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Message fromr therChairman
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The Pharmacy and Poisons Board (“the Board”) has undergone
another fruitful year in 2018 as the Board continued to effectively
discharge its statutory responsibilities under the Pharmacy and
Poisons Ordinance (Cap. 138, Laws of Hong Kong). | look back
with gratitude at what we have accomplished during the year.

As antimicrobial resistance (“AMR”) is a global public health
concern that requires concerted efforts to tackle, the Board has
been actively implementing the strategic interventions proposed
in the "Hong Kong Strategy and Action Plan on Antimicrobial
Resistance (2017-2022)”. These include stepping up the
inspection against authorized sellers of poisons and enhancing
test purchase of antimicrobials against medicine retailers. In
2018, the Board reviewed the disciplinary actions taken against
various licensees who were convicted of offences related to sale
of antimicrobials and decided to intensify the deterrent effect.

One of the latest medical advancements in recent years is the
development of advanced therapy products (“ATP”), which include
somatic cell therapy products, tissue-engineered products and
gene therapy products. While these products are used as drugs
for treatment of various maladies, their nature and risks are
different from conventional pharmaceutical products. As such,
the Government launched a public consultation in 2018 with a
view to amending the Pharmacy and Poisons Ordinance (Cap.
138, Laws of Hong Kong) for imposing suitable and balanced
regulatory controls over ATP. In parallel, the Board has been
actively engaging with the relevant stakeholders and formulating
appropriate control measures and requirements for these
products by making reference to international practices. These
include Good Manufacturing Practice compliance, qualification
requirements of the authorized persons as well as labeling and
record-keeping requirements for ATP.

In order to expedite the registration of pharmaceutical products
containing New Chemical or Biological Entity (collectively named
as “NCE”) so that they can be available in the market as early
as possible and hence benefit more patients in need, the Board
introduced the “Enhanced Procedures for Registration of New
Drugs” (“Enhanced Procedures”) in June 2018. In the past, the
Board commenced the legislative amendment procedures only
after the approval of registration of a certain pharmaceutical
product containing NCE. The Enhanced Procedures further
streamline the registration process by proceeding with the
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legislative amendment procedures once an application for
registration of pharmaceutical products with NCE is received,
or when a new drug with NCE is listed in a public medical
assistance programme.

For better protection of public health, the Board has continuously
monitored and reviewed the safe use of medicines in the market.
In this connection, the sales restriction of pharmaceutical products
containing citicoline, which is used for treatment of cognitive and
neurological disorders, has been strengthened by re-classifying
them as prescription drugs with effect from 19 October 2018.

| would like to take this opportunity to express my heartfelt thanks
to all those who have supported and stood by us, including our
Board Members, professionals in the pharmacy industry and
our community partners. As we step into another year, the
Board will continue to perform its duty with tenacity, promoting
further enhancement of professionalism, drug safety and
pharmaceutical services.

Dr CHAN Hon-yee, Constance, JP
Chairman
Pharmacy and Poisons Board
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This annual report covers the calendar year 2018. Through this
report, the Pharmacy and Poisons Board (“the Board”) aims
to keep all registered pharmacists and interested parties in
the pharmacy profession posted on the functions and work of
the Board during the year. A brief summary of the work of the
Pharmacy and Poisons Appeal Tribunal (“the Appeal Tribunal”)
established under section 30 of the Pharmacy and Poisons
Ordinance is also included.

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

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

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

182 Queen’s Road East

Wanchai, Hong Kong

Facsimile: (852) 2527 2277
Telephone: (852) 2527 8418
E-mail address : ppb@dh.gov.hk
Website: www.ppbhk.org.hk
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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:
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the Director of Health (Chairman);
the Government Chemist;

the Assistant Director of Health in the
Drug Office of the Department of Health;

a medical officer in the Department of Health;

a legal adviser;

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

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

three registered pharmacists (not being public officers)
nominated by the Pharmaceutical Society of Hong Kong; and
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 2018 was
as follows:
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Dr GHAN Hon-yee, Constance, JP (Chairman)
Dr SIN Wai-mei, Della, JP

Mr CHAN Ling-fung, Frank

Dr CHIU Pui-yin, Amy, JP

Mr WONG Wai-hung, Geoffrey (Legal Adviser)
Dr LEUNG Pak-heng, George

Professor ZUO Zhong, Joan

Mrs CHENG, Mary Catherine

Mr WONG Hing-mang, Matthew

Mr YAU Fuk-loi, Rico

Dr SO Yui-chi

Secretary
Ms LAl Yuk-wan, Lisa
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The Board is established under section 3 of the Pharmacy
and Poisons Ordinance to carry out the following functions in
accordance with the provisions of the same Ordinance and its
subsidiary legislation:

@

(f)

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

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

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

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

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

registration and classification of pharmaceutical products.

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

(if)

Membership as at 31 December 2018
Dr LEUNG Pak-heng, George (Chairman)

Dr SIN Wai-mei, Della, JP

Mr CHAN Ling-fung, Frank

Dr NG Ping-sum, Sammy

Ms CHU Kwok-pui, Jody

Professor LEE Wing-yan, Vivian

Dr WONG Siu-ming, Raymond

Ms TANG Suk-man, Alice (Secretary)

Functions

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

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

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

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

(d
e

oversee the setting and marking of examination papers;

- =

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

(i)

Poisons) Committee

Membership as at 31 December 2018
Mr CHAN Ling-fung, Frank (Chairman)

Mr FONG Wing-kai, Guy

Ms LAU Kar-yee, Lucia

Ms LEUNG Chau-yung, Catherine

Mr MUI Cheuk-nang, Kenny

Ms TANG Mui-fun

Mr YAU Fook-wing, Edward William

Mr CHAN Hung-kin, Clive (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

(i)

Licences) Committee

Membership as at 31 December 2018
Mr CHAN Ling-fung, Frank (Chairman)

Mr CHENG Kit-man, MH

Mr CHEUNG Yiu-kwong, Alex

Mr CHIU Kwok-leung, Philip

Mr WONG Chi-yin, Andrew

Mr WONG Hing-man

Mr NG Wai-kit, Grant (Secretary)
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(i) Functions
In accordance with regulation 26 of the Pharmacy and Poisons

Regulations, the Pharmacy and Poisons (Wholesale Licences)
Committee is established to:

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

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

(4) Pharmacy and Poisons (Manufacturers
Licensing) Committee

() Membership as at 31 December 2018
Mr CHAN Ling-fung, Frank (Chairman)
Dr CHENG Celine Heung-kwan
Dr CHEUNG Yan-ting, Kara
Professor LEE Wai-yip, Thomas
Dr MAK Yin-fong
Mr TSE Kin-on, Andrew
Dr WONG Sai-yin, Samson
Dr WONG Yiu-chung
Dr YEUNG Shu-ying, Ken
Mr YEUNG Yee-fai, Raphael (Secretary)

(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:

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

suspend a licence to manufacture pharmaceutical products
for a specified period, issue warning letter(s) to the licensed
manufacturer or vary a condition of the licence to manufacture
pharmaceutical products in the circumstances specified in
regulation 29 of the Pharmacy and Poisons Regulations;

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

Membership as at 31 December 2018
Mr CHAN Ling-fung, Frank (Chairman)
Professor CHIM Chor-sang

Dr HO Chin-ho, Kenny

Dr HO King-man

Professor LOONG Ho-fung, Herbert
Dr NG Fook-hong

Professor TO Kin-wah, Kenneth

Dr TO Kwong-yuk

Mr WONG Yik-cheong, Anthony

Mr YIM Tsz-kok, Michael (Secretary)
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(i) Functions

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

(6) Poisons Committee

(i)

(a)

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;

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

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

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.

Membership as at 31 December 2018
Dr SIN Wai-mei, Della, JP (Chairman)

Mr CHAN Ling-fung, Frank

Mrs CHENG, Mary Catherine

Dr LEUNG Pak-heng, George

Dr SO Yui-chi

Mr WONG Hing-mang, Matthew

Ms TANG Suk-man, Alice (Secretary)
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(i) Functions
The Poisons Committee is set up under section 31 of the
Pharmacy and Poisons Ordinance to advise the Board on the
classification and distribution of poisons in Part 1 and Part 2 of
the Poisons List and matters relating to the control of poisons and
pharmaceutical products, including:

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

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

(7) Pharmacy Internship Training Committee

(i) Membership as at 31 December 2018
Professor ZUO Zhong, Joan (Chairman)
Mr CHAN Ling-fung, Frank
Mr CHENG Kit-man, MH
Mr CHEUNG Yiu-kwong, Alex
Ms HSUEH Cheung-mei, Vivian
Dr LAU Sze-ngar, Grace
Dr LEUNG Pak-heng, George
Mr LOK Wing-huen, Winham
Dr NG Ping-sum, Sammy
Professor TO Kin-wah, Kenneth
Dr TO Kwong-yuk
Mr WONG Ka-kin, Andy
Ms TANG Suk-man, Alice (Secretary)
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(i) Functions
The Pharmacy Internship Training Committee is set up under the
Board to:

(@) assist the Board in the registration of internship training

institutions and preceptors;

(b) 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;

(e) liaise with internship training institutions and with preceptors

on matters pertaining to internship training as necessary; and

(f) 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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(1)

(if)

(i)

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) non-local applicants 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 2018. A total of 62
applicants cumulatively passed all the three subjects in the
year 2018.

The results of these two registration examinations are shown in
Table 1. Figures for the years 2014 to 2018 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.
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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 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.

Practising Certificates

All practising pharmacists must obtain a practising certificate
annually in accordance with section 10A of the Pharmacy and
Poisons Ordinance. A total of 2 890 registered pharmacists were
issued with practising certificates in the year 2018. Statistical
data regarding registration of pharmacists and breakdown of
fresh registration, removal from the register and re-registration of
pharmacists for the years 2014 to 2018 are shown in Tables 2
and 3.

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 written warning, censure to removal
from the register of pharmacists for a specified period of time.
A more detailed account of the set-up and work of Disciplinary
Committees is given in pages 24 to 26 of this report.

Statistical data regarding disciplinary actions taken by the Board
in respect of registered pharmacists in the years 2014 to 2018
are shown in Tables 4, 5 and 6.
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(2) Licensing and Regulatory Control of Retail

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

Authorized Sellers of Poisons: Licensing

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

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

The ASP must apply for renewal of registration annually. All
records of an ASP will be taken into account when the Board
assesses the 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 641 ASPs registered in Hong Kong as at end of
year 2018. Statistical data regarding the total number of
ASPs, applications for registration and renewal of registration
of premises of an ASP in the years 2014 to 2018 are shown in
Tables 7 and 8.
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(i) Authorized Sellers of Poisons: Discipline

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

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

Eleven inquiries were held in the year of 2018 and all of the
ASPs concerned were found guilty of misconduct. Three
ASPs were issued with written warning whilst seven others
were disqualified from being an ASP for a period of time. The
remaining ASP lodged an appeal against the decision of the
Disciplinary Committee.

For minor infringement, if the pharmacist of the ASP concerned is
directly involved in the case, the Board may direct the proprietor/
director and duty pharmacist of the ASP to be interviewed by the
Assistant Director (Drug) of the Department of Health and the
Secretary of the Board to give them verbal cautions. On the other
hand, verbal caution may be given to the director/proprietor in the
presence of the pharmacist when the pharmacist is not involved
in the case. A total of five such interviews were held in the
year 2018.

The number of inspections and test purchases conducted by
pharmacist inspectors against ASPs in the years 2014 to 2018 is
shown in Table 9.

Statistical data regarding disciplinary cases handled by the
Board in respect of ASPs in the years 2014 to 2018 are given in
Tables 10, 11, 12 and 12A.
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(i)

(iv)

Listed Sellers of Poisons: Licensing

Alisted 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 3 937 LSPs as at end of year 2018. The number of
licensed LSPs in the years 2014 to 2018 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. His name
will be removed or suspended for a period specified by the Board
from the list of LSPs if the Board considers him not a fit and
proper person to continue the retail business of Part 2 poisons.
For minor infringement, the Board may issue a written warning to
the LSP concerned.

The number of inspections and test purchases conducted by
pharmacist inspectors on LSPs in the years 2014 to 2018 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
Wholesalers and Manufacturers

i)

(if)

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.

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

authorized persons only.

There were 770 holders of licensed wholesale dealers as at end
of year 2018. Statistical data for the years 2014 to 2018 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 are properly kept.
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The manufacture of pharmaceutical products must be
supervised by a registered pharmacist or persons with such
other qualifications as approved by the Board. A manufacturer
must also ensure that at least one authorized person is
employed to be responsible for ensuring and certifying that
the pharmaceutical products are manufactured in accordance
with the Pharmaceutical Inspection Co-operation Scheme
Good Manufacturing Practice (“PIC/S GMP”) Guide and
registration requirements.

There were 71 holders of a manufacturer’s licence as at end
of the year 2018, and all of them were required to comply with
the GMP Guide with effect from 1 October 2015. Among the
71 holders, 48 holders of them were authorized to conduct
secondary packaging of pharmaceutical products only. Statistical
data for the years 2014 to 2018 are given in Table 19.

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 by or on

behalf of the Committee in carrying out an inspection at the
manufacturing premises.
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A registration certificate will be issued on registration, and will be
subject to any conditions the Committee thinks fit to impose. The
applicant will also be advised of the classification of the product.

There were 17 323 registered pharmaceutical products in
Hong Kong as at end of year 2018. The number of registered
pharmaceutical products as at the end of the years 2014 to 2018
is shown in Table 20.

Classification of Pharmaceutical Products

On the advice of the Poisons Committee, the Board determines
and reviews the classification and distribution of pharmaceutical
products in the Poisons List and regulates their control by
posing further restrictions on their sales through the provision
of Schedules 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

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

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

Regulations medical practitioner, registered
dentist or registered veterinary
surgeon.

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

Poisons included in Part of poisons and authorized sellers
2 of Schedule 10, i.e. of poisons without the supervision
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 Provisions

Schedule 2 providing for certain articles
to be exempted from some of
the provisions of the Pharmacy
and Poisons Ordinance and
the Pharmacy and Poisons
Regulations

Schedule 4 setting out the statement of
particulars as to proportion of
poisons in certain cases

Schedule 5 prescribing the labelling
requirements for certain
poisons

Schedule 6 listing out certain poisons

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

Schedule 7 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 the year 2018 are shown in
Tables 21 and 22..
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Membership,and EUNCtionS*oTathE

Disciplinary: Committee

o fe 2= = Y VS A2 Bei BE

(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 2018, the Chairman of the Disciplinary Committee
was Dr CHIU Pui-yin, Amy, JP, Deputy Director of the Department of
Health. Registered pharmacists who had served as members in the
year 2018 included:

Mrs CHAN LAU Charm-ming
Mr CHAN Yat-ming

Ms CHAN Yin-yin, lvy

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

Ms CHEW Leng-leng

Mr CHONG Tang-lung

Mr LEE Pak-hei

Mr LEE Siu-to

Mr NG Wing-yan

Mr SUNG Ming-tat, Dick

Ms TAM Hi

Mr WONG Chi-ming

Mr WONG Kwong-cheung, Aaron
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(2) Functions

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

(@) a 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.
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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 one appeal to the Court of First Instance
in 2018.
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VEMBErshiprandrkunctions of; the

RharmacyandPoisonsyAppeal rbunal”
mm‘]%&%%tﬁ%‘klﬁﬂﬁﬁﬁﬁﬁﬂﬁt

(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:

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

d

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

@

(

(c) aregistered pharmacist;

(d) a person qualified in pharmacology;
(

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

(g0 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 2018 was
as follows:

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

Dr TSANG Ho-fai, Thomas Member

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

Mr CHUI Chun-ming, William Panel Member
Miss LEUNG Sik-yin, McShirley Panel Member
Mr NG Pan-pan Panel Member
Mr CHAN Chi-chiu, Dominic Panel Member
Mr CHAN Cho-sun Panel Member
Mr WONG Cheong-moon Panel Member
Mr CHENG Kin-tung, Johnny Panel Member
Mr HO Po-man Panel Member

Mr MOK Ka-kui 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 heard from 2014 to 2018.
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Table & 1

Results of the Registration Examinations

st E kiR

‘o

Pharm:gsz;T::’ailon n Pharmacy Practice Pharmacology
:Z; &S ma)Lfl R =R
No. sat No. passed | passing % No. sat No. passed | passing % No. sat No. passed | passing %
EBMAE | SBAR =13 EMAE | SBAR SIgE EMAE | SBAR SgE
2014 184 74 40.2 156 71 45.5 205 107 52.2
2015 216 87 40.3 199 57 28.6 174 38 21.8
2016 159 68 42.8 194 46 23.7 181 44 24.3
2017 147 71 48.3 206 67 32.5 219 55 25.1
2018 143 78 54.5 203 52 25.6 205 92 44.9
Number of Candidates Sitting Each Examination Subject
BHEENEEAHY
No. of Candidates No. of Candidates No. of Candidates
EEIN ELIN ¢ EEIN ¢
2507 2507 250
2015 o1 2017
2014
2001 200f 28152016 o 200
2014
1501 150 150
1004 100 100
504 50 50
0 Year 0 Year 0 Year
Pharmacy Legislation in Hong Kong F5 Pharmacy Practice 5 Pharmacology F7
EBLEBER ZEREE sl

Passing %
AlgE
100

et

Year
2014 2015 2016 2017 2018 fEp

Pharmacy Legislation in Hong Kong

EBLEREP

Passing Percentage in Each Examination Subject

FHEENGRE

Passing %
AR

100 -

50

N\~

0 Year
2014 2015 2016 2017 2018 ey

Pharmacy Practice

i ES

EERRXRREREER 2018 £ &

Passing %
ARE
100

50+

Year
2014 2015 2016 2017 2018 frqp

Pharmacology
EE2

o
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Table & 2

Number of Registered Pharmacists in Hong Kong

BEE TR A R

Year £ {3 2014 2015 2016 2017 2018

No. of registered pharmacists as at end of year

\ 2390 | 2504 | 2659 | 2753 | 2890
e SIRIEFIIN -

No. of registered pharmacists as at end of year

BEFEMFTMEHEAR
3000 _
2500 |
2000 |
1500 |
1000 |
500 | _
0
2014 2015 2016 2017 2018
Year 17

Pharmacy and Poisons Board of Hong Kong Annual Report 2018
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Table 3% 3

Breakdown of Fresh Registration, Removal from the Register and

Re-registration of Pharmacists
e~ MEREEM AR EF MNP EEF

Year &3 2014 2015 2016 2017 2018
Fresh registration (Non-local graduates)
N " 63 75 67 36 78
Mt (FERMESR)
Fresh registration (Local graduates)
o " 57 57 98 79 80
Mt (RmEx)
Removal from the register*
L 14 14 12 25 22
TR T i
Re-registration
. 2 2 4 1
M °
Net increase 105 114 155 94 137
FRE

*excluding orders by the Disciplinary Committee
FEFEALEZEGMNES
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Table 3% 4

Disciplinary Actions against Registered Pharmacists

Taken by the Pharmacy and Poisons Board
ERXARSECIERYHIMETMRIAIICET

Number of cases

ERCRTE
(AR AEZESETLENM)

Disciplinary actions taken EES ]
RENRACEBITEY
2014 2015 2016 2017 2018
Formal disciplinary actions
(i.e. Inquiry by Disciplinary Committee) 1 ] 1 0 0

Table 3% 5

Results of Disciplinary Inquiries into Registered Pharmacists

HEEMERMETLCEMMANBR

Findings of the Disciplinary Committee
REZEINHR

Number of cases

2016

Charge dismissed
AR AL

1

Guilty of the charge
YE¥ERIAL

Directions of the Disciplinary Committee

fCREEEMER

Censure
Db ==
EE

Removed from the register for a period of time

FA A MR — R B A
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Table 3% 6

Disciplinary Cases regarding Registered Pharmacists

Handled by the Pharmacy and Poisons Board
ERRASEEEREIEFRAGZEMERMVACEESE

Number of counts
Nature of offences™ RE

EREE

2014 20156 2016 2017 2018

(1) Possession for sale or for any purpose of trade
or manufacture goods to which a forged trade
mark was applied 1 0 0 0 0
REENTMEENRIERR
MERAERARERENE R

(2) Supplying Part 1 poison from unlicensed
premises 0 1 0 0 0
WERBERNEMTES 15

(3) Failing to keep proper record of Part 1 poison
BERFEIHSENEE

(4) Possession of substance to which the Antibiotics
Ordinance applies 0 1 0 0 0
BB (MAERKR) BRNYE

(5) Possession for sale or for any purpose of trade
or manufacture goods to which a forged trade
description was applied 0 1 0 0 0
ERERERARNPANERFES
N AIAEKRIER B

(6) Professional misconduct

¥ S5
* Some cases involve multiple nature of offences
HME R R Z BT
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Table € 7

Number of Authorized Sellers of Poisons in Hong Kong

BEENERESEHERNE

Year £ {3 2014 2015 2016 2017 2018

No. of authorized sellers of poisons as at end of year

. i s e g 605 607 604 614 641
BEFRNERESEEERNHE

No. of authorized sellers of poisons as at end of year

BEFRNERESEHERSHE
700 _
600 | _
500 [
400 |
300 [
200 | _
100 [
0
2014 2015 2016 2017 2018
Year FE15

Pharmacy and Poisons Board of Hong Kong Annual Report 2018
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Table 3% 8

Applications for Registration of Premises of Authorized Sellers of Poisons

ERESEHEBRIEMEMEPS

Year 13 2014 2015 2016 2017 2018

No. of applications for registration of premises
approved 39 34 29 37 50
BT MR ENEE

No. of applications for registration of premises
rejected 0 0 0 0 0
BREEMBENEE

No. of applications for renewal of registration of
premises rejected 0 1 0 1 0
BRI ERHBHE

Table 38 9

Regulatory Control of Authorized Sellers of Poisons

ERESEHEBNRE

Year {3 2014 2015 2016 2017 2018

No. of inspections conducted
HEHH

No. of test purchases conducted
HE#HE

1229 1214 1209 1220 1212

4363 4136 3955 4329 4194
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Table 3§ 10

Disciplinary Actions against Authorized Sellers of Poisons

Taken by the Pharmacy and Poisons Board
EBRRSEEERHERESEHER XML ETE

Disciplinary actions taken

FREXRYACIRITEY

Number of cases

2014

2015

2016

2017

2018

Formal disciplinary actions

(i.e. Inquiry by Disciplinary Committee)

TFACEITE
(AHAREESETAERN)

13

12

11

Informal disciplinary actions

(i.e. Verbal caution by representatives of the Board)

FIERAETH
(AHEEERRFATOEES)

12

18

18

The authorized seller of poisons ceased operation before
action taken by the Board
ZHEBRTEERRIALEITEDKHERE

Total 2884

20

32

31

17

17

Pharmacy and Poi
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Table 3% 11

®

Results of Disciplinary Inquiries into Authorized Sellers of Poisons

HERESEHERETCEMMER

Findings of the
Disciplinary Committee

CRTEEMHIR

Number of cases

2015

2016

2018

Charge dismissed
AR BAL

Guilty of the charge
B

13

12

11F

Directions of the Disciplinary Committee

REREENER

Issue of written warning
BHEMES

Disqualified from being an authorized seller of poisons
for a period of time
BUHSHERmER —BRME

* One authorized seller of poisons lodged an appeal against the decision of the Disciplinary Committee.

—RERESEHERRCAREGNEREL Y L5 -
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Table 3% 12

Disciplinary Inquiries into Authorized Sellers of Poisons

Handled by the Pharmacy and Poisons Board
ERERSEEEREEAMERESEHERMAICEMNESE

Number of counts (percentage)

Nature ofoffences RY (FE)
2014 2015 2016 2017 2018

(1) Sale of Part 1/Part 2 poison without label/proper label ) 4 0 0 ]

”"%\\/ﬂ £l < /N3 W%ZTT Ny =y ﬁg‘ fva

g-ﬁ“ﬁﬁﬁ/ REZSREORTHABZ | 910 | (0% (0%) 0% | (4.17%)
(2) Sale of Part 1 poison without the supervision of a registered

pharmacist/ proper supervision 5 5 4 6 4

ERESMERMES/BEEBNBERT | 22.72%) | (125%) | (12.9%) | (20.69%) | (16.66%)

SHES 1L
(3) Sale of Schedule 3 poison without the authority of 0 9 5 7 5

a prescription

o ©0%) | (225%) | (16.13%) | 24.13%) | (125%)
(4) Sale of antibiotic without the authority of a prescription 0 0 0 2 0

ERERARENBER T HENER (0%) (0%) (0%) (6.9%) (0%)
(5) Possession of poison included in Part 1 of the Poisons List 2 1 3 0 1

EEBEXRFE1AINEAELE (9.1%) (2.5%) (9.68%) (0%) (4.17%)
(6) Possession of unregistered pharmaceutical product 2 4 0 3 3

BERARKTMERSR R (9.1%) (10%) (0%) (10.34%) | (12.5%)
(7) Failing to keep proper record/make entry in the 3 0 0 0 0

Poisons Book

B RS BT EBEESERA (1363 ©%) | ©@a | ©@& | 0%
(8) Failing to store Schedule 1 poison in a receptacle solely for 0 1 0 0 0

that purpose

R B R B P E R @) | @5 | O | @ | 0%
(9) Possession for sale or for any purpose of trade or

manufacture goods to which a false trade description 0 ’ 3 0 :

was applied

nERTEABLTLERATESERER | 0 | O | 0899 | @0 | @i

Ama AN E R
(10) Possession for sale or for any purpose of trade or

manufacture goods to which a forged trade mark 5 ’ 1 5 3

was applied

tﬁ&%ﬁ{i,fﬂ—@%@z%%% }@ﬁﬁ%ﬁﬂéﬁﬁ 1%% (22.72%) (5%) (3-23%) (6-9%) (1 2-5%)

AENEm

Pharmacy and Poi
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Table £ 12 (Con’t) #&

®

Number of counts (percentage)

:g;;;; ;f offences™ R (FRE)
2014 2015 2016 2017 2018
11) 23;::22 substance to which the Antibiotics Ordinance 3 0 4 0 0
(12) Failing to store poisons properly 0 9 2 2 4
BHEEENITTEE (0%) (22.5%) | (6.45%) (6.9%) | (16.66%)
(13) lllegal sale of unregistered pharmaceutical product 0 2 0 0 1
L E R MR R SR (0%) (5%) (0%) (0%) (4.17%)
(14) Supplying/Offering to supply false trade description goods 0 0 3 0 0
HE/ZAMEEBRERSBENER (0%) (0%) (9.68%) (0%) (0%)
(15) Failing to seek prior approval from the Pharmacy and
Poisons Board for change in the ownership/directorship or 0 1 0 0 0
person-in-charge of the authorized seller of poisons o o o o o
EHRNAE  BERTHEEA/EZTHEEA
(16) Selling goods to which a forged trade mark was applied 0 0 6 3 2
HERRKREMZNE R (0%) (0%) (19.35%) | (10.34%) | (8.33%)
(17) Failing to ensure that all the keys of the lockable receptacle
in the dispensing area were kept by the registered 0 0 0 1 0
pharmacist o o o o o
BRI HRE
(18) Failing to provide written order in relation to purchasing of
controlled medicines 0 0 0 ! 0
(19) Failing to provide sales invoice for controlled medicines 0 0 0 1 0
RAERUEHRE BN ERE 0%) | (0% 0%) | (345%) | (0%)
(20) Failing to keep proper record of psychotropic substances in
psychotropic substances book 0 0 0 1 0
R EMEYTHRMAREERED B BN (0%) (0%) (0%) (3.45%) (0%)
ZERH
(21) Trafficking in dangerous drug 0 0 0 0 1
ERRED (0%) (0%) (0%) (0%) (4.17%)

* Some cases involve multiple nature of offences

B ERY KL EET
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Table 3 12A

Disciplinary Inquiries into Authorized Sellers of Poisons in 2018

2018 FERAERESEHEBNVLEMAESR

Possession for sale or for any purpose of
trade or manufacture goods to which a
forged trade mark was applied

BEEN AN AR R Failing to store poisons properly
EHERBEEENES REARRLESR

Possession for sale or for
any purpose of trade or
manufacture goods to which
a false trade description was

applied llegal sale of unregistered
EBESYT A ERE pharmaceutical product
ERRMERERER FEIRSHE R
HmEBANE R O ZE 7 8

Possession of

unregistered

pharmaceutical

product —

sarcsm e Selling goods to which

27 R & aforged trade mark

N was applied

HERARERE
HEm

—
Possession of
poison included

Trafficking in

: dangerous drug
inPart 1 of the RIBEBIRZEY)
Poisons List

EBEEXR

E1EATFIE

Wﬁnﬁ Sale of Part 1/Part 2 poison

without label/proper label
HESEERR/SBEE
EENE1HNE 2L

Sale of Schedule 3 poison without the

authority of a prescription Sale of Part 1 poison without
MEERSEENEBERT Be the supervision of a registered
R34 pharmacist/ proper supervision

A MERmES/
BEEEMBRTHE
E1MBLE

Pharmacy and Poi
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Table 3§ 13

Number of Listed Sellers of Poisons in Hong Kong

BENYISSEHEFRHE

>

Year {3

2014

20156

2016

2017

2018

No. of listed sellers of poisons as at end of year
BEFENISSEEERHE

3951

4012

3937

3937

3937

No. of listed sellers of poisons as at end of year

BEFRMNIBSRHEERNE

4500
4000 —
3500 |~
3000 |~
2500 |~
2000 |~
1500 —
1000 —

500 —

2014

Table € 14

2015

2016

Year FE1%

2017

Applications for Licensing as Listed Sellers of Poisons

FAE5 51 &) 55 52 §H & /& 1 B

2018

Year {3 2014 2015 2016 2017 2018
No. of applications approved

e A - 311 277 231 258 264
BN SEEERNRRAEHE
No. of applications rejected 5 ’ 5 0 0
B S EEEERNRRABEE

EERRXRREREER 2018 £ &

|
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Table 3§ 15

Regulatory Control of Listed Sellers of Poisons

SIS SEHERIRE

Year {3

2014

2015

2016

2017

2018

No. of inspections conducted
KEEH

7878

7977

7956

1874

7814

No. of test purchases conducted

AEHE

2601

3008

4021

3229

3350

Table 3§ 16

Disciplinary Actions against Listed Sellers of Poisons

Taken by the Pharmacy and Poisons Board

EEXRSECERUIESEHER RN ET

Number of cases
Disciplinary actions taken EES ]
RIS EBITE
2014 2015 2016 2017 2018

Removal from the list of listed sellers of poisons 9 4 4 0 0
RINBSEEEMLERS
Issue of written warning

N 2 6 3 4 2
BHERES
Suspension of name from the list of listed sellers of
poisons for a specified period of time N/A 0 3 9 4
FmERISBSEEERNREANER | NER
—ER A
The listed seller of poisons ceased operation before action
taken by the Board 1 1 0 0 0
ZHERTEERKNACETENERER
Total #2824 12 11 10 13 6

Pharmacy and Poi
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Table & 17

Disciplinary Cases regarding Listed Sellers of Poisons

Handled by the Pharmacy and Poisons Board
EEREERSEEEREEARAV S SEHFHEBMICERAE

X Number of counts (percentage)
:lél;.ré; offences RE (H@RE)
2014 2015 2016 2017 2018
(1) Sale of Part 1 poison without the supervision
gjpzrvri;grl]stered pharmacist/proper 0 , 4 1 1
A oo H m
ISR T HES 1 BEEE
(2) Sale of Schedule 3 poison without the
authority of a prescription 0 0 3 1 0
TRBERARENERTHE (0%) (0%) (8.11%) (3.45%) (0%)
MzR3FE
(3) Possession of Part 1 poison 5 4 6 8 4
EEFIH ST (20%) (21.05%) (16.22%) (27.58%) (33.34%)
(4) E;)Osdsl:acstsmn of unregistered pharmaceutical 3 0 1 4 4
B SR AT T 2 ) (12%) (0%) (2.7%) (13.79%) (33.34%)
(5) Possession of substances to which the
Antibiotics Ordinance applies 4 0 ! 3 !
(6) Possession for sale or for any purpose of
trade or manufacture goods to which a
forged trade mark was applied 6 3 8 ! 0
j‘%ﬁgﬁ'ffﬁfﬁﬁﬁﬁ%%ﬁﬁ ﬁﬁﬁ (24%) (1 5.79%) (21 -63%) (3-45%) (O%)
EEEAREARNER
(7) Supplying or offering to supply goods to
which false trade descriptions were applied 1 0 0 0 0
HENZOHEDEAERE (4%) (0%) (0%) (0%) (0%)
SAANE
(8) z;vt;:Lissz:T?e?‘tan undesirable medical ’ 0 0 0 0
D675 R B BR T (8%) (0%) (0%) (0%) (0%)
=
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Table 3% 17(Con’t) #&

Number of counts (percentage)

*
:l;;l;: offences RE (FRE)
2014 2015 2016 2017 2018
(9) Possession for sale or for any purpose of
trade or manufacture goods to which a false
trade description was applied 2 2 0 ! 0
B BT T S s AT (8%) (10.53%) (0%) (3.45%) (0%)
EEEAERAATHANER
(10) iraolgug an unregistered pharmaceutical ] ) 0 1 0
£ s | 2 (4%) (10.53%) (0%) (3.45%) (0%)
(11) Selling goods to which a forged trade mark
was applied ! ! ! ! 0
SN O (4%) (5.26%) (18.92%) (3.45%) (0%)
= iR Y= ~HY E o0
(12) Applying a false trade description on goods
in the course of any trade or business 0 3 1 1 0
HEMBRNEBEFETHER (0%) (15.79%) (2.7%) (3.45%) (0%)
A maAERNE R
(13) Sale of Part 2 poison 0 3 4 4 0
HEFE2H 52 (09%) (15.79%) | (10.81%) | (13.79%) (0%)
(14) lllegal use of restricted title 0 0 1 0 0
IR EaEE=E o) (0%) (0%) (2.7%) (0%) (0%)
(15) lllegal use of restricted logo 0 0 1 1 0
FERTEE (0%) (0%) (2.7%) (3.45%) (0%)
(16) Sale of Part 1 poison 0 0 0 1 0
HES 1S (0%) (0%) (0%) (3.45%) (0%)
(17) Sale of Schedule 1 Chinese herbal medicine
without prescription 0 0 0 ! 0
Y575 208 g A B 5 1 th (0%) (0%) (0%) (3.45%) (0%)
(18) Failing to store poisons properly 0 0 0 0 1
BEBENT RS (0%) (0%) (0%) (0%) (8.33%)
(19) Engaging in relation to a consumer in a
gg]rirér;s;mal practice that is a misleading 0 0 0 0 1
1Th

Some cases involve multiple nature of offences

HRDERY KL EERT
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Table & 17A

Disciplinary Cases regarding Listed Sellers of Poisons in 2018
2018 FHARAVIS SEHEMAICEEE

Possession of unregistered Possession of substances to which the
Ebarmaciegtlcall)iodl;cnt Antibiotics Ordinance applies
EaAME RN B (RERER) BRONE

Failing to store poisons properly
REBE TS

Engaging in relation to a
consumer in a commercial
practice that is a
misleading omission
FOHEEEHEREM
ERMNEETA

Sale of Part 1 poison
without the supervision of
a registered pharmacist/
proper supervision

TE2 B R I RmBE &
BEEENELTHE
ERRE

Possession of Part 1 poison
EEF IS
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Table 3§ 18

Issue of Wholesale Poisons Licences/Wholesale Dealer Licences

SEAERRE/ M AR ES

Year {3 2014 2015 2016 2017 2018

No. of holders of wholesale poisons licences/
wholesale dealer licences as at end of year

X - 127 797 779 773 770
BEFERNSERBRR/MBEER
B ANEE
No. of wholesale poisons licences/wholesale dealer
licences revoked,/ suspended 1 : 1 3 :

B mHSERBRR/ M BEERY
E4S

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

#t: H2015F2H6HE  #HEEMEREHD  LERSERBERBIE/LOBEMERE - BB
BHASERBRBIEORLAL OBIMERENAL  FERBNEMBREEZ YA K EK
BRI ER -

Table 3§ 19

Issue of Manufacturer’s Licences for Pharmaceutical Products

EERLREFHRBRIZE

Year {3 2014 2015 2016 2017 2018
No. of holders of manufacturer’s licences as at end

of year 94*% 80" 72" 72" 71
HEFRNRNERERBRETBEANEE

No. of manufacturer’s licences revoked,/ suspended

AN B AN B A R IR B B 0 0 0 0 0

There were 63, 57, 49, 48 and 48 holders who were authorized to conduct secondary packing of pharmaceutical products
only in 2014, 2015, 2016, 2017 and 2018 respectively.

20144 ~ 20154 ~ 20164 ~ 201 7THEN20184F » DRIEG3H4 ~ 574 ~ 494 ~ 48 K482 H
EEMRRREARERBERXSERRDIINDRIRE -

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

i H2015F10R1HE  fIEFMRERLATERAEREEREERNHBNLEEEEEER
g3l -
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Table 3§ 20

Registration of Pharmaceutical Products

25 ) 3 SR RY 1

Year &3 2014 2015 2016 2017 2018
No. of registered pharmaceutical products as at end

of year 19209 19486 18584 18120 17323
BEFRMNIMERNRIEE

No. of registered pharmaceutical products as at end of year

BEFLEMIMERARARHE
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Table & 21

Amendments to Schedules 1 and 3 to the Pharmacy and Poisons Regulations

in 2018
2018 7% (BERIE RSB bizR1 K 3ELAVIERT

New Substances Added fill A K747 &

1. Aceclofenac; its salts

BRI ;

2. Allergen extract of Dermatophagoides farinae

Dermatophagoides farinaef 38 &% R 12 BN ¥

3. Apalutamide; its salts

P dafh R © ELEEAE

4,  Atezolizumab FJ 2 A A0 B 1
5. Avelumab F#E ABE
6. Baricitinib; its salts BingE  HEE

7. Benralizumab

Benralizumab

8. Bictegravir; its salts

e BnE  HEE

9. Brivaracetam; its salts

mAFE  HEL

10. Brodalumab

hmEEEN

11, Cabozantinib; its salts

TRERE  HEH

12. Citicoline; its salts; when contained in pharmaceutical
products intended to be used for the treatment of

fRBtiEmR  HEH  BRNESERBNIGEE
MERIAEES (HEMERREES ) HEN

cognitive and neurological disorders associated with REN R R I TN ZE T B RN E
cerebrovascular disease or brain injury, or both
13. Desflurane * gk
14. Dupilumab ETEAER
15. Durvalumab EDYNEE
16. Elbasvir, its salts XMEE HER
17, Emicizumab SORFHEB
18.  Etelcalcetide; its salts MERIRAR  HER
19. Glecaprevir, its salts BRInE  HEEH
20. Grazoprevir; its salts WA E  HEE
21. Guselkumab HEBAEN

Pharmacy and Poi
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Table 3& 21 (Con’t) &

in mixture with the salts of prilocaine, and intended to be
used for the treatment of premature ejaculation

22.  Inotuzumab ozogamicin FPHREMEINKE

23. loflupane lodine-123; its salts; when contained in | #-123&% ; HEEE ; RN B SEENERE
pharmaceutical products

24. Isoflurane * EEk"

25. Ixazomib; its salts PR HEg

26. Lignocaine; its salts; when in mixture with prilocaine or | A% ER ; HEHE ; BEPHERAKE EREASTD

ANEFENERRES  WHARGRENE

27. Lipegfilgrastim MEBFKA=
28. Methoxyflurane HE L
29. Midostaurin; its salts KIRZR » HEFRE

30. Niraparib; its salts

feritaR ; HEEAE

31. Nusinersen; its salts

HERE  HEE

32. Olaratumab

Olaratumab

33. Add sub-item “Citicoline” in the item “Pharmaceutical
products for human parenteral administration containing
the following or their salts, as active ingredients, except in
mixture with insulin ”

RBIFAABNERNRD > TES (FRER
) UTHERNEMNESE  BERESRNE
EYERINTE B BRI IRB IR 2 I8

34. Add sub-item “Deoxycholic acid” in the item
“Pharmaceutical products for human parenteral
administration containing the following or their salts, as
active ingredients, except in mixture with insulin ”

RBIFAABNERNR D > TES (FRER
) UTHMEREMNESE  BERESRNE
BYMBRNEBERMA EEER DR

35. Pibrentasvir; its salts

36. Pimobendan; its salts

37. Ponatinib; its salts

38. Porfimer; its salts

39. Ribociclib; its salts

40. Sarilumab

41, Selexipag; its salts

Selexipag ;

42. Sevoflurane *

tak”
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Table 3% 21 (Con’t) #&

43. Silodosin; its salts FREH ) HEE

44, Tipiracil; its salts; when contained in pharmaceutical | ETUCIENE ; H s RRBEETEEBRME
products

45. Voxilaprevir; its salts RAmE  HEEHE

Others Efth

1. Repeal item “Lignocaine; its salts in mixture with | BERR“FIZER ; HEEET ERAERY » i H
tetracaine or in mixture with the salts of tetracaine” | T EFRHEENESY'IER

Substitute ﬁL,{

“Lignocaine; its salts; when in mixture with tetracaine | “FZzER ; HEXF ; BRERET R (BLKKH
(being an amino alcohol esterified with a derivative of %E’]mi{%@a {EMNEERE) BEHET RAMNE
benzoic acid) or in mixture with the salts of tetracaine” BEARE"

2. Repeal item “Tetracaine (being an amino alcohol esterified | EEfR ‘T £ R (BER KB RN ITE D BT E

with a derivative of benzoic acid); its salts in mixture with | E ) ,\mxﬁiﬁiﬂ ZRAMESY  HEFZE
lignocaine or in mixture with the salts of lignocaine” R Hy s Eﬁ HHOESY)' BB

These amendments came into operation on the expiry of 12 months beginning on the day on which the Pharmacy and Poisons
(Amendment) (No. 3) Regulation 2018 was published in the Gazette.
BRI B (018 FEBERSTE (BF]) (B35 AH) RERTIZEBLNT2(E A BEmEFE

Bt -
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Table 3% 22

Amendments to Part 1 of Schedule 10 to the Pharmacy and Poisons Regulations
in 2018

20185F1E (ZEBIE KREZERGI) HIzR1058

E1EBIERYIZR

New Substances Added /il A K747 &

1,

Aceclofenac; its salts

FRSE  HEM

products intended to be used for the treatment of
cognitive and neurological disorders associated with
cerebrovascular disease or brain injury, or both

2. Allergen extract of Dermatophagoides farinae Dermatophagoides farinaefy 48 &% R 12 EX )
3. Apalutamide; its salts FRIAfth Bz » HEEXE

4, Atezolizumab (EE=RAIFEE 7D

5. Avelumab fEEAER

6. Baricitinib; its salts EmEe s HEX

7. Benralizumab Benralizumab

8. Bictegravir; its salts thmBhE  HEE

9. Brivaracetam; its salts Rz - HEER

10. Brodalumab mEEEN

1. Cabozantinib; its salts TRERE  HEHE

12. Citicoline; its salts; when contained in pharmaceutical fEmEiERR » HEE  BERNBSEEANAEREK

MERNEIEE (HEMERRILEE ) HEN
BANHRRFANER KBRS

pharmaceutical products

13. Desflurane * k=R

14. Dupilumab FEEASR
15. Durvalumab ERAER

16. Elbasvir; its salts XHME=Z HES
17. Emicizumab SKFBHEER

18. Ftelcalcetide; its salts MERRAR ) HEAE
19. Glecaprevir, its salts BE®HE  HEH
20. Grazoprevir, its salts BARE » HEH
21. Guselkumab hEBEAER

22. Inotuzumab ozogamicin FPEHREREINKE
23. loflupane lodine-123; its salts; when contained in | f#-123%% ; EEE% ; RNESHELERE
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Table 3% 22 (Con’t) 8

24. Isoflurane * S

25. Ixazomib; its salts PSR K
26. Lipegfilgrastim KA S

27. Methoxyflurane HE L

28. Midostaurin; its salts KIURZM ; HEE%E
29. Niraparib; its salts [ERIaA ; HEAR
30. Nusinersen; its salts ETOARA  HEER
31. Olaratumab Olaratumab

32. Add sub-item “Citicoline” in the item “Pharmaceutical | FA“fLiF St AABMNEBRE R  TEES (EFABWN
products for human parenteral administration containing | %4 ) U N E X ML BHEHEESRNE
the following or their salts, as active ingredients, except in | &¥) k4N 1E B 0 A\ ‘Mo REIE s "0 18
mixture with insulin ”

33. Add sub-item “Deoxycholic acid” in the item | P “BUESTAABMERR T LEES (EABX
“Pharmaceutical products for human parenteral | g% ) LU N BN T MNERE - BHEEEZNE
administration containing the following or their salts, as | #4918 B R0 “ERIER 518
active ingredients, except in mixture with insulin ”

34. Pibrentasvir; its salts Ikmfth s » HEEE

35. Pimobendan; its salts KB HEg

36. Ponatiniby; its salts BREE  HEE

37. Porfimer; its salts MRt 5 HEEXS

38. Ribociclib; its salts IR PR HEE

39. Sarilumab WA EANE

40. Selexipag; its salts Selexipag; HEELE

41, Sevoflurane * tam”

42. Silodosin; its salts FRZH  HEA

43. Tipiracil; its salts; when contained in pharmaceutical | ZUCWEIE ; HEEE s RN BSTEERN RS
products

44, Voxilaprevir; its salts RnE  HEE

These amendments came into operation on the expiry of 12 months beginning on the day on which the Pharmacy and Poisons
(Amendment) (No. 3) Regulation 2018 was published in the Gazette.
BRI B (018 FEBERSTE (BF]) (E35) AH) RERTIZEBLN2(EA B REFE

Bt -
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