09 | o0 | o0 | 0w | ow
(17) Failing to keep proper record of
psychotropic substances in psychotropic ’ 0 0 0 0
substances book 0 0 0 0 0
rerEmEneafnRememyyg | G40 | 08 | 0% 3 0% (0%)
BN & OBk
(18) Trafficking in dangerous drug 0 1 0 0 0
RERREY (0%) (4.17%) (0%) (0%) (0%)
(19) Failing to maintain proper record of 0 0 5 0 0
antibiotics o o o o o
REREAENAL TR %) | O | @ (0% (%)

* Some cases involve multiple nature of offences

=R EESZINE X EES
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Statistical Tables an

wat Bl

Table 5% 12A

Disciplinary Inquiries into Authorized Sellers of Poisons in 2021

2021 FHRAERESEHEFNCEMNEE

Sale of antibiotics without the authority of a prescription
TERER R ERAE =R Possession of unregistered
pharmaceutical product(s)
EREARKEMER RS

Failing to store
poison(s) properly

BB
TEEE

Selling Part 1 poison(s)

Sale of Schedule 3 without making an entry
poison(s) without in the poisons book
the authority of a HES 1A SRR

prescription AT S EM

BB R AREN
BN HEMRS

=24

Sale of Part 1/Part 2 poison(s)

without label/proper label
HERBRE/ ZELERE
HYEE 1R EE 2 R0 2

Sale of Part 1 poison(s) without
the supervision of a registered
pharmacist/proper supervision
ERE R MER R/ EE BN
BRTNHES 1 HEE

EEREBERSEETIER 2021 £ 39



Stgtistical Tables and Charts
HatE=®

Table & 13

Number of Listed Sellers of Poisons in Hong Kong

BENYBSEHEHHE

Year {3 2017 2018 2019 2020 2021

Number of listed sellers of poisons as
at the end of the year 3937 3937 4295 4187 4170
BEFRNIISSEHERHE

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

BEEFRNIIESEHEBTHE
4500 —
4000 —
3500 —
3000
2500
2000
1500 —
1000 —
500 —
0 2017 2018 2019 2020 2021
Year &7

Table 3k 14

Applications for Licensing as Listed Sellers of Poisons

FREE Y& S 2 8 E & 3 IR

Year {3 2017 2018 2019 2020 2021
Number of applications approved
- o i 2 264 24 1
R BN >8 0 0 9% | 3%
Number of applications rejected 0 0 1 0 0
BRERRPFEHE
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Stqtistical Tables and Charts
et E=*

Table 3% 15

Regulatory Control of Listed Sellers of Poisons

SIS SEHEFNIRE

Year &3 2017 2018 2019 2020 2021

Number of inspections conducted
HEEH

Number of test purchases conducted

HAEHE

7874 7814 8323 3268 6 975

3229 3350 3353 2144 1984

Note: The numbers of inspections and/or test purchases in 2020 and 2021 were subject to the impact of the
COVID-19 pandemic and the social distancing measures.
20202021 EMKBELR / FAEHEX 2019 BRAEREBRERERERLE -

Table 3= 16

Disciplinary Actions against Listed Sellers of Poisons
Taken by the Pharmacy and Poisons Board
ERERSEEERYASEHETRIMAVLETT

Number of cases
Disciplinary actions taken EES 4=

AR ST EY

2017 2018 2019 2020 2021

Removal from the list of listed sellers

of poisons 0 0 1 0 0
W3S ZEHER L ERE
Issue of written warning 4 5 5 5 4

RZHEMES

Suspension of name from the list of listed
sellers of poisons for a specified period
of time 9 4 6 3 0
R miERIINSSEEERLERN
ER—ERE

The listed seller of poisons ceased
operation before action taken by

the Board 0 0 0 1 0
ZIHEREEEREINARTERIER

#HZE

Total 222 13 6 12 6 4

EEREBERSEETIER 2021 £ 41
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Statistical Tables and Charts

et Bl

Table 3k 17

Disciplinary Cases regarding Listed Sellers of Poisons
Handled by the Pharmacy and Poisons Board
ERERSEEEREEAMY S S EHEMCEAERE

Number of counts (percentage)

NatuE géfgi\ces* RE (FHiRke)
2017 2018 2019 2020 2021
(1) Sale of Part 1 poison(s) without
the supervision of a registered 1 ’ 5 > 0
;’i‘/‘z %ﬁ%ﬁ%@gﬂﬁeré_ﬁf’g%m (3.45%) | (8.33%) | (714%) | (15.38%) | (0%)
BN T HEF 1A SR
(2) Sale of Schedule 3 poison(s) without
the authority of a prescription 1 0 2 0 0
Tﬁiﬁﬁﬁ?ﬁ%ﬁ’\]’l‘%ﬁ?tﬂ% (3.45%) (0%) (7.14%) (0%) (0%)
(ERE=#14
(3) Possession of Part 1 poison(s) 8 4 3 2 2
BERE1EEE (27.58%) | (33.34%) | (10.72%) | (15.38%) | (15.39%)
(4) Possession of unregistered 4 4 6 3 1
=~ 7 . (0] . (] . 0 . (0] . (0]
F;hg;ggegggaﬂ! %Jr%f;ft( ) (13.79%) | (33.34%) | (21.43%) | (2310%) | (7.69%)
(5) Possession of substance(s) to which 3 1 5 0 0
%?EB?;%&%@%EZ@%%GS (10.34%) | (8.33%) | (714%) | (0%) (0%)
(6) Possession for sale or for any purpose
of trade or manufacture goods to
which a forged trade mark was 1 0 2 2 5
applied (3.45%) (0%) (714%) | (15.38%) | (38.46%)
RESNAMHENRERABMER
FERRERRNE R
(7) Possession for sale or for any purpose
of trade or manufacture goods to
which a false trade description was 1 0 0 0 0
applied (3.45%) (0%) (0%) (0%) (0%)
REENEABXENRERABMER
ﬁﬂqFE1EXﬁDDu%HEEUE AR
(8) Sale of unregistered pharmaceutical 1 0 5 0 0
product(s) 3.45% 0% 714% 0% 0%
B o A ST T B 2 (3.45%) (0%) (7.14%) (0%) (0%)
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Statistical Tables and Charts

et Bl

Table 3 17(Con’t) &

Number of counts (percentage)

Nature of offences* R (BIRLE)
Es=HEE"
2017 2018 2019 2020 2021

(9) Selling goods to which a forged trade

mark was applied @ 415‘7) (0(2/) (14 glO‘V) (30 ?60/) (38 Zr)16‘7)

EERAGERENER e ° R R R
(10) Applying a false trade description on

goods in the course of any trade or

business (34%%) (5&) (359%) (J&) (J&)

EEMBRENEEEFRHERS D e ° o ° °

FHRERRER
(11) Unlawful sale of Part 2 poison(s) 4 0 2 0 0

SRR ESE 2 FE (13.79%) (0%) (7.14%) (0%) (0%)
(12) llegal use of restricted title 0 0 1 0 0

EEERAR (0%) (0%) (3.57%) (0%) (0%)
(13) lllegal use of restricted logo 1 0 1 0 0

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

HESI1E S (3.45%) (0%) (0%) (0%) (0%)
(15) Sale of Schedule 1 Chinese herbal 1 0 0 0 0

medicine without prescription o o o o o

R R S R I N L U
(16) Failing to store poison(s) properly 0 1 0 0 0

REEEMITFSE (0%) (8.33%) (0%) (0%) (0%)
(17) Engaging in relation to a consumer

in a commercial practice thatis a

misleading omissiqn (000/) 8 3130/) (OOO/) (09/) (09/)

?tﬁ%%fﬁﬁ%%ﬁ%‘l&%iﬁﬁ@%% ° B ° ° °

TR

*Some cases involve multiple nature of offences

O ERY LZERT
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Statistical Tables

wat Bl

Table 3® 17A

Disciplinary Cases regarding Listed Sellers of Poisons in 2021

2021FE BRIV S S EFEBNLERE

Selling goods to
which a forged
trade mark was
applied
EEERAEEE

& &

Possession for sale
or for any purpose of
trade or manufacture
goods to which a
forged trade mark
was applied
AEBNEM RS
FZEmEEERBEEE
&S

Possession of Part
1 poison(s)
EEF IS

38.46%

Possession of unregistered
pharmaceutical product(s)

EHREEMERR S
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Statistical Tables and Charts

et Bl

Issue of Wholesale Dealer Licences

HEHEENER

Table 3% 18

B P B RVEE

Year {3 2017 2018 2019 2020 2021
Number of holders of wholesale dealer
licences as at the end of the year 773 770 770 786 854
HEFANMREERFEANEE
Number of wholesale dealer licences
revoked/suspended 3 1 2 1 2

Issue of Manufacturer’s Licences for Pharmaceutical Products

EBRRMREEEABEIFES

Table 7% 19

Year {3

2017

2018

2019

2020

2021

Number of holders of manufacturer’s
licences as at the end of the year

BEFRNREDBERITEANEE

71

Number of holders of manufacturer’s
licences only authorized to

conduct secondary packaging of
pharmaceutical products as at the end
of the year
BEFLRAERENSER R R
BREBFNRIERBRITBARE

48

48

Number of manufacturer’s licences
revoked/suspended

BsE S RIS R R AVEIE

Note: With effect from 1 October 2015, all licensed manufacturers were required to fully comply with

the PIC/S GMP

id: M2015F 1081 HE  MiIARERREBLAZENEBEEEERRERNEBNEE

EEEEREIED -
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Sta_\tistical Tables and Charts
HatE=®

Table 3% 20

Number of Registered Authorized Persons

AR EREANAR

Year F {3 2017 2018 2019 2020 2021

Number of registered authorized
persons for pharmaceutical
manufacturers as at the end of

the year
BEFREAMAEYRERERREA
HOEE

Number of registered authorized
persons for secondary packaging
manufacturers as at the end of

the year
BEFREMRIIMEREENER
rABE

Number of registered authorized
persons for pharmaceutical
manufacturers of advanced therapy N/A
products as at the end of the year AEA
BEFREMREERERREER
AEREAZE

Number of registration of authorized

persons cancelled or suspended 0 0 0 0 0

BUHSCE i IR ARt M AVELE

137 145 146 149 153

91 95 95 94 93

Note: With effect from 14 September 2018, authorized persons for pharmaceutical manufacturers of advanced
therapy products should comply with the requirements set out in the “Guidance on Qualification,
Experience and Training Requirements for Authorized Persons and Other Key Personnel of Licensed
Manufacturers in Hong Kong” for registration.

: HM2018F 9R 14HE  ZEFRLIEAREBNEREARTS (EBFHRREFERE
AREMBARAENER  KREFIIERIESI) AIINERSATEZM -
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Sta_ntistical Tables and Charts
et E=*

Table & 21

Registration of Pharmaceutical Products
EE R mpy M

Year F{# 2017 2018 2019 2020 2021

Number of registered pharmaceutical
products as at the end of the year 18120 17323 16 186 15396 15028
BEFANEMERNRMHE

Number of registered pharmaceutical products as at the end of the year

BEFRNIMENRANE
20000 —
15000
10000
5000 —
0
2017 2018 2019 2020 2021
Year FE£17
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Sta_\tistical Tables and Charts
HatE=®

Table & 22

Amendments to Schedules 1 and 3 to the Pharmacy and Poisons

Regulations in 2021

01 FEE(EBERSERG) HRARIMELBIIEET

New Substances Added M AR E

*1. Allopurinol AR

2. Avapritinib; its salts M Efe HeEA
3. Belantamab mafodotin BHEZEN

4. Cabotegravir; its salts TENE HEE
5. Fremanezumab RinRAHET

6. Gilteritinib; its salts

:l:{Fﬁi %E HE@A—E

7. Inclisiran; its salts

KRR HEA

8. Isatuximab OPEEER

9. Lanadelumab RIFARE A BT

10. Ofatumumab BEARER

11. Ozanimod; its salts RILEE HEEE
12. Ravulizumab I NITR B

13. Risdiplam; its salts TR HEA
14. Tildrakizumab BEAED

15. Trifarotene; its salts; its esters; their salts

RAZEY] KB AR eMrEa

* The amendment will come into operation on 3 September 2022.

ZEBFIHN 2022F 93 HEM -

Pharmacy and Poisons Board of Hong Kong Annual Report 2021




Stqtistical Tables and Charts
et E=*

Table & 23

Amendments to Schedule 10 to the Pharmacy and Poisons Regulations
in 2021
2021FEE (EBERSEMBD) MR10/ELAVIERT

New Substances Added 1l A B 7 4 &
1. Avapritinib; its salts ffEfe L
2. Belantamab mafodotin BHIENR
3. Cabotegravir; its salts EENE; HEE
4. Fremanezumab RinRAHET
5. Gilteritinib; its salts T HEE
6. Inclisiran:; its salts KAl HEE
7. Isatuximab SOLEEER
8. Lanadelumab RIFBEAEM
9. Ofatumumab BEKRER
10. Ozanimod; its salts BILEE HEESE
*11. Phenazopyridine; its salts FEARMLNE ; HEEXE
12. Ravulizumab AIRE
13. Risdiplam; its salts AR HEH
14. Tildrakizumab BEEAHER
15. Trifarotene; its salts; its esters; their salts | f/AZEST HE M HEME ©MES

* The amendment will come into operation on 3 September 2022.
ZEBET /R 2022 £ 9 A3 HEHE -
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