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Message from the Chairman
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| am pleased to present the 2024 Annual Report covering the
significant milestones achieved over the past year. These
accomplishments underscore the efforts and commitment of the
Pharmacy and Poisons Board (“the Board”) to safeguarding public
health and advancing standards of the pharmaceutical profession in
Hong Kong.

As part of our continuous pursuit of upkeeping pharmaceutical
product quality on par with international best practices, the Board
has adopted the “Guide to Good Manufacturing Practice for
Medicinal Products” (version 17) published by the Pharmaceutical
Inspection Co-operation Scheme for licensed pharmaceutical
manufacturers, and correspondingly updated the “Hong Kong
Guide to Good Manufacturing Practice for the Secondary Packaging
of Pharmaceutical Products”. Both guides were gazetted on
26 July 2024 for adoption from 1 July 2025 onwards to reinforce
the framework for advancing local pharmaceutical manufacturing
standards and preserving public trust in the local drug regulatory
system.

Protecting public health remains our core mission. In 2024, the
Board has taken a series of decisive steps to strengthen regulatory
controls on drug substances with potential for abuse to safeguard
the community against emerging health risks. On 28 June 2024, the
Board regulated the sales of hexahydro derivatives of cannabinol
(including hexahydrocannabihexol) by classifying them as Part 1
poisons under the Pharmacy and Poisons Regulations (“PPR”)
(Cap. 138A). Substances structurally related to nicotine, apart from
nicotine itself, were likewise regulated as Part 1 poisons with effect
from 13 December 2024, with exemptions confined to nicotine in
conventional smoking products as defined by the Smoking (Public
Health) Ordinance (Cap. 371). With the gazettal on 10 October 2024,
injectable glutathione (including its salts and derivatives) was also
added to the Poisons Lists under Schedule 1, Schedule 3 and Part 1
of Schedule 10 of the PPR as prescription-only medicines with effect
from 10 April 2025 such that this substance could be sold only under
the prescription of registered medical practitioners. Furthermore,
having balanced the potential drug interactions and health risks with
accessibility concerns, oral contraceptives previously categorised
as non-poisons were reclassified as Part 2 poisons, with a view to
restricting the conduct of their retail sale to licensed retailers starting
from 28 June 2025.
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Recognising the increasing use of medical gases for life-saving
purposes, as prominently demonstrated during the COVID-19
pandemic, the Board has initiated proactive actions to establish
regulatory control of medical gases as pharmaceutical products.
After consulting the relevant stakeholders between November 2023
and January 2024 and with their support, the Board has decided
to implement a new regulatory framework of medical gases under
the Pharmacy and Poisons Ordinance (Cap. 138) with effect from
14 June 2026. To ensure the quality, safety and availability of
medical gases, comprehensive guidance notes were promulgated
in June 2024, covering registration and licensing requirements
for medical gases manufacturing and wholesaling, as well as the
updated qualification and training requirements for key personnel of
manufacturers.

The launch of the voluntary Continuing Pharmacy Education (“CPE”)
Programme on 1 June 2024 marked yet another milestone of the
Board’s work. This initiative encourages registered pharmacists to
continually enhance their professional knowledge and skills to uphold
the highest standards of the pharmacy profession. By the end of
2024, seven organisations have been accredited by the Board as
CPE Administrators to facilitate the promotion and implementation of
the CPE Programme among various sectors of the profession.

The Board has continued to facilitate the registration of
pharmaceutical products containing New Chemical or Biological
Entities (“NCE products”) in Hong Kong by introducing a series
of refinements to the “1+” mechanism, which allows holders of
registration from one (instead of two or more) of the recognised drug
regulatory authorities to apply for registration of new drugs, provided
that specified conditions are met. The introduction of the “stop-
clock” approach on 1 May 2024 sets a target of 150 working days
for processing NCE product registration applications to enhance
the transparency, consistency and efficiency of the evaluation
processes. In parallel, the membership of the Expert Group on
Drug Registration has been expanded to include additional local
and international experts, broadening the advisory expertise and
ensuring impartial and robust assessments of drug applications.
On 1 November 2024, the scope of the “1+” mechanism was
extended to cover all new drugs, beyond those for life-threatening
or severely debilitating diseases. By the end of 2024, nine new drug
products with initial marketing approval from regulatory authorities
in the Chinese Mainland, the United States or Japan have been
successfully registered under this mechanism, thereby significantly
expanding treatment options and accessibility for patients in Hong
Kong.
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In view of the Government’s determination to leverage Hong Kong’s
medical strengths and developing Hong Kong into a health and
medical innovation hub with different new initiatives in the pipeline,
it is envisaged that the volume and complexity of the Board’s
registration and certification work would increase consistently and
substantially. To bolster the Board’s capacity and effectiveness in
handling the regulatory processes, particularly in pharmaceutical
product registration and clinical trial certification, the Board has
restructured its former Pharmacy and Poisons (Registration of
Pharmaceutical Products and Substances: Certification of Clinical
Trial/Medicinal Test) Committee by establishing two specialised
committees in its place in December 2024, namely, the Pharmacy
and Poisons (Registration of Pharmaceutical Products and
Substances) Committee, and the Pharmacy and Poisons (Certification
of Clinical Trial/Medicinal Test) Committee.

We continue to strengthen our international engagement through
active participation in global forums. Notably, the Board has been
actively participating in the meetings of International Council for
Harmonisation of Technical Requirements for Pharmaceuticals for
Human Use (“ICH”) since 2023, with a view to becoming a regulatory
member of ICH. This ongoing participation underscores our
commitment to fostering regulatory enhancement and meaningful
collaboration on the international stage.

The Board’s achievements in 2024 outlined in the foregoing are a
testament to the dedication and unwavering support of all Members
of the Board as well as its committees and working groups. As we
look ahead, we remain resolute in our dedication to preserving public
health and safety, elevating pharmacy practice standards, and
fostering collaboration between the pharmaceutical and healthcare
professionals. Together, we will continue to strive for excellence in
serving the people of Hong Kong.

Dr LAM Man-kin, Ronald, JP
Chairman
Pharmacy and Poisons Board
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Introduction )
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This annual report covers the calendar year 2024. 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) 2454 6738
Telephone: (852) 2527 8432
E-mail address : ppb@dh.gov.hk
Website: www.ppbhk.org.hk
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Membership and Functions of
the Board

E 2R AYRL B A B EE

Dr LAM Man-kin, Ronald, JP (Chairman)
ML - P (EE)

Dr LEE Wai-on Mr CHAN Ling-fung, Frank, JP Dr CHIU Puiyin, Amy, JP Mr CHING Ho-yan, Alex
TERLE L BRZEZSLE P R EL - P (Legal Adviser)

iR Lt (EEEM)

A ‘\
Professor WONG Chi-kei, lan Professor YOU Hoi-sze, Joyce Mr SUNG Ming-tat, Dick
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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 2024 was as
follows:

(@ Dr LAM Man-kin, Ronald, JP (Chairman)
(b) DrLEE Wai-on
(c) Mr CHAN Ling-fung, Frank, JP
(d) Dr CHIU Pui-yin, Amy, JP
(e) Mr CHING Ho-yan, Alex (Legal Adviser)
(f) Professor WONG Chi-kei, lan
(9) Professor YOU Hoi-sze, Joyce
(h) Mr SUNG Ming-tat, Dick
Ms TAM Hi, Beverley
Mr YAU Fook-wing, Edward William
(i) DrLAI'Wing-him

Secretary
Ms WONG Wai-yee, Catherine
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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:

(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;

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

(c) 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;

(d) licensing and regulatory control of wholesale dealers and
manufacturers of pharmaceutical products;

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

(f) registration and classification of pharmaceutical products.

The Board is assisted by eight 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.

2. s
BERRE (BHERSEED) 236
BT BT R B R R BIR R
Tl

(a) REZEHENEMEE » BETHEM
FrRRIAIlR ~ EMEME ~ T
MERAENBEAXRBHES

(b) ZHCEEES  ATEBMNTR
BT WERHRRET R ANENEL
i

() RERBRENRMTEMERRE
SEHEBRIINSEEER) M
R-BEILERBETHERAED
B REREARHCERESHAS
ERESEHERNKETES

(d) RERBRENR R RHNEERD
pE0R

(e) REHEMRMAEE - BE - KM
EREH N

() BEERNRMVZMNIERE -

EERBETHE\EBEEE - BLEA
SEHETEE RATLABEEE
ASERERTIE - BERRES
SR AR TERUE ARG LR
WRAZHT -



Membership and Functions of
the Committees
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To assist the Board in performing its functions, the following  EIEFRE (HEBHENRSEKRL) NE
eight committees are established under various provisions of the Eﬂ MEXER Y T \BEZES - #HE)

Pharmacy and Poisons Ordinance: EHBEATHRE
(1) Examination Committee (1) Z2HEET
(i) Membership as at 31 December 2024 () BFE=-F-_mWE+=-B=+—HBHW
Professor LEUNG Pak-heng, George (Chairman) PRERE
Mr CHAN Ling-fung, Frank, JP ZREITHER (EF)
Dr CHENG Wing-tak, Franco fRZZ&E - P
Dr FUNG Ying EoKfEE L
Mr LAM Fung-shing, Edwin HEREE
Dr LAM Tai-ning, Teddy WE LA
Dr LEE Wai-on MRZEFL
Professor NG Kwok-wai, Enders TELELT
Miss KWAN Sau-fan, Kim (Secretary) REEHR
BALL (WEF)
(ii) Functions (i) BgAE
The Examination Committee is established under section EAEECRE (EHENRSERK
8(3) of the Pharmacy and Poisons Ordinance to: By FEEMRKIL BE -
(a) advise the Board on matters regarding the registration (6) B EAZER el 5 93

BERNMEZANEERNEER
EHER

(b) HIELEEEMEANEE
Z BB/ R TE o 0l A AT B

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 Eﬁ?:\ s _
marking answer scripts for the registration examinations; (d) EEABSRENTEIME:

(d) oversee the setting and marking of examination papers; e) BRETHFMER

(e) prepare and conduct the registration examinations; () B E}ﬁﬁﬁ?ﬂ H i % ﬂaﬁ

(f) review the results of registration examinations and make ;i; E E,!jE R ARV E R R
recommendations regarding applicants’ eligibility for 8 ”'&'_ R
registration to the Board for consideration; 9) f@% it 305l 5 i ?in iE &

(g) consider complaints and unusual circumstances arising %g}f ’R& WRREANEE
from applications for registration or examinations, and - .
make recommendations to the Board for consideration; (h) REEMEARIKF -

and

(h) keep under review the standard of the registration
examinations.
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(i

(i)

(i

Poisons) Committee

Membership as at 31 December 2024

Mr CHAN Ling-fung, Frank, JP (Chairman)

Mr CHAN Kam-chau

Mr CHENG Wai-chung

Mr KAN Kin-hang, Michael

Ms LI Ka-yan

Ms TAM Pui-ying, Peggy

Mr TING Wing-fai, MH

Mr NG Wai-kit, Grant (Secretary)

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.

Licences) Committee

Membership as at 31 December 2024

Mr CHAN Ling-fung, Frank, JP (Chairman)

Mr CHAN King-che, Stephen

Mr CHAN Tai-fu

Ms HUI Mun-yee

Mr TSOI Chick-lai, Samson

Mr WONG Kei, Eric

Mr LAU Moon-tong, John (Secretary)

Pharmacy and Poisons (Listed Sellers of

Pharmacy and Poisons (Wholesale

(i)
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(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.

(4) Pharmacy and Poisons (Manufacturers
Licensing) Committee

(i) Membership as at 31 December 2024
Mr CHAN Ling-fung, Frank, JP (Chairman)
Dr CHAN Sing-kwok, Theobald
Dr CHENG Chi-chung, Vincent
Dr CHOW Shing-fung, Aviva
Professor LEUNG Kam-tong
Professor LEUNG Shui-yee, Sharon
Dr LIU, Diana
Ms TSO Sau-ching
Ms YAP Woan-tyng, Tina
Mr YUNG Siu-lung, Stephen
Mr YIM Tsz-kok, Michael (Secretary)
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(i) 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;

(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.

(i) Hine

BERENSEEEFEREZESGR
B (EBERSTESRAGN) » AITT
T B BE:

() TZELRBBEEEMAELE
HIARRT » BE N R R
mEEE BN RS

(b) 7 (EBENRSTERH) 529
BRIBEMNBERT » B En &
mEER RN AP HEERNY
ReEEREREERE [
FRERHEEERRHEESRER
BRI T R G B S R TR
B RE2 R (R 1

) EZELRABERMAELE
HARRT > BEERMETMRA
ERBRANTMEABZHESRR
B

d) 1 (ZEBELSERH) H30F
BIEBEMNBRT  BUBERRE
ARG EERNEEARET
FFREEREANGEMR 8
BESMAERBEARHES
ERERFMAEREAFE
INAYEE AR o



(5) Pharmacy and Poisons (Registration of

(i

(ii)

Pharmaceutical Products and Substances)
Committee?

Membership as at 31 December 2024
Mr CHAN Ling-fung, Frank, JP (Chairman)
Ms CHAK Man-lee, Charlotta

Professor CHEUNG Yin-ting

Dr LEE Cheuk-kwong, MH

Dr LEE Ka-wing, Gavin

Ms LEUNG Shuk-mei

Dr NG Kwok-keung, JP

Professor TSE Wai-choi, Eric

Dr YEUNG Lee, Michelle

Ms YOUNG Wai-man, Grace

Mr YEUNG Yee-fai, Raphael (Secretary)

Functions

The Pharmacy and Poisons (Registration of Pharmaceutical
Products and Substances) 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; and

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

“Note: The Pharmacy and Poisons (Registration of Pharmaceutical
Products and Substances: Certification of Clinical Trial/
Medicinal Test) Committee was dissolved and reformed as
the Pharmacy and Poisons (Registration of Pharmaceutical
Products and Substances) Committee on 20 December 2024.
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(6) Pharmacy and Poisons (Certification of
Clinical Trial/Medicinal Test) Committee*

(i) Membership as at 31 December 2024
Mr CHAN Ling-fung, Frank, JP (Chairman)
Miss CHAN Ho-yan
Mr CHOU Chi-hoi, Francis
Dr HO King-man
Mr KONG Chun-hon, Danny
Professor LEUNG Pak-heng, George
Dr PANG Wai-bing, Cecilia
Professor TAM, Sunny
Dr WONG Chun-kwan, Bonnie
Dr YOON Weng-li
Professor ZUO Zhong, Joan
Ms TSE Po-yiu, Blouie (Secretary)

(ii) Functions
The Pharmacy and Poisons (Certification of Clinical Trial/
Medicinal Test) Committee is established to carry out the
following functions in accordance with the Pharmacy and
Poisons Regulations:

(@) 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

(b) 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.

*Note: The Pharmacy and Poisons (Certification of Clinical

Trial/Medicinal Test) Committee was established on
20 December 2024 to take over the functions related to
clinical trials and medicinal tests from the former Pharmacy
and Poisons (Registration of Pharmaceutical Products and
Substances: Certification of Clinical Trial/Medicinal Test)
Committee, which was dissolved on the same date.
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(7) Poisons Committee (7) SEZEE

(i) Membership as at 31 December 2024 () #E-F_mNFE+-A=+—HH
Dr LEE Wai-on (Chairman) Fk8# 8
Mr CHAN Ling-fung, Frank, JP FEeEL (EF)
Dr LAl Wing-him fZ=RE P
Mr SUNG Ming-tat, Dick REREE
Ms TAM Hi, Beverley MRk TTE
Professor WONG Chi-kei, lan e
Miss KWAN Sau-fan, Kim (Secretary) BEEHR
BESTT (WE)
(ii) Functions (i) HEee

The Poisons Committee is set up under section 31 of the SEZTEGRE (BHERTERK
Pharmacy and Poisons Ordinance to advise the Board on By E3ITEKIL > B BSEAES
the classification and distribution of poisons in Part 1 and BREILNE2HLHN DB LD
Part 2 of the Poisons List and matters relating to the control e UREBEERSERERNR R
of poisons and pharmaceutical products, including: NEE IEERERER - BB
(a) the classification of pharmaceutical products pending ZEBRE

registration; and (a) ’ﬁf—r AR & RS RE
(b) the review of the classification of pharmaceutical

products regulated under the Pharmacy and Poisons (b) Bﬁ HRE (EEERSER

Regulations. By EHNERRRNDE -
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lstgraduate Pharmacy Training and
velopment Committee
() Membership as at 31 December 2024 (i)
Professor ZUO Zhong, Joan (Chairman)
Mr CHAN Ling-fung, Frank, JP
Ms CHAN So-kuen, Sabrina
Mr CHAN Sze-tao, Lot
Dr CHENG Heung-kwan, Celine
Ms CHOY Sze-man, Connie
Dr FUNG Ying
Ms HUI Hoi-yun, Helen
Mr HUNG Chi-tat, Ray
Miss KWOK Wing-kai
Mr LO Cheuk-fei, Jeffrey
Mr SO Pak-yin, Stephen
Mr SUNG Ming-tat, Dick
Ms TAM Hi, Beverley
Ms TAM Yuen-ting, Eliza
Professor YOU Hoi-sze, Joyce
Miss KWAN Sau-fan, Kim (Secretary)
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(ii)

Functions

The Postgraduate Pharmacy Training and Development
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;

carry out such other functions connected with internship
training as may be permitted or assigned to the
Committee by the Board; and

advise the Board on matters pertaining to the
continuous professional development (“CPD")
requirements in upkeeping the practising standards of
registered pharmacists in Hong Kong, which include
but not limited to the following —

i. devise policies and implementation strategies
in regard to the CPD / continuous professional
education (“CPE”) for registered pharmacists;

ii. accredit CPE administrators and CPE programme
providers; and

iii. implement, monitor (include record-keeping) and
review the progress of the CPE scheme.
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The Work of the Board and
its Committees

EERREZEENVIE

(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:

(a) forlocally trained applicant: holding a pharmacy degree
awarded by the University of Hong Kong (“HKU”)
or the Chinese University of Hong Kong (“CUHK”)
after completion of a full time course of study at the
university; or

(b) for non-locally trained applicant: having 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 that education.

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 2024. A total of 30
applicants cumulatively passed all the three subjects in the
year 2024.

The results of these two registration examinations are shown
in Table 1. Figures for 2020 to 2024 are also included for
comparison purpose.

Training

Applicants holding a pharmacy degree awarded by HKU or
CUHK after completion of a full time course of study at the
university are required to undergo Board-approved training
for one year before they can be registered as pharmacists.
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(iv)

v)

(vi)

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.

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 2024, there were 3 386 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 2020 to 2024 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 30 to 32 of this report.

Statistical data regarding disciplinary actions taken by the
Board in respect of registered pharmacists in 2020 to 2024
are shown in Tables 4, 5 and 6.
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(2) Licensing and Regulatory Control of Retail

(i)

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

Authorized Sellers of Poisons: Licensing

An authorized seller of poisons ("ASP”), commonly known

s “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 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 643 ASPs registered in Hong Kong as at the end
of 2024. Statistical data regarding the total number of ASPs,
applications for registration and renewal of registration of
premises of ASPs in 2020 to 2024 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.

10 inquiries were held in 2024 and all of the ASPs concerned
were found guilty of misconduct. Three ASPs were issued
with written warnings whilst seven 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 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 2024.

The number of inspections and test purchases conducted
by pharmacist inspectors against ASPs in 2020 to 2024 is
shown in Table 9.

Statistical data regarding disciplinary cases handled by
the Board in respect of ASPs in 2020 to 2024 are given in
Tables 10, 11, 12 and 12A.
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(iii)

(iv)

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 4 101 LSPs in Hong Kong as at the end of 2024.
The number of licensed LSPs in 2020 to 2024 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/her case will
be submitted to the Board for consideration. If the Board
considers him/her not a fit and proper person to continue
the retail business of Part 2 poisons, his/her 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 2020 to 2024 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

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.

Wholesale dealers are subject to inspection by pharmacist
inspectors of the Department of Health. If a wholesale
dealer has been convicted of any offence under the
Pharmacy and Poisons Ordinance, the Dangerous Drugs
Ordinance, the Antibiotics Ordinance, the Undesirable
Medical Advertisements Ordinance, specified provisions
under the Import and Export Ordinance, the Public Health
and Municipal Services Ordinance or the Trade Description
Ordinance (“the relevant Ordinances”), or the Pharmacy and
Poisons (Wholesale Licences) Committee is of the opinion
that a licensed wholesale dealer has contravened the
licensing conditions or Code of Practice, the Pharmacy and
Poisons (Wholesale Licences) Committee may revoke the
wholesale dealer licence or suspend the licence for a period
that it thinks fit, issue a warning letter or vary its licensing
condition.

There were 1 032 holders of wholesale dealer licence in
Hong Kong as at the end of 2024. Statistical data regarding
the wholesale dealer licences and related disciplinary cases
handled by the Board for 2020 to 2024 are shown in Tables
18 and 19.
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(ii) 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.

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.
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Similar to wholesale dealers, manufacturers are also subject
to inspection by pharmacist inspectors of the Department
of Health. If a licensed manufacturer has been convicted of
any offence under the relevant Ordinances, or the Pharmacy
and Poisons (Manufacturers Licensing) Committee is of the
opinion that the licensed manufacturer has contravened
the licensing conditions, Code of Practice or Good
Manufacturing Practice Guide, the Pharmacy and Poisons
(Manufacturers Licensing) Committee may revoke the
licence to manufacture pharmaceutical products or suspend
the licence for a period that it thinks fit, issue a warning letter
or vary its licensing condition.

There were 63 holders of a manufacturer’s licence in
Hong Kong as at the end of 2024, and all of them were
required to comply with the PIC/S GMP Guide with effect
from 1 October 2015. Among these 63 holders, 41 holders
were only authorized to conduct secondary packaging of
pharmaceutical products. Statistical data of manufacturer’s
licences, the number of authorized persons, and related
disciplinary cases handled by the Board for 2020 to 2024
are given in Tables 20 to 23 respectively.
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(4) Registration and Classification of

(i

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
Board.

In considering an application for registration of a
pharmaceutical product, the Pharmacy and Poisons
(Registration of Pharmaceutical Products and Substances)
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.

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 14 314 registered pharmaceutical products in
Hong Kong as at the end of 2024. The number of registered
pharmaceutical products as at the end of 2020 to 2024 is
shown in Table 24.
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(ii)

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 Poisons: 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:

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 2024 are shown
in Tables 25 to 28.
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(5) Certification of Clinical Trial/Medicinal Test

In accordance with regulation 36B of the Pharmacy and
Poisons Regulations, a Certificate for Clinical Trial/Medicinal
Test (“the Certificate”) is required for the purpose of
conducting a clinical trial on human beings or a medicinal
test on animals.

The Pharmacy and Poisons (Certification of Clinical Trial/
Medicinal Test) Committee is the statutory body to issue the
Certificate. The Committee adopted the definition of “clinical
trial” given in the International Council on Harmonisation
Guideline for Good Clinical Practice which is defined as “any
interventional investigation in human participants intended to
discover or verify the clinical, pharmacological and/or other
pharmacodynamic effects of an investigational product(s),
and/or to identify any adverse reactions to an investigational
product(s), and/or to study absorption, distribution,
metabolism, and excretion of an investigational product(s)
with the object of ascertaining its safety and/or efficacy”.

In 2024, 273 Certificates were issued by the Committee. The
number of Certificates issued from 2020 to 2024 is shown in
Table 29.
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(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 2024, 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 2024 included:

Mr CHEN Wen-ben, Benny
Ms CHEUNG Oi-ling

Mr HO Hon-fai

Mr KO Hok-yu

Ms KUNG Wai-yiu

Mr NG Pan-pan, Rex

Mr NG Yui-hong

Mr TAM Po-chun, Patrick
Mr WU Siu-lung
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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 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

ii) 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:

(a) 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.
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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:

(@) 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
Tables 5 and 11 respectively. There was no appeal to the Court
of First Instance in 2024.
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Membership and Functions of the™ __
Pharmacy and Poisons Appeal Trlbunal‘ |
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(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;

b) aregistered medical practitioner;
C) aregistered pharmacist;
d) a person qualified in pharmacology;

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

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

P

(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 2024 was as
follows:

Name Membership
Mr Jenkin SUEN, S.C. Chairman
Professor CHOW Yee-kwan, Elaine Member

Dr LAM Pui-san, May Member

Dr TSE Sut-yee Member

Mr CHAN Tai-fu

Ms CHEN, Carina

Mr CHUNG Wing-fai

Mr LO Yin-cheung

Mr MAN Ka-ho

Mr PANG Hok-ming

Mr TAM Po-chun, Patrick
Mr YEUNG Chi-fat

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.

One appeal was heard in 2024, which was lodged against
the Board’s decision of refusing the renewal of registration of
premises of an authorized seller of poisons. The appeal was
allowed by the Tribunal.
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Statistical Tables and Charts - >l Noharm ac
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Table & 1

Results of the Registration Examinations

&t it & 5 AL IR

Pharmacy Legislation in 5
H K Pharmacy Practice Pharmacology
ong Kong
Year . ZRIFE ZES
. EBERES
No. sat No. passed | passing % No. sat No. passed | passing % No. sat No. passed | passing %
SMAH BRAR aiRE SMAH BRAR BigE SMAH =198 aigE
2020 73 49 67.1 140 37 26.4 98 56 571
2021 53 22 41.5 105 24 22.9 60 36 60.0
2022 81 53 65.4 121 42 34.7 74 36 48.6
2023 75 48 64.0 138 22 15.9 80 46 57.5
2024 91 42 46.2 161 30 18.6 96 36 37.5
Number of Candidates Sitting Each Examination Subject
SHERNBEAN
No. of Candidates No. of Candidates No. of Candidates
EEIN EEAH EEAH
2507 2507 2507
2001 2001 2001
1504 150+ 1501
100l 100) 10042020 2024
2022505 ‘@’ 2002 2023
2021
504 504 504
0 Year 0 Year 0 Year
Fp Fip Fp
Pharmacy Legislation in Hong Kong Pharmacy Practice Pharmacology
B BEEH B sk ES ik
Passing Percentage in Each Examination Subject
SHEEHNSEE
Passing % Passing % Passing %
Ak RES ARE
100 100 100~
[ o o
P )
50 - N 50 - 50+ °
o
PY °
[
)
PS L]
Year 0 Year 0 Year
2020 2021 2022 2023 2024 fEgn 2020 2021 2022 2023 2024 ey 2020 2021 2022 2023 2024 g
Pharmacy Legislation in Hong Kong Pharmacy Practice Pharmacology
BHLERER E5uEAE S ZB2
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Table 3% 2

Number of Registered Pharmacists in Hong Kong

BEEMER AR

Number of registered pharmacists as at the end of the
year 3097 3181 3259 3317 3386
BUEF AR M EERI A B

Number of registered pharmacists as at the end of the year
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Breakdown of Fresh Registration, Removal from the Register
and Re-registration of Pharmacists

#hat it - MBREE MR EFE MBI P REF

HARMAC

Year F {3 2020 2021 2022 2023 2024
Fresh registration (Non-local graduates)
TN >3 43 4 21 %
Fresh registration (Local graduates)
RS (A L I R
Removal from the register*
&2 30 43 32 21 36
Re-registration
L 0 ° > ° s
et ncrease 96 84 78 58 69
FHE

*excluding orders by the Disciplinary Committee

TTERECEREENES

Table 3% 4

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

ERRERSECERHEMERMRENCETH

Number of cases
Disciplinary actions taken EES 4=

REICEITE

2020 2021 2022 2023 2024

Formal disciplinary actions

(i.e. Inquiry by Disciplinary Committee) 0 0 1 0 0
ERLETH

(N EZEETAENN)

EEEBERSHEER 2024 £ 5§ - EE
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Table & 5

Results of Disciplinary Inquiries into Registered Pharmacists

HEEMER N ETICRMANER

Number of cases
Findings of the Disciplinary Committee HES =]

iCEEETMHHR

2020 2021 2022 2023 2024

Charge dismissed
oo 0 0 0 0 0

Guilty of the charge
YEIE AL 0 0 1 0 0

Directions of the Disciplinary Committee

CEEEEMER

EC}Eezgzsure 0 0 1 0 0

Removed from the register for a period of time

AR MR R —ER A

Table 3% 6

Disciplinary Cases regarding Registered Pharmacists
Handled by the Pharmacy and Poisons Board
ERERSEERER RIS /AT M5 AV EREE

Number of counts
Nature of offences* RE
ExRtE"
2020 2021 2022 2023 2024

Q) ;J[oﬁfe;isgnal misconduct 0 0 0 0 0
(2) Selling Schedule 3 poison(s) without the authority of a

prescription 0 0 0 0 0

TERBR A RENBR N HENKRITEE
(3) Failing to keep proper record of antibiotics 0 0 1 0 0

BERFNAERNEE D%

* Some cases involve multiple nature of offences
*EME R K% ESRIT
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Table & 7

Number of Authorized Sellers of Poisons in Hong Kong

BENERESEHERNE

\Nﬂ

"’HARMAC'

Year {3 2020 2021 2022 2023 2024
Number of authorized sellers of poisons as at the end of
the year N o 610 593 600 623 643
BEFRNERESEEEREE

Number of authorized sellers of poisons as at the end of the year
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Applications for Registration of Premises of Authorized Sellers of Poisons

ERESEHEHNREMEMEAE

Number of applications for registration of premises

approved 23 19 33 51 39
B AT RSB EE

Number of applications for registration of premises

rejected 0 0 0 0 0
ERRREMBABNHE

Number of applications for renewal of registration of
premises rejected 0 0 0 2 0

BRRATEMENHEFEE

Table 3& 9
Regulatory Control of Authorized Sellers of Poisons

ERESEHEGNRE

Number of inspections conducted
WEEE 1060 1213 1250 1242 1284

l_\lyi_pber of test purchases conducted 2 664 6 033 5615 5156 51339
AEHE

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

f: 2020F 2021 FMKER / HAEBER 2019 BEMAREREBRERERERTE -
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Table 3 10

Disciplinary Actions against Authorized Sellers of Poisons

Taken by the Pharmacy and Poisons Board

ERNERSEEERNERESEHERRIMMIICETE

"HARMAC

Number of cases

Disciplinary actions taken EES =]

RN ICEITE

2020 2021 2022 2023 2024

Formal disciplinary actions

(i.e. Inquiry by Disciplinary Committee)

R A ETE 4 ! > > 10

(iR ZagETLEMM)

Informal disciplinary actions

(i.e. Verbal caution by representatives of the Board) 12 6 8 v 6
SFERACRITH o

(AIREERARATOEES)
The authorized seller of poisons ceased operation before
action taken by the?oard 2 1 0 0 0
ZIHEBEEERRNACEITHIEEESE
Total 8% 18 14 13 12 16

BEREBERSEETIER 2024 1




Table 3& 11

Results of Disciplinary Inquiries into Authorized Sellers of Poisons

HERESEHERETLEMANGER

Charge dismissed

e Noavs 0 0 0 0 0
Guilty of the charge

=) Ava 4 7 5 5 10

Issue of written warning y 5 3 y 3

BHEMES

Disqualified from being an authorized seller of poisons for
a period of time 3 2 2 4 7
BUHE EMER —RIFE
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Table 3% 12
Disciplinary Inquiries into Authorized Sellers of Poisons
Handled by the Pharmacy and Poisons Board
R RS EEERE R A ERESEHEMVCEAAESR
Number of counts (percentage)
Nature of offences* R (BRLE)
Ex=4E"
2020 2021 2022 2023 2024
(1) Sale of Part 1/Part 2 poison(s) without label/proper 0 1 3 0 0
label 0 0 0 0 0
wEeaEgeaEEREnEwagaeg | 00 | G50 06T 1 (0% ) (O%)
(2) Sale of Part 1 poison(s) without the supervision of
a registered pharmacist/ proper supervision 2 4 2 1 3
ARAEMERMEE/ BEEENERTHESE | (20%) | (1818%) | (11.11%) | (8.33%) | (11.1%)
=2
(3) Sale of Schedule 3 poison(s) without the authority 5 4 5 1 3
of a prescription o o o o o
BB R SRR T e xS 5 (20%) | (18.18%) | (11.11%) | (8.33%) | (11.11%)
(4) Sale of antibiotics without the authority of a ’ 8 4 0 0
prescription 0 0 0 0 0
AR ERNIER THERLE (10%) | (36.36%) | (22.21%) | (0%) | (0%)
(5) Possession of poison(s) included in Part 1 of the 0 0 0 y >
Poisons List 0 0 0 0 0
EEBERSHAIIEASE (%) | 0% O%) ) (8.33%) | (74T%)
(6) Possession of unregistered pharmaceutical > ’ 1 5 4
product(s)
%ﬁ;ﬁ%@%‘{%%ﬁw%ﬁ (20%) (4550/0) (556%) (16680/0) (1482%)
(7) Possession of substance(s) to which the Antibiotics 0 0 0 1 5
Ordinance applies 0 0 0 0 )
B (i £ ) BRNDE ©%) | %)) (%) | (8:33%) | (7:41%)
(8) Possession for sale or for any purpose of trade
or manufacture goods to which a false trade 0 0 0 0 y
description was applied o o o o o
rEEREAEERRERATeaRAEEEe | 00 | @0 | 08 0% 1 G70%)
SN E m
(9) Possession for sale or for any purpose of trade or
manufacture goods to which a forged trade mark ’ 0 0 ] 0
was applied 0 0 0 ) 0
RERST AN NSRS EERABENE 10%) | %) | (%) | (8:33%) | (0%)
N EDD

BEREBRXRRSE

EIER 2024 £




Table & 12 (Cont’d) #8

(10) Failing to store poison(s) properly 1 3 3 2 3

REBREMITEEE (10%) | (13.63%) | (16.67%) | (16.68%) | (11.11%)
(11) lllegal sale of unregistered pharmaceutica

product(s) ; ; 2 o 2

4N ok AT T g 2 ) ) (0%) (0%) (11.11%) | (8.33%) | (11.11%)
(12) Selling Part 1 poison(s) without making an entry in

the poisons book 9 10 10 g 9

HER I BRNLERNESER (O%) | @55%) | (5.56%) | (%)) (0%
(13) Supplying / offering to supply false trade

description goods % 9 g 9 20

e B EERERERNBNER ©%) | (%) ] (0% (0% (7.4T%)
(14) Selling goods to which a forged trade mark was ’ 0 0 1 0

lied

L R BT B (10%) | (O%) ) (%) (8:33%) | (0%)
(15) Trafficking in dangerous drug 0 0 0 1 2

RERREY (0%) (0%) 0%) | (8.33%) | (7.41%)
(16) Failing to maintain proper record of dangerous 0 0 0 0 1

d

R A BRI %) | %) %) ) (0% (3.70%)
(17) Failing to maintain proper record of antibiotics 0 0 0 0 1

BEEREENMERLCH (0%) (0%) (0%) (0%) (3.70%)

* Some cases involve multiple nature of offences

*EHMERY RZERT



Statistical Tables and Charts
%Jl. n-l-.ie »ar b 4

Table 3® 12A

Disciplinary Inquiries into Authorized Sellers of Poisons in 2024

224 FHRAERESEHEGNLEMNEE

Possession for sale or for any purpose of Failing to store poison(s) llegal sale of unregistered

trade or manufacture goods to which a false properly pharmaceutical product(s)
trade description was applied REBEEHITGEESE FEESHE R MR 2 &
REENAMEENRERARMEBERE 1.11% 1.11%
BE@FENER
3.70% Supplying / offering to supply

false trade description goods

e / ERHEERERD

mat AN E @
7.41%

Possession of

substance(s)
to which the
Antibiotics
Ordinance applies
BR (MAEXRK
By BRANYE
7.41%
Trafficking in
dangerous drug
REGREY
Possession of 7.41%
unregistered

pharmaceutical Failing to maintain

. pro#dic\t(SL% proper record of
BEH AR MEER dangerous drugs

=]

R REREEEANG
14.82% EREEW) 42 8%
3.70%

Possession of poison(s) Sale of Schedule 3 poison(s) Sale of Part 1 poison(s)
included in Part 1 of the without the authority of a without the supervision of
Poisons List prescription a registered pharmacist/
EHEFERE1EIIE ERBEAEENBERTH proper supervision
CE==1 EMRITEE R A MR MmEE/ EE
7.41% 11.11% EENER THES 155
11.11%

EEEMERBEERR 2024 58 B




Table 3% 13

Number of Listed Sellers of Poisons in Hong Kong

BENYIBSEHEHHE

Number of listed sellers of poisons as at the end of the
year 4187 4170 4151 4143 4101
BEFRNIBSEEERHAE

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

BEEFENIBSEHFEEBTNE
4500 —
4000 1~
3500 —
3000 —
2500 —
2000 —
1500 —
1000 —
500 —
0 2020 2021 2022 2023 2024
Year 473

Table & 14

Applications for Licensing as Listed Sellers of Poisons

RERVI S S EHERER

Number of applications approved

BB 198 305 221 235 140

Number of applications rejected 0 0 0 0 0
EREREFHE
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Table & 15

Regulatory Control of Listed Sellers of Poisons

SIS SEHEFHIRE

Year F {3 2020 2021 2022 2023 2024
Number of inspections conducted
WS 3268 6 975 8385 8 348 8 326
Number of test purchases conducted > 144 1984 1948 2412 2 461
AEHH

Note: The numbers of inspections and/or test purchases in 2020 to 2021 were subject to the impact of the COVID-19
pandemic and the social distancing measures.
T 2020F 2021 EMNKER /KA BEHEXR 2019 B RSHREBRMREHEREE

Table 3= 16

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

ERXRSEEERYI B S EHEFRMOCETH

Number of cases
Disciplinary actions taken EES =]
RENAICEITH
2020 2021 2022 2023 2024
Removal from the list of listed sellers of poisons 0 0 0 1 0
I B EEERZERS
%s&e%);ﬁv%ttﬁgn warning > 4 0 5 0

Suspension of name from the list of listed sellers of
poisons for a specified period of time 3 0 1 4 1

EEmERII RS EEERREANER —RFH

The listed seller of poisons ceased operation before action
taken by the Board 1 0 0 0 0
ZIHEREEERRIACETHIEEESE

Total #82¢ 6 4 1 7 1

EEEBERSEGER 2024 £ 5 N




Table & 17

Disciplinary Cases regarding Listed Sellers of Poisons

Handled by the Pharmacy and Poisons Board
ERERSEEERREEAMY S SEHERNLERAE

(1) Sale of Part 1 poison(s) without the supervision
of a registered pharmacist/ proper supervision 2 0 0 1 0
giﬁéﬁﬁﬁﬂﬁ‘%mﬁﬂiﬁiﬁg/ BEEEMNBRTEE | (15.38%) (0%) (0%) (8.33%) (0%)
k=%
(2) Possession of Part 1 poison(s) 2 2 1 2 1
EHBIEFE (15.38%) | (15.39%) (50%) (16.67%) | (33.34%)
(3) Possession of unregistered pharmaceutical 3 1 ’ 3 1
product(s) 2310%) | (7.69%) | (50% 25%) | (33.33%
TEREERENES (23:10%) | (769%) | (50%) | (25%) | (33.53%)
(4) Possession of substance(s) to which the 0 0 0 5 1
Antibiotics Ordinance applies o o o o o
EH (R ZE) BRNYE (0%) (0%) (0%) (16.67%) | (33.33%)
(5) Possession of unregistered proprietary Chinese 0 0 0 5 0
medicine 0% 0% 0% | (16.67%) | (0%
BRI 2 %) %) (0%) ] (1667%) | (0%)
(6) Possession for sale or for any purpose of trade
or manufacture goods to which a forged trade > 5 0 0 0
mark was applied (15.38%) | (38.46%) |  (0%) (0%) (0%)
%;E;qﬁﬁﬂﬁﬁﬁi%uﬂ BrMERRRRE ' '
& Em
(7) Selling goods to which a forged trade mark was 4 5 0 ’ 0
fg"%dm AR (30.76%) | (38.46%) | (0%) | (8.33%) | (0%)
(8) Sale of Part 1 poison(s) 0 0 0 1 0
HES 1AL (0%) (0%) (0%) (8.33%) (0%)

*Some cases involve multiple nature of offences

B E RS R ZEFRT
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Table & 17A

: \d

Disciplinary Cases regarding Listed Sellers of Poisons in 2024

2024F RIS EHERVILEEE

Possession of substance(s)
to which the Antibiotics
Ordinance applies
BB (MERKL) BRN
wa
33.33%

Possession of unregistered

pharmaceutical product(s)
BERKTMENR D
33.33%

Table 3= 18

Issue of Wholesale Dealer Licences and Related Disciplinary Actions

Taken by the Pharmacy and Poisons Board

jHARMAC

Possession of Part 1

poison(s)

EEFNEE

33.34%

HEERENEERHERNERSEEERRIMVERLETE

Year {3 2020 2021 2022 2023 2024
Number of holders of wholesale dealer licences as at the
end of the year 786 854 931 1002 1032
BEFRNMEBERTEANEE
Number of wholesale dealer licences revoked/suspended ’ > 0 0 0
B Mt R RN B
Number of warning letters issued
BB ENHE > 2 3 © 3

BEREBERSEETIER 2024 1
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Table & 19

Disciplinary Cases regarding Wholesale Dealer Licences
Handled by the Pharmacy and Poisons Board
ERERSEEEREEREA F BBV ERESR

50

Number of counts (percentage)
Natuggéfg?ces* R (BRLE)
2020 2021 2022 2023 2024
(1) Exporting pharmaceutical products and
medicines not under and in accordance with ’ 3 0 0 0
an export licence (12.5%) | 42.84%) | (0%) (0%) (0%)
;ﬁﬁffﬂfﬁ%?&ﬁﬁﬂjD%?ﬂ%’éﬁ’x]%%ﬁﬁ%@ﬁ%ﬂ o o ° ’ ’
ENE
(2) Failing to keep proper record of pharmaceutical 0 0 0 1 0
products o o o o o
REEEBE QR EMNRETERS %) %) | (%) | (1667%) | (0%)
(3) Furnishing false or misleading information in ’ ’ 0 0 0
licence application 12.5% 14.299 0% 0% 0%
R ARt E RN Ay | (1257 | (429 1 (%) 1 (0%) | (0%)
(4) lllegal sale of unregistered pharmaceutical 1 1 3 3 5
g,gggggﬂ« < (12.5%) | (14.29%) | (75%) (50%) (50%)
(5) Importing pharmaceutical products and
medicines not under and in accordance with 5 0 0 0 0
an import licence o o o o o
AERBRARANNTENAETUALY (©25%) | (%) | (%) ] (%) | (0%)
PNE 2
(6) Possession for sale of goods to which a false 0 ’ 0 0 0
e . @0 w2 | 00 | 0w | ow
(7) Possession of pharmaceutical product which
was not registered for the purpose of sale, 0 0 1 ’ 1
distribution or other use
BME ARRRBEATETAGEmEN | 00 | O0 | @%) | (1666%) | (25%)
o
(8) Selling a drug with a label which falsely 0 y 0 0 0
rra iy E— 0%) | 429%) ) (0%) | (©%) ] (0%
(9) Unlawful supply of Poisons 0 0 0 0 1
FEEETE (0%) (0%) (0%) (0%) (25%)
(10) Contravening the conditions of a dangerous 0 0 0 ’ 0
drugs licence or certificate
2R BRENHFTEREBEORRES O | O ] O esm ) (0%)

*Some cases involve multiple nature of offences

“EERY &ZEFET

Pharmacy and Poisons Board of Hong Kong Annual Report 2024
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Disciplinary Actions Taken by the Pharmacy and Poisons Board

-

) i
.,,~-~7 g

Table 3% 20

Issue of Manufacturer’s Licences for Pharmaceutical Products and Related

B’HARMAC

ERNARNEBHBENRERHERN R RS EEERRIMAAERCETE

Year F{% 2020 2021 2022 2023 2024
Number of holders of manufacturer’s licences as at the
end of the year 69 67 65 61 63
BEFRNREBEREBANSE
Number of holders of manufacturer’s licences only
authorized to conduct secondary packaging of
pharmaceutical products as at the end of the year 46 45 43 40 41
BREFRAEBRELFERNRRIMEERFENRERER
FEAZE
Number of manufacturer’s licences revoked/suspended 0 0 0 0 0
BiF MR AR RNEE
Number of warning letters issued 0 ’ 5 5 ’
BHESENEE

Note: With effect from 1 October 2015, all licensed manufacturers were required to fully comply with the PIC/S GMP

Guide.
=t
g185| °

Table & 21

Disciplinary Cases regarding Manufacturer’s Licences
for Pharmaceutical Products Handled by the Pharmacy and Poisons Board

ERERSEEEREEAFENRARERHBNLERAE

H2015F 108 1 HEE > TEFMREFL AN ARG BRERREROEBNEEEEETER

Number of counts (percentage)
Nat{tg; t;; gges* R (ERE)
2020 2021 2022 2023 2024
(1) Contravention of the Code of Practice for
Licensed Manufacturer§ Iand Reglistered 0 ’ 0 ’ ’
R PR 0w | o | 0w [ essom | o
gdEaESis
(2) Contravention of the Good Manufacturing 0 y 5 5 0
Practice Guide 0% 509% 100%) | (66.67%) | (0%
BRAEEBER RS ©%) G0%) | (100%) | (66.67%) | (0%)

*Some cases involve multiple nature of non-compliances

HOERLSLRLZEER

BEEBXRSEEER 2024 £
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Table 3® 22

Number of Registered Authorized Persons and Related Disciplinary Actions
Taken by the Pharmacy and Poisons Board

AMAEREANABRBENERSECERRINNVEMLCETE

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

vear 149 153 153 149 152
aEE%&%%%%%LﬁE%%AM%E

Number of registered authorized persons for

secondary packaging manufacturers as at the end 94 93 93 87 88

of the year

BEFKREMRINBRREFNVEREARE

Number of registered authorized persons for
pharmaceutical manufacturers of advanced therapy
products as at the end of the year 6 10 10 12 12
ﬁxﬁ#?ﬁ%%ﬁﬁfim%bﬁmﬂ%%Aﬁ

Number of registration of authorized persons
cancelled or suspended 0 0 0 0 0

BB S0 B S i ASEAEE

Number of warning letters issued

Y e 0 3 0 ! !

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.

H: H2018F9R 14 HE  SRERIZEDHLATNEERBAATS (EEFRAEHEREANREM
BARABEMER KBEZIIERESD MINERS AT ELM -
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Disciplinary Cases regarding Registered Authorized Persons Handled by the

Pharmacy and Poisons Board

ERERSEEEREEAMAMAEREANLREE

HARMAC

v“.

Number of counts (percentage)

Nature of cases RE (Biptt)
BxRtE
2020 2021 2022 2023 2024
Contravention of the Code of Practice for Licensed
Manufacturers and Registered Authorized Persons 0 3 0 y ’
or condition of the registration o o o o o
B (FlenEmRE REEEAnETa) aam | 00 | (1000 1 0% 1 (100%) | (100%)
(F35
Table % 24
Registration of Pharmaceutical Products
EE R AR
Year F {3 2020 2021 2022 2023 2024
Number of registered pharmaceutical products as
atthe end of the year 15 396 15 028 14 704 14 463 14 314
BEFANTIMERNRDEE

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

BEEFRMEAMEARRHE

16 000
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12000
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BEREBERSEETIER 2024 1
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Table & 25

Amendments to Schedule 1 to the Pharmacy and Poisons Regulations in 2024

20247 75 (ZEHI R RBEMAH) MR WELIES

T

New Substances Added Tl A KIS

1. Adagrasib; its salts

P EREE  HEE AR

Atropine; its salts; when contained in pharmaceutical products
for human parenteral administration or pharmaceutical products
intended to be used for slowing the progression of myopia

2. | Andexanet alfa ZFER a

3. | Asciminib; its salts B e HEE
4. | Atogepant PUFEE

5.

RS KBS BRRBAEINAARS
BERGNE  NEAEE AR NRN
ERERNE

Belumosudil; its salts

B HEE

Bexarotene; its salts

BT HE S

< mm AR

R HEE

6

7

8. Capivasertib; its salts
9 Danicopan; its salts

BERAY LA

10. | Daridorexant; its salts

11. Delafloxacin; its salts; its esters; their salts

B
BEeE HEE
RADVE  HHE Bl ©fMNEs

12. | Efanesoctocog alfa

X NEMEI-a

13. | Elacestrant; its salts

XA HEE

14. | Eladocagene exuparvovec SRR R A
15. | Elapegademase YR NES
16. | Elranatamab BRINEE
17. | Epcoritamab XA ZER
18. | Etranacogene dezaparvovec MRS ATE

19. | Evocalcet; its salts; its esters; their salts

RRRE; HEH Hi8 eMNEE

20. | Fruquintinib; its salts

IREEE  LHEE

21. | Futibatinib; its salts

BEEE HEA

22. | Gallium-68; its salts; when contained in pharmaceutical products | $3-68; HEE¥E ; BEN B S EH & ARNE
23. | Germanium-68; its salts; when contained in pharmaceutical | $-68; HE g BE N B ST EH S RRNE

products

24. | Glutathione; its salts; its derivatives; when contained in products
for human parenteral administration

BOCHA HEE 1Ay BRRESEME
SHAAEBNRRAE

25. | Hemin; its salts; its esters; their salts

Hemin:; HEE38 HER%8 ©MMEER

26. | Iptacopan; its salts

PERH HHER

Pharmacy and Poisons Board of Hong Kong Annual Report 2024
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Table 3 25 (Cont’d) &

New Substances Added fill A §9 %74 &

27. | Item “Androgenic, oestrogenic and progestational substances, | “HE#E MU EHB2HEYBEU T~ ER “BEF
the following”, sub-item “Steroid compounds with androgenic or | M E S M SR 2 U Z/ERMNERE /AW ;
oestrogenic or progestational activity; their esters”, after “esters"— | EfREEE DB 2 Feig B ——

Add “; except when contained in a preparation intended to be | lIA"; B8 &7 4 2 T’FK@)%E’J%DHEQW
taken orally for contraceptive purposes only and each dose of the | A M B EBSBALZHRUTSENYE A
preparation contains not more than the following— B ——

0.15 mg of Desogestrel; 010ZRB_IHH;

3.00 mg of Drospirenone; 0.25Z 5 & IREEZER

0.05 mg of Ethinyloestradiol; 0152 R EE M

0.10 mg of Gestodene; 2502 MREZH

0.25 mg of Levonorgestrel; 0.05Z e kR IERS ;

2.50 mg of Lynoestrenol; 0. 50%%9&‘”5@@] ;

0.05 mg of Mestranol; 1.00Z 57 REEE

1.00 mg of Norethisterone; 3.00%%):'%@]

0.25 mg of Norgestimate; and 0.05Z e AIKIMERS 5 [

0.50 mg of Norgestrel” 0.25Z N5

28. | Item “Cannabinol and its tetrahydro derivatives; their 3-alkyl | “XFE} R EOEHTEY  EFN3- R ERBED
homologues; any ester or ether of any substance falling within this | {FAB It IBESEERNNY EMNEEE B E EE 71
item”, after “tetrahydro”— “ME" 1
Add “or hexahydro” MAEARE"

29. | Labuvirtide FAMERR

30. | Lecanemab WEREN

31. | Lenacapavir; its salts REME  LEE

32. | Loncastuximab tesirine BT EER

33. | Momelotinib; its salts EEBE HEE

34. | Naxitamab BEEENR

35. | Nirsevimab EEEEN

36. | Oclacitinib; its salts B EE EHE

37. | Odevixibat; its salts; its esters; their salts ?E%Eﬁ HERAE HEg4E ©fmEs

38. | Pegunigalsidase alfa BEh¥IEES

39. | Perflubutane 2/ Tkt

40. | Repotrectinib; its salts mgEe HEE

41. | Ritlecitinib; its salts NESERE HEE

42. | Ropeginterferon alfa-2b EETEZRA-20

43. | Roxadustat; its salts B e

44. | Savolitinib; its salts Exrele HEE

45. | Sebelipase alfa B 5 a

46. | Solriamfetol; its salts REIFHE HEME

47. | Somapacitan HAERE

48. | Stiripentol: its salts BB HEE

49. | Surufatinib; its salts RN HEE

50. | Talquetamab BELER

51. | Tirzepatide E®RBRK

52. | Tislelizumab BENREN

53. | Toripalimab Rrin R B

FEEEBXERSEETIER 2024 F£3

"HARMAC'
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Table 3 25 (Cont’d) &

New Substances Added Tl A KI5

54. | Tremelimumab HIZS RIS E

55. | Treosulfan; its salts HhEREF N, HEE

56. | Velmanase alfa #Ea

57. | Vosoritide REFIRK

58. | Vutrisiran; its salts FhEm AEH

Others Efth

1. | Chinese text, item"F St A ABBMEB R G WES (FABRE | PXXAREIFAARBNER R G TEE (fF
PUTMENEMNER  BELERERNESYRERIN, sub- | RBERED) U TDEXCMNESE BEERES
item “Z R E L — ENRESMRERINIEE ¥R DIE
Repeal “H" o
Substitute “E” BER% “H”

Ll B

2. | Chinese text, item “fESTAABNERR D WES(ERBRK | PX XA HEIFNAABNERRS MBS (1F
MUTHMEXEMNES BHELERERNESYARERIN, sub- | RBEBED)UTDEXCMNESE BHERES
item “Z BRI IR "— ZWESMRNERINIER  “CEIERDE —
Repeal “E” BERR B
Substitute “Bt” LA B

3. | Chinese text, item“BOF SFAABNER R D MBS (ERBYENK | PXXAHIFAABNELR D TES(F
MUTYWEREMNER BEFEEBEEXRNESYRERIN, sub- | BERED) U TDEXCMNES BHLERES
item “HZ MR EH"— ZNEEYMRERINEE  “WOBmIER 2B
Repeal “¥ 7 B S E " -

Substitute “HZ B S EB (EZERH)” Eis W BmaEn”
K WO BR AR (EAE/m)

4. | Chinese text, item “FEFERE AR ; HLEFAE"— R A EIEEL R R TR ——

Repeal “F” BERS “EE”
Substitute “Bt” LA B

5. ltem “Pharmaceutical products for human parenteral administration | “4t/E 5T A ABBMZERE T TES ((EAB UK
containing the following or their salts, as active ingredients, except | ) BT IFHNELE  BIREBEEENES
in mixture with insulin”— MRERINTERE ——
Repeal sub-item “Atropine” BEf% “PrIFEm" D IE

6. ltem relating to “Alkaloids"— ‘g IEE ——
Repeal the sub-item relating to “Nicotine” ERETEm(ERT)NAE
Substitute “Nicotine (except when contained in (a) chewing gum | 1L “@@(BH T)BUTEA—ERBEER
or lozenges, intended to be used in nicotine replacement therapy | 4h: (@) R H T BERELEMEA SBAEZRN
and containing not more than 4 mg of Nicotine per piece; or (b) | 42 EBE THOEENER S X (b)EARES
patches for external application, intended to be used in nicotine | T &R EIEMSNEEL B EAEB3-(1-FFEMIE
replacement therapy); any compound containing the chemical | f5e-2-2)IIE AL 22 4518 (TE R 72 E Bk
structure of 3-(1-methylpyrrolidin-2-yl)pyridine substituted to any | 28 #EURE B LAY
degree or without substitution”

7. ltem “Alkaloids, the following; their quaternary compounds; any | “E#iR0T ; BRI E D EmE T 5 &
salts, simple or complex, of any substance falling within the | BRI ERNBESEMERETEE  “AIFHR (B
following”, sub-item “Codeine, except substances containing not | 88 AR%ZR0.1%AFRNIDEBRINDIE ——
more than 0.1% of codeine”— B “AER BERBARLR01%AFRNYE R
Repeal “Codeine, except substances containing not more than | 7
0.1% of codeine” UL AR
Substitute “Codeine”

Pharmacy and Poisons Board of Hong Kong Annual Report 2024
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Amendments to Schedule 2 to the Pharmacy and Poisons Regulations in 2024

20247 15 (HEEIZE RBEMG) MK 2AEHAIEET

Others Hifth

1.

Item “Androgenic, oestrogenic and progestational substances,
the following”, sub-item relating to “Steroid compounds with
androgenic or oestrogenic or progestational activity; their
esters”—

Repeal everything in column 2

Substitute

“Multivitamin preparations (with or without minerals) containing not
more than the following in each dosage form—

0.01 mg of Ethinyloestradiol; and

2.50 mg of Methyltestosterone”

ERER EAREZFRVENT RE BY
BN E) Y E D ES R E 4
&% IR NR —
FEIREE 2P AT TR

KU SEAEERSRUTIENYENSE
Mt RE(ARARASBEVENAISIBENE)

2.50%%5’9&'%%@@ N
0.01Z R RIEES "

Item “Nicotine”"—

Repeal everything in column 2

Substitute “Tobacco in any conventional smoking product (as
defined by section 2(1) of the Smoking (Public Health) Ordinance
(Cap. 371))"

"ER(ehT)EE —
EREE2RPHNRAETE

R “ERTEER((RERQREE)E) (B
SNB)F2(NRFIAEE)PHER"

BE

ERXRSEEER 2024 £
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Table & 27

Amendments to Schedule 3 to the Pharmacy and Poisons Regulations in 2024

202445 75 (B £ R B BAGI) M 3ME L9 EET

New Substances Added Tl A KIS

1.

Adagrasib; its salts

P EREE  HEE AR

2. | Andexanet alfa THESR o

3. | Asciminib; its salts fEEMm: HEE

4. | Atogepant 4T+

5. | Atropine; its salts; when contained in pharmaceutical products | FiI#E & 2B BRP B SIEAT ST A AERN
for human parenteral administration or pharmaceutical products | ZE%| & G RN © SV S 78 58 B 78 48 448 IR AY
intended to be used for slowing the progression of myopia B RANE

6. | Belumosudil; its salts Hirm s BB

7. Bexarotene; its salts Hp#)T HEEsg

8. | Capivasertib; its salts RICEE HEE

9. | Danicopan; its salts Eler s

10. | Daridorexant; its salts ELEE HEE

11. | Delafloxacin; its salts; its esters; their salts EADYE  HEE HEF S cfMmEE

12. | Efanesoctocog alfa X MERI-a

13. | Elacestrant; its salts Xy HEE

14. | Eladocagene exuparvovec SRR R A

15. | Elapegademase YR NES

16. | Elranatamab BRINEE

17. | Epcoritamab XA ZER

18. | Etranacogene dezaparvovec MRS ATE

19. | Evocalcet; its salts; its esters; their salts KRB BB HigE ©MmES

20. | Fruquintinib; its salts IKIERE HEE

21. | Futibatinib; its salts REER HESE

22. | Gallium-68; its salts; when contained in pharmaceutical products | $3-68; HEE¥E ; BEN B S EH & ARNE

23. | Germanium-68; its salts; when contained in pharmaceutical | $-68; HE g BE N B ST EH S RRNE
products

24. | Glutathione; its salts; its derivatives; when contained in products | EbtH K HE 8 H474Y  BRERESEMHE
for human parenteral administration FAABNRRAAE

25. | Hemin; its salts; its esters; their salts Hemin; HE8 48 HEg48 vV

26. | Iptacopan; its salts FPLAH HEESE

27. | After item “Cannabidiol; its salts; when contained in | ZE“Kfif _f; HEH BRNEBSEEBERA
pharmaceutical products’— EBIEE B —
Add “Cannabinol and its tetrahydro or hexahydro derivatives; their | flIA “X iR EH UG NELTEY  ©FRI3-1
3-alkyl homologues; any ester or ether of any substance falling | Z[RZ&%) ; (T8 Lt I8 &5 B A AV )8 79 B 18 3% B
within this item” 8

28. | Labuvirtide HAMER

29. | Lecanemab mEREN

30. | Lenacapavir; its salts REBHE  HELE

31. | Loncastuximab tesirine EHEEEN
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vg.

New Substances Added fll A #9 %74 &

32. | Momelotinib; its salts REER  HES

33. | Naxitamab BEZER

34. | Nirsevimab EEZER

35. | Oclacitinib; its salts BAER AEE

36. | Odevixibat; its salts; its esters; their salts REEES HEE HE5 S cMmNEE

37. | Pegunigalsidase alfa BH¥IRERQ

38. | Perflubutane 28Tk

39. | Repotrectinib; its salts iﬁjt%*):'b HEH

40. | Ritlecitinib; its salts MNESEER HEE

41. | Ropeginterferon alfa-2b EEF‘:F?E%O -2b

42. | Roxadustat; its salts LT HEE

43. | Savolitinib; its salts BRERE: E@i

44. | Sebelipase alfa BEERA

45. | Solriamfetol; its salts R HEH

46. | Somapacitan HAERE

47. | Stiripentol; its salts AL HEE

48. | Surufatinib; its salts RNER HEE

49. | Talquetamab BETER

50. | Tirzepatide E®AK

51. | Tislelizumab BEANKER

52. | Toripalimab K53 R B4

53. | Tremelimumab HHZSRI L E

54. | Treosulfan; its salts HHEATIL HEAE

55. | Velmanase alfa HEMa

56. | Vosoritide REFIFK

57. | Vutrisiran; its salts KthER HES
FEEEBEIRSEEER 2024 £/




Table & 27 (Cont’d) &

Others Hiftt

1.

ltem “Androgenic, oestrogenic and progestational substances,
the following”, sub-item “Steroid compounds with androgenic or
oestrogenic or progestational activity; their esters”—

Repeal “Steroid compounds with androgenic or oestrogenic or
progestational activity; their esters”

Substitute “Steroid compounds with androgenic or oestrogenic
or progestational activity; their esters; except when contained in a
preparation intended to be taken orally for contraceptive purposes
only and each dose of the preparation contains not more than the
following—

0.15 mg of Desogestrel;

3.00 mg of Drospirenone;

0.05 mg of Ethinyloestradiol;

0.10 mg of Gestodene;

0.25 mg of Levonorgestrel;

2.50 mg of Lynoestrenal;

0.05 mg of Mestranol;

1.00 mg of Norethisterone;

0.25 mg of Norgestimate; and

0.50 mg of Norgestrel”.

‘MR MEREEZHRYBEN T ER ——
Bl “EEMREERANE N RNENTED
efMIiEE
BEEBPERIMRERN B YR ERNERRE
) e E"

K BEEHRRDMEREXN BB ERNERE
EBey: eMNEE BNESERIAFES
BREOREHA MZEREHSEALRU
TAENME AEFIIN ——
0.10Z eI 5 IHER

0.252 52 B9 e (R4 Z2 0 5

0.15ZRMNELEZH

2.50Z B FI R Z2ER ;

0.05Z THILR MRS 5

0.502 IR FEZRER 5

1.002 ST HIRFEER ;

3.002 52 HY R IR ER ;

0.05Z A IES &

0.25Z e EE 52 B8

E;fﬁt&i%&%f’ﬁm FIE ¥ E=M0T4EY  efe
[kl

Chinese text, item“f#Z 57 A ABBMZER S & W8S (1EAB WK
MUTHEREMNELE BEEBEEENEASYRERIN, sub-
item “ZBE¥ Bt & EE"—

Repeal “f”

Substitute “Et”

XA HE ST AANBRER R & RS (F
RAEVRRNATDERCFNESR BELRS
ZWEAMAERINIER CEFMAR DA

o
1L B

Chinese text, item “#EF 5T AABNEEE G TES ((FRB K
MUTHEREMNELE BEEBEEZNESYRERIN, sub-
item “Z B BE " —

Repeal “F”

Substitute “Et”

PR FEFAANEBNER R R TR (F
RAEMRD)ATDEREMNES BEERS
RNEBMAERINIEER  CEER"DE —
EEfx “H"
KL B

Chinese text, item“$t/E 5 A AR ZEBE S MBS (ERBRK
MUTVEXCMNELE  BEEBEEXRNWEAYRERIN, sub-
item “¥ O R E " —

Repeal “¥ 7 B & £ "

Substitute “H OB R AR (HEHE5H)"

X XA BEFAANBNER R R WES (F
RAEMKRD)ATHERCFINESR BELES
ZWREAWABRINIAR "HIHBRER DA

B W B R
R "5 7 B ) (B S5

Chinese text, item “EIEBRIR  HE2E"—
Repeal “F”
Substitute “ft”

P A EI R HERTEE —
'ﬁﬁ llmn
KL B

Item “Pharmaceutical products for human parenteral administration
containing the following or their salts, as active ingredients, except
in mixture with insulin"—

Repeal sub-item “Atropine”

OESAANBHERR R MBS (FRBMK
DMUTHERCMHNES EERRERNES
MRERINTEE ——

B “MEm 2R
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Table 3% 28

Amendments to Schedule 10 to the Pharmacy and Poisons Regulations in 2024

2024F E (BB X RSEMRG) M R10{ELAIERT

"HARMAC'

New Substances Added fill A 89 %74 &

1. | Adagrasib; its salts fZEE HEE

2. | Andexanet alfa ZHER a

3. | Asciminib; its salts fEEm: K

4. | Atogepant (ClEzer=pes

5. | Belumosudil; its salts HEpmm A8

6. | Bexarotene; its salts BT HEE

7. Capivasertib; its salts RCes; HEH

8. | Danicopan; its salts Eem HEE

9. | Daridorexant; its salts i%%z@*a* s HERA

10. | Delafloxacin; its salts; its esters; their salts T\/ W HES HERE eAmES

11. | Efanesoctocog alfa FLgE MR VI

12. | Elacestrant; its salts XHaralgts E?ﬁ%i

13. | Eladocagene exuparvovec NRIKRE

14. | Elapegademase g vz

15. | Elranatamab BRINZE T

16. | Epcoritamab XA B

17. | Etranacogene dezaparvovec IR ATE

18. | Evocalcet; its salts; its esters; their salts IR HEE gk TpEs

19. | Fruquintinib: its salts KEEfE HEE

20. | Futibatinib; its salts REEBRE HEg

21. | Gallium-68; its salts; when contained in pharmaceutical | $5-68; HE  BRNBSETEHERZRNE
products

22. | Germanium-68; its salts; when contained in pharmaceutical | $%-68; HEI%E ; B[R RN A ST LM & BRNE
products

23. | Glutathione; its salts; its derivatives; when contained in | Bt E AL HE8E 48 ET4EY  BRABSEMHESA
products for human parenteral administration AR W%

24. | Hemin; its salts; its esters; their salts Hemin; HEI%E; HEg RS

25. | Iptacopan; its salts FELRH HEE

FEEEBEIRSEEER 2024 £/
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Table 3% 28 (Cont’d) &

New Substances Added T A BI85

26. | ltem “Androgenic, oestrogenic and progestational substances, | “## & WX N2 EY BT EE BB EY
the following”, sub-item “Steroid compounds with androgenic | R M XX B R EERNEEE(LEY  ©MAES
or oestrogenic or progestational activity; their esters”, after | 8”218 {5 Bg 8" w8 —— N
“esters’— MA BnBasEHE UFRZANEORRE A
Add *“; except when contained in a preparation intended to be | MBS H SEARLHRUTAENYE  BIB G5
taken orally for contraceptive purposes only and each dose of | ——
the preparation contains not more than the following— 0152 RMNELZE
0.15 mg of Desogestrel; 0. 102 Z_IHER ;

3.00 mg of Drospirenone; 0.25Z eI IREEE2ER ;
0.05 mg of Ethinyloestradiol; 2502 " HIFRZE ;
0.10 mg of Gestodene; 3.00Z = HIJE IRER 5
0.25 mg of Levonorgestrel; 0.05Z IR IEES
2.50 mg of Lynoestrenol; 0.50Z 7 FIRFEZ2E 5
0.05 mg of Mestranol; 1.00Z 5 FIRFAER 5
1.00 mg of Norethisterone; 0.05Z 5 MEME : &
0.25 mg of Norgestimate; and 0.252 = S E"
0.50 mg of Norgestrel”

27. | ltem “Cannabinol and its tetrahydro derivatives; their 3-alkyl | “A i N ENSLTEY)  TAMN3-IRERREY £
homologues; any ester or ether of any substance falling within | Bt IEBSBE NN ENEEENBETER F' N8 2
this item”, after “tetrahydro”— ®H—

Add “or hexahydro” mAgg”

28. | After Item “Salicylamide; its salts; when contained in | 2B FNAZ R BILWRARDE s ©FNE
pharmaceutical products”— H eMEEMEMDE e BE B —
Add “Steroid compounds with androgenic or oestrogenic | IIA “BEHEMRZREERAFRZERNEERBL
or progestational activity; their esters; when contained in | % EFMHEEE ERVESEFELITHAHE
a preparation intended to be taken orally for contraceptive | A& & H 2 # ERZANORKE BEHSE
purposes only and each dose of the preparation contains not | REZHRLUTABHNE ———
more than the following— 0.15ZERMERZRIE:

0.15 mg of Desogestrel; 0102 M5 _IHE ;
3.00 mg of Drospirenone; 0.25Z2 "N RFHESE 5
0.05 mg of Ethinyloestradiol; 2. 502 IR Z2E 5
0.10 mg of Gestodene:; 3.00Z 5 HIJE 1RER 5
0.25 mg of Levonorgestrel; 0.05Z = IR IEES
2.50 mg of Lynoestrenol; 0.50Z ST IR FEZ2ER ;
0.05 mg of Mestranol; 1.00Z T IR FEER ;
1.00 mg of Norethisterone; 0.05= e I MRS 5 K2
0.25 mg of Norgestimate; and 0.25Z " S EE"
0.50 mg of Norgestrel”

29. | Labuvirtide B

30. | Lecanemab mEREN

31. | Lenacapavir; its salts REMHE  HELE

32. | Loncastuximab tesirine BHREEER

33. | Momelotinib; its salts REBRe HER

34. | Naxitamab BEZER

35. | Nirsevimab JeEEEH

36. | Oclacitinib; its salts BREE HEH

37. | Odevixibat; its salts; its esters; their salts REEES; BB A8 eMNEE

38. | Pegunigalsidase alfa BH¥IREE

39. | Perflubutane 28Tk
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Table 3% 28 (Cont’d) &

New Substances Added TN A KI ¥ 1E

40. | Repotrectinib; its salts mEEke HEE
41. | Ritlecitinib; its salts AEEEe HEE
42. | Ropeginterferon alfa-2b EETHEERA-20

43. | Roxadustat; its salts Y Eih AR
44. | Savolitinib; its salts BREE KB
45. | Sebelipase alfa eHEMA

46. | Solriamfetol; its salts R HEE
47. | Somapacitan MAERE

48. | Stiripentol; its salts

AEKEE KA

49. | Surufatinib; its salts

RNEfE HHEE

50. | Talguetamab BEFEBEN

51. | Tirzepatide BB

52. | Tislelizumab BEANKER
53. | Toripalimab P & A B

54. | Tremelimumab EZ‘E%UEE?

55. | Treosulfan; its salts HHEEFIL s HEE
56. | Velmanase alfa #SMa

57. | Vosoritide REFIRL

58. | Vutrisiran; its salts KehEm HEE

BEEEBRRS

EEIER 2024 £
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Table 3% 28 (Cont’d) &

Others Hfth

1.

Chinese text, item“#HF GFAABNEBR G UBE (ERBRK
MUTHWEREMMELSE BHELEESRIVESWAERIN, sub-
item “Z B B & B "—

Repeal “fi"

X XA BOEFAABNER R R WES (F
RAEMBD)UTHDEXEMNESR BREERS
ZNEEYABERINER " CHF IR DR

_—

Substitute “E”
Ll B

2. | Chinese text, item “BOF FHAANBNEBR D UEEEABYR | PXIARMWISGSAABNENR R B (F
MUATHEXEMNEE  BEEREZNESDAELRIN, sub- | RBURD)UTHEREMNESR BHEHERS
item “Z BRI R "— ZWESYMRNERINIER  “ZHIERDE —
Repeal “E&” BEfg “ER”

Substitute “Et” KL “BE”

3. | Chinese text, item“BF SFAABNER R DT UWBES(FRBYN | PXXAHIFAABNELR T LA (fF
MUTVWEREMNER BEFEEBEEENESYRERIN, sub- | BBERED) U TYEXCMMES BHLERES
item “HZ R EH"— ZNEEYMRERINEE  WOBmIER 2B
Repeal “¥ B E )" —

Substitute “HWZ B EB (EHERE)" Eig W BmaEn”
KL BB EM (EASE)

4. | Chinese text, item “FEFERE AR ; HETAE"— A AR EIEEL f R THE ——
Repeal “Ei” BEfR B
Substitute “Bt” LA B

5. | Chinese text, item “SZBMAER EHEE BERNEBETEBNE R | PXXRHIMEED HEH BRNESHTE
RNE", after “HZ R EH"— ZREQRNEEE T HIBEER B —
Add “(EZERE)" A “(EZAERE)"

6. ltem “Pharmaceutical products for human parenteral administration | “ft= 5t A ABERIEEE &L % B S (1EAB AL
containing the following or their salts, as active ingredients, except | M)A T EHEMNER  BEHEBEEENES
in mixture with insulin"— MRERINTEE ——
Repeal sub-item “Atropine” EfR MR E

7. ltem relating to “Alkaloids"— VRN IEE ——
Repeal the sub-item relating to “Nicotine” BB EmR(Eh T ) NAE
Substitute “Nicotine (except when contained in (a) chewing gum | ftLL “EfR (B T)(BUATEM—IBEFRES &R
or lozenges, intended to be used in nicotine replacement therapy | 4h:(@)@BREG T EREELMER SBAZN4
and containing not more than 4 mg of Nicotine per piece; or (b) | 2% /EHa T WOEFENEE (D) EAREET
patches for external application, intended to be used in nicotine | B EERIMNEE ) ERAESE3-(1-BEMK
replacement therapy); any compound containing the chemical | ft-2-55) 02 AY(b B2 45 1 (1T (E AT A2 _E B 2%
structure of 3-(1-methylpyrrolidin-2-yl)pyridine substituted to any | /28 #EUE)BLEY”
degree or without substitution”

8. | Item relating to “Pharmaceutical products retailed in the form as | B P XA EUERHENRE T EREE 2 "

supplied by the manufacturer”, paragraph (e)—

Repeal the sub-item relating to “Nicotine”

Substitute “Nicotine (except when contained in (a) chewing gum
or lozenges, intended to be used in nicotine replacement therapy
and containing not more than 4 mg of Nicotine per piece; or (b)
patches for external application, intended to be used in nicotine
replacement therapy); any compound containing the chemical
structure of 3-(1-methylpyrrolidin-2-yl)pyridine substituted to any
degree or without substitution”

EE (e) ——

BT ER(ESTT) DA

R “BR(EeaT))(EUTEM—RAESER
Sh(aBEMRES T BREEMEBR B ARZN4
EREETHOBEEIERE HO)BRRETT
BREENINAEM ) EASH3-(1-REMR
Fe-2-25 LI AL B 45 48 (TR 72 [ EAERAN S
RREEBRRE)NEEY”
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Number of Certificates for Clinical Trial/ Medicinal Test issued as at the end of

the year
Year £ {3 2020 2021 2022 2023 2024
Number of Certificates for Clinical Trial/Medicinal
Test issued as at the end of the year 336 334 260 258 273
BEFRERNERR/ZEYRHEBREHE

Number of Certificates for Clinical Trial/Medicinal Test issued as at the end of the year

BEFRERNENGR/EMAHEBBAEHNE
400 —
300
200 —
100 —
0
2020 2021 2022 2023 2024
Year /7
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