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In year 2016, the Pharmacy and Poisons Board (“the Board”)
continued to execute its statutory functions under the Pharmacy
and Poisons Ordinance (Cap. 138, Laws of Hong Kong) smoothly
and effectively.

On 1 January 2016, the Board officially became the 47"
Participating Authority of the Pharmaceutical Inspection Co-
operation Scheme (“PIC/S”). This was an important milestone for
the Board as well as the pharmaceutical industry in Hong Kong.
Being recognized by international drug regulatory authorities
around the globe, our Good Manufacturing Practice (“GMP”)
Inspectorate under the Drug Office of the Department of Health,
the executive arm of the Board, maintains close communication
with other drug regulatory authorities, especially when events of
defective or substandard products arise. This facilitates Hong
Kong to take rapid actions in dealing with problematic medicines
S0 as to protect the public health.

As a member of the PIC/S, the Board hosted the PIC/S Expert
Circle Meeting on Blood, Tissues, Cells & Advanced Therapies
Medicinal Products in October 2016. The event gathered
manufacturers of cell & tissue-based products and more than
50 overseas GMP experts in the field of blood and cell & tissue-
based products in Hong Kong to share their experience in the
regulation of blood establishments and manufacturers. Our GMP
inspectors also learned a lot from these experts and became
more prepared for future regulatory needs.

In order to uphold the quality of registered medicines in Hong
Kong so that they were on a par with the international standards,
the Board decided that with effect from 1 January 2016, all new
applications for registration with the Board must include evidence
that the manufacturers had complied with the PIC/S GMP
standards.

To address the patent right protection of innovator drugs,
the Board decided that with effect from 1 March 2016, all
registration certificates of pharmaceutical products should
include a registration condition to the effect that any infringement
on patent might lead to suspension for sale or de-registration of
the product concerned. Accordingly, the registration guideline of
pharmaceutical products has been updated to remind applicants
to comply with the relevant legal requirements on patent right.
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In recent years, the expiration of patents and/or data protection
for many originators’ biological products had ushered in an era
of products that were designed to be similar to the registered
originator biological products. These products were regarded
as “biosimilar” products. In line with the international practice
and scientific consensus, the Board considered that information
to demonstrate similarity in safety, quality and efficacy was
essential for the registration of biosimilar products. Based on
the World Health Organization’s guidelines on the evaluation of
biosimilar products, registration requirements of some competent
authorities, and comments received from the stakeholders after
consultation, the Board has promulgated a set of guidelines for
the registration of biosimilar products with effect from 1 January
2016.

Besides, following the implementation of the Phase 1 registration
requirement for bioavailability and bioequivalence (“BABE”)
studies covering 29 antiepileptic drugs in 2010, the Board
decided to further enhance the quality of generic medicines and
implemented the Phase 2 registration requirement for BABE
studies covering 38 critical dose drugs or narrow therapeutic
range drugs for all new applications for registration of
pharmaceutical products with effect from 1 August 2016.

Subsequent to the commencement of the Pharmacy and Poisons
(Amendment) Ordinance 2015 (“PPAQ”), all provisions under
the PPAO have been implemented including the new labeling
requirements (i.e. “Prescription Drug”for prescription-only
medicines, or “Drug under Supervised Sales”for pharmacy-only
medicines) which came into effect on 5 August 2016.

The assistance and support of the Board and its committees
are crucial to the smooth discharge of the Board’s functions. |
would like to take this opportunity to thank all members for their
steadfast and unfailing contributions and commitment. We
shall strive our best to meet the ever-increasing demand and
aspirations of the community for better health protection and
quality healthcare services.

Dr Constance CHAN
Chairman
Pharmacy and Poisons Board
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Introduction

5|15

This annual report covers the calendar year 2016. 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:

()
()

©

A
-

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 2016 was as
follows:
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Pharmacy and Poisons Board of Hong Kong

Dr Constance CHAN, JP (Chairman)
Dr Della SIN, JP

Ms Linda WOO

Dr Cindy LAI, JP

Mr WONG Wai-hung, Geoffrey (Legal Adviser)
Dr LEUNG Pak-heng, George
Professor LEE Wing-yan, Vivian

Ms CHIANG Sau-chu

Mr KWONG Yiu-sum, Benjamin

Mr WONG Ka-kin, Andy

Dr SO Yui-chi

Secretary
Ms Lisa LAl
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2.

Functions

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

(@)

U

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,
importers, exporters 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 policies and actions in relation to the
conduct of the above functions. The decisions of the Board and
its committees are carried out jointly by the Secretariat of the
Board and the Drug Office of the Department of Health.
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Membership and Functions of the Committees

EE /7= 8 Bk S B2k Ee

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 2016
Dr LEUNG Pak-heng, George (Chairman)

Dr Della SIN, JP

Ms Linda WOO

Dr NG Ping-sum, Sammy

Dr LEE Chui-ping

Mr Frank CHAN

Professor LEE Wing-yan, Vivian

Dr WONG Siu-ming, Raymond

Ms Alice TANG (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) oversee the setting and marking of examination papers;

(e) prepare and conduct the registration examinations;

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

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

(n) keep under review the standard of the registration
examinations.
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(2)

(1)

(i)

3)

Pharmacy and Poisons (Listed Sellers of
Poisons) Committee

Membership as at 31 December 2016
Ms Linda WOO (Chairman)

Ms CHAN, Shirley Sze-ki

Mr CHAN Wing-kai

Mr FONG Wing-kai, Guy

Mr HUI Siu-chor, Samuel

Mr TAM Hung-pun

Ms TANG Mui-fun

Mr Vincent CHOW (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.

Pharmacy and Poisons (Wholesale
Licences) Committee

Membership as at 31 December 2016
Ms Linda WOO (Chairman)

Mr CHENG Kit-man

Mr CHIU Kwok-leung, Philip

Mr LAU Oi-kwok

Mr LIU Hing-yuen, Bobbie

Mr Andrew WONG

Mr Grant NG (Secretary)

(2)

(i)

(i

(3)
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(i

4)

i)

(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

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

Pharmacy and Poisons (Manufacturers
Licensing) Committee

Membership as at 31 December 2016
Ms Linda WOO (Chairman)

Ms Sabrina CHAN

Dr Celine CHENG

Dr LAU Ying-kei, Henry
Professor LEE Wai-yip, Thomas
Mr TSUI Kai-hung, William

Dr WONG Sai-yin, Samson

Dr WONG Yiu-chung

Dr Ken YEUNG

Mr Vincent CHIANG (Secretary)

Functions

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

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

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

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

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

(5) Pharmacy and Poisons (Registration of

Pharmaceutical Products and Substances:
Certification of Clinical Trial/Medicinal Test)
Committee

Membership as at 31 December 2016
Ms Linda WOO (Chairman)

Dr CHANG Chee-siu

Dr CHEUNG Siu-ming, Henry
Professor CHIM Chor-sang

Dr HO King-man

Dr KWAN Wing-hong

Ms Teresa NGAN

Professor TO Kin-wah, Kenneth
Dr TO Kwong-yuk

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

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

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

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

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

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

(6) Poisons Committee (6)

() Membership as at 31 December 2016 0)
Dr Della SIN, JP (Chairman)
Ms CHIANG Sau-chu
Mr KWONG Yiu-sum, Benjamin
Dr LEUNG Pak-heng, George
Dr SO Yui-chi
Ms Linda WOO
Ms Alice TANG (Secretary)
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(i)

(7)
M

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

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

Pharmacy Internship Training Committee

Membership as at 31 December 2016
Professor LEE Wing-yan, Vivian (Chairman)
Mr Frank CHAN

Ms Victoria CHAN

Dr Celine CHENG

Mr Antonio KWONG, MH

Dr LEUNG Pak-heng, George

Mr Winham LOK

Dr NG Chor-shan, Sian

Dr NG Ping-sum, Sammy

Professor TO Kin-wah, Kenneth

Dr TO Kwong-yuk

Ms Linda WOO

Mr WONG Ka-kin, Andy

Ms Alice TANG (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;

() 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;

(c) 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;

(d) 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)

(i)

(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 (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 2016. A total of 42
applicants cumulatively passed all the three subjects in the year
2016.

The results of these two registration examinations are shown in
Table 1. Figures for the years 2012 to 2016 are also included
for comparison purpose.

Training

Applicants holding a pharmacy degree awarded by a recognized
university in Hong Kong are required to undergo Board-
approved training for one year before they can be registered as
pharmacists.

Applicants holding a recognized pharmacy degree awarded
elsewhere should have had an aggregate of relevant pre-
registration training and post-registration experience of not less
than one year. An applicant with less than one year’s training and
experience may be permitted to take the registration examinations
but, upon passing all parts thereof, will be required to undergo an
appropriate period of make-up training specified by the Board.
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(iv)

(v)

(vi)

Registration

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

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

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 2,659 registered pharmacists were
issued with practising certificates in the year 2016. Statistical
data regarding registration of pharmacists and breakdown of
fresh registration, removal from and restoration to the register of
pharmacists for the years 2012 to 2016 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 2012 to 2016
are shown in Tables 4, 5 and 6.

(iv)

(v)

(Vi)
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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 604 ASPs registered in Hong Kong as at end of
year 2016. Statistical data regarding the total number of
ASPs, applications for registration and renewal of registration
of premises of an ASP in the years 2012 to 2016 are shown in
Tables 7 and 8.
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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.

12 inquiries were held in the year of 2016 and 12 ASPs were
found guilty of misconduct. Four ASPs were issued with written
warning whilst the remaining eight ASPs were disqualified from
being an ASP for a period of time.

For minor infringement, if the pharmacist of the ASP concerned is
directly involved in the case, the Board may direct the proprietor/
director and duty pharmacist of the ASP to be interviewed by the
Assistant Director (Drug) of the Department of Health and the
Secretary of the Board to give them verbal cautions. On the other
hand, verbal caution may be given to the director/proprietor in the
presence of the pharmacist when the pharmacist is not involved
in the case. A total of 18 such interviews were held in the year
2016.

The number of inspections and test purchases conducted by
pharmacist inspectors against ASPs in the years 2012 to 2016 is
shown in Table 9.

Statistical data regarding disciplinary cases handled by the Board
in respect of ASPs in the years 2012 to 2016 are given in Tables
10,11, 12 and 12A.
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(il

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 2016. The number of
licensed LSPs in the years 2012 to 2016 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 the ASPs, LSPs are also subject to inspection by pharmacist
inspectors but unlike the 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 2012 to 2016 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

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 779 holders of licensed wholesale dealers as at end
of year 2016. Statistical data for the years 2012 to 2016 are
shown in Table 18.

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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(4)

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

There were 72 holders of a manufacturer’s licence as at end of
year 2016, and all of them were required to comply with the GMP
Guide with effect from 1 October 2015. Among the 72 holders,
49 holders of them were authorized to conduct secondary
packaging of pharmaceutical products only. Statistical data for
the years 2012 to 2016 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 18,584 registered pharmaceutical products in
Hong Kong as at end of year 2016. The number of registered
pharmaceutical products as at end of years 2012 to 2016 is
shown in Table 20.

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 the
Schedules 1 and 3 of the Pharmacy and Poisons Regulations.
The classification of pharmaceutical products in the 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 authorized sellers of poisons
1 of the Schedule 10, i.e. under the supervision of registered
Poisons 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 authorized sellers of poisons
1 of the Schedule 10, under the supervision of registered
i.e. Poisons List, and pharmacists and after entry in the
the Schedule 1 to the poisons book stating the particulars
Pharmacy and Poisons of the sale.
Regulations

(c) Schedule 3 Poisons: They can be sold only by
Poisons included in Part authorized sellers of poisons
1 of the Schedule 10, under the supervision of registered
i.e. Poisons List, and pharmacists with the authority of
the Schedule 3 to the a prescription from a registered
Pharmacy and Poisons medical practitioner, registered
Regulations 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 the 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
the Schedule 2, Schedules 4 to 7 to the Pharmacy and Poisons
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Membership and Functions of the

Disciplinary. Committee

e {23 B E BV bk S 52 Fei 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 2016, the Chairman of the Disciplinary
Committee was Dr Cindy LAI, JP, Deputy Director of the
Department of Health. Registered pharmacists who had served
as members in year 2016 included:

Mrs CHAN LAU Charm-ming
Mr CHAN Yat-ming

Ms CHAN Yin-yin, vy

Ms CHEW Leng-leng

Mr CHONG Tang-lung

Ms KWOK Ching-chi

Mr LEE Pak-hei

Mr LEE Siu-to

Mr LEUNG Kwong-hei, Kenneth
Mr NG Wing-yan

Mr SUNG Ming-tat, Dick

Ms TAM Hi

Mr WONG Chi-ming

Mr WONG Hing-mang, Matthew
Mr WONG Kwong-cheung, Aaron
Ms WONG Yuen-yin, Clara
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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;

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

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

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

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

it appears to the Board that a condition imposed under section
13 of the Pharmacy and Poisons Ordinance in respect of the
registration of any premises of an ASP has been contravened;
or

it otherwise appears necessary or desirable to the Board to
inquire into the conduct of any of the persons mentioned in
paragraph (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;

(o) 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 authorized seller of poisons in
respect of the premises, or for a shorter period as may be
specified in the direction;

(c) variations to 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 the 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, 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 were no appeals to the Court of
First Instance from 2012 to 2016.
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-

and Poisons Appealiiribunal

R BB I R R

(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;

(o) aregistered medical practitioner;

(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 pharmacists’
associations;

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

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

The membership of the Tribunal as at 31 December 2016 was as
follows:

Name Membership
Ms WONG Kwok-ying, Lisa, S.C. Chairman

Dr TSANG Ho-fai, Thomas Member

Dr LEE Chui-ping Member

Professor CHAN Yan-keung, Thomas, Member
BBS, JP

Mr CHUI Chun-ming, William
Mr LAW Chun-cheong

Miss LEUNG Sik-yin, McShirley
Ms FAN Yuen-sze

Mr TSE Kin-on, Andrew

Mr WONG Cheong-moon

Panel Member
Panel Member
Panel Member
Panel Member
Panel Member
Panel Member

Mr HO Po-man Panel Member
Mr LIM Sui-kweng 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
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 2012 to 2016.
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Statistical Tables and Charts

it at %R

Table 5 1

Results of the Registration Examinations

si il E SR

Pharm:g:(lgL;T::’ailon n Pharmacy Practice Pharmacology
':‘Y;Z; & S mA)4fl E3ulAES =R
No. sat No. passed | passing % No. sat No. passed | passing % No. sat No. passed | passing %
EBMAE | SBAR SIgE EMAE | SBAR SIgE EMAE | SBAR SgE
2012 193 89 46.1 155 82 52.9 268 61 22.8
2013 179 81 45.3 128 80 62.5 221 105 47.5
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
Number of Candidates Sitting Each Examination Subject
BHEHNEEAR
No. of Candidates No. of Candidates No. of Candidates
BN PN 20155016 ESEIN
2507 2007 3007
2015 2
200- 2012 2014 2501
1501
2013 2001
1504
1001 1504
1004
1004
501
504 50,
0 Year 0 Year 0 Year
Pharmacy Legislation in Hong Kong 2} Pharmacy Practice £ Pharmacology FH
BB %R EiEES A
Passing Percentage in Each Examination Subject
BHEENSKEE
Passing % Passing % Passing %
AEE ARE ABE
100 - 100 100
[ ]
50 - sof © 50 o ®
¢ e o ® © °
e ° o °
0 Year 0 Year Year

2012 2013 2014 2015 2016 E 2012 2013 2014 2015 2016 FH 2012 2013 2014 2015 2016 Ep

Pharmacy Legislation in Hong Kong

ERLEREB

Pharmacy Practice

E4iEES

BEEEBERSEETIER 20165
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Statistical Tables and Charts

fftat B2

Table & 2

Number of Registered Pharmacists in Hong Kong

& /85T 2 B BF A B

Year £ {3 2012 2013 2014 2015 2016

No. of registered pharmacists as at end of year

8,75 £ 4y 53 AR ) £ A B4 2,127 2,285 2,390 2,504 2,659

No. of registered pharmacists as at end of year

BEFRMGTMERGAR
3,000
2,500 |__
2,000 | _
1,500 |
1,000 |
500 |
0
2012 2013 2014 2015 2016
Year &5
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Statistical Tables and Charts

fftat B2

Table 3% 3

Breakdown of Fresh Registration, Removal from and

Restoration to the Register of Pharmacists
FaEfl - MREMREEFHFIMOSLEEF

Year {3 2012 2013 2014 2015 2016
;;e;;gg{is;;ii?ﬁg(;-;ocal graduates) 52 107 63 75 67
%e;;ﬂqr}eg[isiai%%(%o]cal graduates) 6 57 51 51 98
;ﬁjg%/;%fm the register” 10 10 14 14 19
%;t%r;té%n to the register 9 4 5 5 ’
gi%iﬁ”gase 77 158 105 114 155

*excluding orders by the Disciplinary Committee
NEELEREENES
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Statistical Tables and Charts

iftat B2

Table 3% 4

Disciplinary Actions against Registered Pharmacists

Taken by the Pharmacy and Poisons Board
EERXESEEERYHIMEB MR ET

Number of cases
Disciplinary actions taken [EES =]

RENAACERITED

2012 2013 2014 2015 2016

Formal disciplinary actions

(i.e. Inquiry by Disciplinary Committee)

EXAEITED
(BVHAREESETAEMA)

Table 38 5

Results of Disciplinary Inquiries into Registered Pharmacists

HEMERMETILEAMNER

Number of cases
Findings of the Disciplinary Committee EES E]
HEEEENHR
2012 2013 2014 2015 2016

Charge dismissed

= 1
e N 0 0 0 0
Guilty of the charge
SERR ! ‘ 1 1 0
Directions of the Disciplinary Committee
WEEEEMNET
Censure
b 3 0 1 0 0
EE
Removed from the register for a period of time 1 : 0 : 0
& MR 2 — R
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Statistical Tables and Charts

fftat B2

Table 3% 6

Disciplinary Cases regarding Registered Pharmacists

Handled by the Pharmacy and Poisons Board
ERXRSEEEREIEAMAEMERMICERBE

Number of counts
Nature of offences™ RE

ERME"

2012 2013 2014 2015 2016

(1) Sale of Schedule 3 poison without the
authority of a prescription

N Y N 1 0 0 0 0
HEERARENENTHERNRS
=2
(2) Selling substance to which the Antibiotics
Ordinance, Cap. 137, applies without the
authority of a prescription 1 0 0 0 0
REEFREMBEE (MEZGH)
(F13TE)EANYIE
(3) Behaving in a disorderly manner in public
place 2 0 0 0 0
AR 1F R BELK 1T A
(4) Manufacturing pharmaceutical product
without a licence 21* 0 0 0 0
BEERMAEZERR R
(5) Fraud
N 0 1 0 0 0
HREFZ

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

(7) Supplying Part 1 poison from unlicensed
premises 0 0 0 1 0
R BERNEFTHES 125

(8) Failing to keep proper record of Part 1
poison 0 0 0
BERBEIHBENEE X

"
(@)
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Statistical Tables and Charts

iftat B2

Table 3% 6 (Con’'t)#&
Number of counts
Nature of offences™ RE
BExtE"

2012 2013 2014 2015 2016

(9) Possession of substance to which the
Antibiotics Ordinance applies 0 0 0 1 0
BB (MAERKR) BRANYE

(10) Possession for sale or for any purpose of
trade or manufacture goods to which a
forged trade description was applied 0 0 0 1 0
EEERAERERSAPNERFHE
HEMEEXRERZ

(11) Professional misconduct
BEAE
*Some cases involve multiple nature of offences

T EOMERY RS ESET
*Involving one pharmacist for 21 counts of same offence

f— RS K21 BRI — T
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Statistical Tables and Charts

fftat B2

Table & 7

Number of Authorized Sellers of Poisons in Hong Kong

BENERESEHERRNE

Year £ {3 2012 2013 2014 20156 2016

No. of authorized sellers of poisons as at end
of year 570 597 605 607 604
BEFRNERESEEEREE

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

BEFRNERESEZHEDTHE
700 _
600 [
500 | _
400 [
300 |
200 | __
100 |_
0
2012 2013 2014 2015 2016
Year &7
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Statistical Tables and Charts

iftat B2

Table 3% 8

Applications for Registration of Premises of Authorized Sellers of Poisons

ERESEHNEBEFEMAEE

Year {3

2012

2013

2014

2015

2016

No. of applications for registration of premises
approved

BMEATEMRANEE

45

106

39

34

29

No. of applications for registration of premises
rejected

BREEAEMEFNHE

No. of applications for renewal of registration
of premises rejected

EREmTMNERRZIRE

Table & 9

Regulatory Control of Authorized Sellers of Poisons

ERESEHERNAE

Year {3 2012 2013 2014 2015 2016
No. of inspections conducted

WEBE 1,222 1,186 1,229 1,214 1,209
l;l(?.mgf test purchases conducted 5,942 5,707 4,363 4,136 3,955
AEHE




Statistical Tables and Charts

fftat B2

Table 3% 10

Disciplinary Actions against Authorized Sellers of Poisons

Taken by the Pharmacy and Poisons Board
EBXRSEEERHERESEHEMRIMALCENT

Disciplinary actions taken

FREXRYHCRITEY

Number of cases

2012

2013

2014

2015

2016

Formal disciplinary actions

(i.e. Inquiry by Disciplinary Committee)

FXACETED
(BNHAREZESETAEMN)

20

10

13

12

Informal disciplinary actions

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

FFIERAEITE
(BREERRKRATOBRES)

25

13

12

18

18

The authorized seller of poisons ceased operation
before action taken

ZHEREEERRNCATHRIERE

Total #2284

45

23

20

32

31
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Statistical Tables and Charts

iftat B2

Table & 11

Results of Disciplinary Inquiries into Authorized Sellers of Poisons

HERESEHERETLEMANER

Findings of the
Disciplinary Committee

iEREEMMAR

Number of cases

2012

2013

2014

2015

2016

Charge dismissed
f e N AV

0

Guilty of the charge
YEHERRAL

20

10

13

12

Directions of the Disciplinary Committee

REREREMNER

Issue of written warning

RHEEES

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

12
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Statistical Tables and Charts

fftat B2

Table & 12

Disciplinary Inquiries into Authorized Sellers of Poisons

Handled by the Pharmacy and Poisons Board
EE R RS EE IR EE A ERESEH EmC A EE

Number of counts (percentage)
Nature of offences™ RE (F{REE)

ERME"
2012 2013 2014 2015 2016

(1) Sale of Part 1/Part 2 poison without label/

proper label 4 2 2 4 0
HERBRE/ RAELXERENEIRNE (5%) (6.07%) (9.1%) (10%) (0%)
2B HEE

(2) Sale of Part 1 poison without the supervision of
a registered pharmacist/proper supervision 26 6 5 5 4
HEREAMEEMES/BEEBMNBR | (32.5%) | (18.18%) | (22.72%) | (12.5%) | (12.9%)
THEX 1 SE

(3) Sale of Schedule 3 poison without the authority
of a prescription

ERERTRENERLTHENKISE

(4) Sale of antibiotic without the authority of a

20 7 0 9 5
(25%) (21.21%) (0%) (22.5%) | (16.13%)

- 2 0 0 0 0
rescription
SRR TR AT (25%) | @) | (%) | ©% | (0%
(5) Possession of poison included in Part 1 of the 0 3 ) 1 3

Poisons List

ERBERFMMINERNSE

(6) Possession of unregistered pharmaceutical

(0%) (9.09%) (9.1%) (2.5%) (9.68%)

product 60 2 20 40 OO

B S R 5 (7.5%) (0%) (9.1%) (10%) (0%)
(7) Failing to keep proper record/make entry in the 4 0 3 0 0

Poisons Book o o o o o
(8) Failing to store Schedule 1 poison in a ] 4 0 1 0

receptacle solely for that purpose o o o o o

BT IS T 2 1 ) BB B 7 P 9 B SR (1.25%) | (12.12%) (0%) (2.5%) (0%)
(9) Possession for sale or for any purpose of trade

or manufacture goods to which a false trade 5 0 0 5 3

description was applied

(2.5%) (0%) (0%) (5%) (9.68%)

REEBXNANBRNRERNRMERER
ERAEmRANE R
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iftat B2

Table 3% 12 (Con’t) &

Statistical Tables and Charts

Number of counts (percentage)

:;;;; ;*offences* R (HREE)
2012 2013 2014 2015 2016
(10) Possession for sale or for any purpose of trade
or manufacture goods to which a forged trade 1 3 5 ’ 1
e s oo s e e | (1259%) | (0.09%) | (22.729) | (6%) | (3.23%)
RIEFRIENE &
(11) Unlawful sale of Part 1 poison 0 6 0 0 0
R ER 1A S (0%) (18.18%) (0%) (0%) (0%)
(12) Selling substance to which the Antibiotics ] 0 3 0 4
Ordinance applies o o o o o
EF (Bt TE) EEGYE (1.25%) (0%) (13.63%) (0%) (12.9%)
(13) Failing to store poisons properly 5 0 0 9 2
RELZEBRSE (6.25%) (0%) (0%) (22.5%) (6.45%)
(14) Illegal sale of unregistered pharmaceutical 4 0 0 ’ 0
duct
;L(;;ﬁf‘éﬁfﬁﬁmaﬂﬂagﬁm%& (5%) (0%) (0%) (5%) (0%)
(15) Selling unlabelled pharmaceutical product 2 0 0 0 0
EEREMEEBNEBR R (2.5%) (0%) (0%) (0%) (0%)
(16) Supplying/0ffering to supply false trade ] 1 0 0 3
?ft;;”/‘g%mis e (1.25%) | (3.03%) | (0%) 0%) | (9.68%)
(17) Failing to seek prior approval from the
Pharmacy and Poisons Board for change in the
ownership/directorship or person-in-charge of : 0 0 : 0
the authorized seller of poisons o o o o o
%ﬁ%%%ﬁﬁ%ﬁ*%%%f@ﬁ@]%& (1.25%)) (O%)) (O/O) (2-5%)) (O/O)
EEBERNAME ERTHEBA/EERY
B8EA
(18) Selling goods to which a forged trade mark was 0 1 0 0 5
Zz‘f;i_ e 0%) | (3.03%) | (0%) 0%) | (19.35%)
= SR Ny =ik AR

* Some cases involve multiple nature of offences

T EMERS RZEFRT

Pharmacy and Poisons Board of Hong Kong
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Statistical Tables and Charts

fftat B2

Table 3& 12A

Disciplinary Inquiries into Authorized Sellers of Poisons in 2016

016 FHAERESEHERNCEAAEE

Supplying,/Offering to supply false Failing to store poisons properly
pplying g pply KT E RS

trade description goods; Possession for sale or for any
g/ R EERRE R T BN purpose of trade or manufacture
E@ goods to which a false trade

description was applied
REENTMEEINRER
ARMERERERA®RHH

HNE

Selling substance to
which the Antibiotics
Ordinance applies

EE (MAERKH)
BRANYE

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

Sale of Part 1 poison p ion of poison included
without the supervision of ossession of poison Include

a registered pharmacist/ in Part 1 of the Poisons List
&A= = P a5 1 =]

proper supervision EE%?&%W A P 51 £

1E8 75 =t i 22 3 A B =

BE/AEEBENBRT

SHEE 1S

Selling goods to which a
forged trade mark was applied

HERRREBRNE R

Sale of Schedule 3 poison without
the authority of a prescription
ERERSEENBERTHE
GEREEE
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Statistical Tables and Charts

fftat B2

Table 3% 13

Number of Listed Sellers of Poisons in Hong Kong

BENVBESEHERRE

Year {3 2012 2013 2014 2015 2016

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

Y RIS 3,827 | 3,907 | 3,951 4,012 | 3,937
BEFRNIIBSEHERHE

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

BEEFRMNIBSEHEBHHE
4500 —
4000 |
3500 |-
3000 |-
2500 |~
2000 |-
1500 |-
1000 |-
500 |-
O 0n 2013 2014 2015 2016
Year FE{p
Table 3% 14
Applications for Licensing as Listed Sellers of Poisons
BH 55 I 8 55 22 55 & i i B8
Year {3 2012 2013 | 2014 | 2015 | 2016

No. of applications rejected 5 : 5 5 2
By SEEERMNERAFEHE
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Statistical Tables and Charts

fftat B2

Table 3% 15

Regulatory Control of Listed Sellers of Poisons

SIS BEHEBHIMAE

Year {3 2012 2013 2014 2015 2016

No. of inspections conducted
HKEEE

No. of test purchases conducted

ABHE

7,426 1,746 7,878 7,977 7,956

3,887 1,983 2,601 3,008 4,021

Table 3§ 16

Disciplinary Actions against Listed Sellers of Poisons

Taken by the Pharmacy and Poisons Board
EREARSEEERYIHSEHE BRI ET

Number of cases
Disciplinary actions taken EES =]
RIS EBITE
2012 2013 2014 2015 2016

Removal from the list of listed sellers of poisons 4 : 9 4 4
RN EHSEEEWRERSE
Issue of written warning

N 1 2 2 6 3
BHERES
Suspension of name from the list of listed sellers
of poisons for a specified period of time N/A N/A N/A 0 3
EmERIIISSEEERREANER | AER | AER | ~AER
— ER B
The listed seller of poisons ceased operation
before action taken 3 0 1 1 0
ZHERTEERRIALEITHRIDKMER
Total 4824 8 3 12 11 10

BEEAEBERSEETIER 20165



Statistical Tables and Charts

iftat B2

Table & 17

Disciplinary Cases regarding Listed Sellers of Poisons

Handled by the Pharmacy and Poisons Board
ERXARSECEREERRNE SEHEMMLCEESE

Number of counts (percentage)
Nature of offences™ RE (FREE)

ExME"
2012 2013 2014 2015 2016

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

- 1 0 0 1 4
proper supervision
N . \ 11.11% % % .26% 10.81%
HIER T HES 1 BELE
(2) Sale of Schedule 3 poison without the
authority of a prescription 1 0 0 0 3
TERERARENER TEERK | (11.11%) (0%) (0%) (0%) (8.11%)
IBHE
(3) Possession of Part 1 poison 1 0 5 4 6
BEEBIN S (11.11%) (0%) (20%) (21.05%) (16.22%)
(4) Possession of antibiotic 1 0 0 0 0
EEMAR (11.11%) (0%) (0%) (0%) (0%)
(5) Possession of unregistered 0 0 3 0 1
pharmaceutical product o
o % % 12% % 2.7%
%ﬁ*%&ﬁfﬁ%@]%ﬁ (O 0) (O 0) ( 0) (O 0) ( 0)
(6) Possession of substances to which the 0 0 4 0 1
Antibiotics Ordinance applies
\ 0% 0% 16% 0% 2.7%
BB (RAZER) BEHDE (0%) (0%) (16%) (0%) (2:7%)
(7) Possession for sale or for any purpose
of trade or manufacture goods to which 5 , 6 3 8

a forged trade mark was applied
REENAMBENRERZME
BERRERRNER

(8) Supplying or offering to supply goods
to which false trade descriptions were

(565.56%) | (11.11%) (24%) (15.79%) | (21.63%)

: 0 0 1 0 0
applied ® 0 0 9 9
AME &
(9) :éjvbelrlts;:;:n%nz:n undesirable medical (Og/) (88%#9% (8%/) (02/) (O(;)
0 BIMARBEESE ° e ’ ’ °
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Statistical Tables

fftat B2

Table 3% 17(Con’t) #&

and Charis

Number of counts (percentage)

Nature of offences™ R (HREE)
EREE"
2012 2013 2014 2015 2016
(10) Possession for sale or for any purpose
of trade or manufacture goods to which
a false trade description was applied ?, OO % 2 o (3)
BEAERBDIANER
a1 if(l)zu(gtan unregistered pharmaceutical 0 0 ] ’ 0
£ B o U i | 2 (0%) (0%) (4%) (10.53%) (0%)
(12) Selling goods to which a forged trade
mark was applied 2 OO 10 1 o ! o
B R AT B S (0%) (0%) (4%) (5.26%) (18.92%)
(13) Applying a false trade description on
gg;)itri]zslsn the course of any trade or 0 0 0 3 1
(o) 0, (o) 0, (o)
1T BIE S B e rh ¥ B 7 (0%) (0%) (0%) (15.79%) (2.7%)
mSAERRER
(14) Sale of Part 2 poison 0 0 0 3 4
HEF 2B (0%) (0%) (0%) (15.79%) | (10.81%)
(15) lllegal use of restricted title 0 0 0 0 1
JEE A (0%) (0%) (0%) (0%) (2.7%)
(16) lllegal use of restricted logo 0 0 0 0 1
FERTEER (0%) (0%) (0%) (0%) (2.7%)

HRRMEZRY KL @R

H+OH X ¥

Some cases involve multiple nature of offences

oo/

SE1T

Involving 2 Listed Sellers of Poisons for 1 count and 7 counts of same offence
MBI BSEEER D RS R E R TEZ

BEEAEBERSEETIER 20165
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Table 3& 17A

Disciplinary Cases regarding Listed Sellers of Poisons in 2016

2016 FHRASIBSEHEFILEAER

Sale of Part 1

poison without

the supervision

of a registered
pharmacist/proper
supervision

T2 B L ZEEIER
BEE/EERENE

MPHEF 1 HSE

Sale of Part 2

Poison
HHEF 25 =
i

Possession of
unregistered
pharmaceutical
product

BB RIET M
B S

Sale of Selling goods Applying a false trade
Schedule 3 to which a description to goods
poison without forged trade in the course of any
the authority of mark was trade or business

a prescription applied EEEBESNERE
ERBERAE EEERkBE EFR FE A FE R s S 3
HERYER T H IR E & BRE &
MR35

Possession of

substances to which the Possession of Part
Antibiotics Ordinance 1 poison

applies EHEIELE
BEH (EREG)

BRNME

Pharmacy and Poisons Board of Hong Kong Annual Report 2016

lllegal use of
restricted title

IFAEEABE

Illegal use of
restricted logo
FERTES

Possession for sale
or for any purpose of
trade or manufacture
goods to which a
forged trade mark
was applied
BEENTAmER
SUEFE & B FE R
BEEENE S




Statistical Tables and Charts

fftat B2

Table 3% 18

Issue of Wholesale Poisons Licences/Licensed Wholesale Dealers*

SEMBEB/MEBERENES

Year {3 2012 2013 2014 2015 2016

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

" S 737 714 27 797 779
HEFRNSENBRE/ HREER
FEANEE
No. of wholesale poisons licences/licensed
wholesale dealers revoked/suspended 5 : 1 : 1

B mHSERRER /MR EERN
#A

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.

Y H2015F2B6HE  #HBHEREHEL DI SEMBIERIE/LOMFMERE - FEEX
HSEMBFERIGENBLAEOBEIMBIRENAL  TEERNGMEREZRUE  FERER
FEfERE -

Table 3§ 19

Issue of Manufacturer’s Licences for Pharmaceutical Products

ZRHMREHHEBHEE

Year {3 2012 2013 2014 2015 2016

No. of holders of manufacturer’s licences as at
end of year 37 63" 94* 80" 72"
BEFANRERERBREEANEE

No. of manufacturer’s licences revoked/
suspended 0 0 0 0 0
B M RERE R RSB
With effect from 1 October 2015, all licensed manufacturers were required to fully comply with the PIC/S GMP.

* H2015F108 1 HE TERERABV AR AR EERRRERAABNEEEEETER
#IEo| -

There were 27, 63, 57 and 49 holders who were authorized to conduct secondary packing of pharmaceutical
products only in 2013, 2014, 2015 and 2016 respectively.

" ORR20134 ~ 20144 ~ 20155 R20164F » ABIHE27E ~ 634  bTRRAIZREHERFEAR a

ERENSERNRRIMERE -

BEEAEBERSEETIER 20165



Statistical Tables and Charts

fftat B2

Table 3% 20

Registration of Pharmaceutical Products

25 ) 3 i 1Y 51 i

Year {3 2012 2013 2014 2015 2016

No. of registered pharmaceutical products as at
end of year 19,093 18,912 19,209 19,486 18,584
HEFRNTMERNRREE

No. of registered pharmaceutical products as at end of year

BEFRMEMERNRRHE
20000 —
15000
10000 |~
5000
0
2012 2013 2014 2015 2016
Year HE15
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Statistical Tables and Charts

fftat B2

Table & 21

Amendments to Schedules 1 and 3 to

the Pharmacy and Poisons Regulations in 2016

2016 F 7 (EBIXRSEMRG) MR1F3EHAVEET

New Substances Added A E

1. Aclidinium, its salt

fi R 8 » HEEME

2. Alectinib; its salts

fZRE e - HEE

3. Alirocumab (P IPNEE7
4. Apremilast; its salts fZm R4 5 HLEEME

5. Asunaprevir; its salt

fM&FmeE ; HEE

6. Bedaquiline; its salts

Bedaquiline ; ELEFE

7. Bivalirudin; its salts HEE » HEE
8. Carfilzomib: its salts RIEEK  HEE
9. Cobimetinib; its salts AxRfe s HEH
10. Daclatasvir; its salts EZhithE  HEE
11. Delamanid; its salts RuSE  HER

12. Dimethyl fumarate when contained in
pharmaceutical products

ERER_AE  ERNEIEEARRANE

13. Edoxaban; its salt

PEILE I L

14. Elotuzumab KRR E M
15. Evolocumab RIREAET
16. Idarucizumab KEHER

17. Lenvatinib; its salts

mUER S EHE

18. Lurasidone; its salts

S ; HEEX

19. Macitentan; its salts

BERE S HEE

20. Nintedanib; its salts

[EZEER

21. Olaparib; its salts

BRAUMAR  HEEA

22. Osimertinib; its salts

REERE  HEH

I

BEERERBEE

ITR 2016 F &5



Statistical Tables and Charts

iftat B2

Table 3% 21 (Con’t) &

23. Palbociclib; its salts

IRAEEEF) 5 HEE

24. Panobinostat; its salts

tHLE R Mt HEE

25. Paracetamol when contained in pharmaceutical
products for human parenteral administration

HIBmRER  BRRESEMIHAANRNE
B&mAE

26. Ramucirumab BEEEN
27. Sacubitril; its salts WEDM  HEE
28. Siltuximab AXEEN
29. Simeprevir; its salts X E | HEH
30. Trametinib; its salts HEER  HEE

Others E fh

31. Repealed item “Pantoprazole; its salts” and
substituted for “Pantoprazole; its salts; except
when contained in oral preparations with 20
mg or less per solid dosage unit, indicated with
the maximum daily dose of 20 mg for relief of
heartburn symptoms associated with acid reflux
in patients of 18 years old or above, and in packs
with the maximum supply of 7 days”

BERREITRIM  HEDE RBEAL Htum s 2
BE EEE-EREHNEES202=ULTH
Ofk&xm TRPASAKREEE2028% © #18
ﬁjZL,U:E’JF}\ £ B FAEMR B BRI B A

mo RBENNEERE THNEEERN

32. Repealed item “Tenofovir; its salt; its esters; their
salts” and substituted for “Tenofovir; its salts; its
derivatives; their salts”

B EwER HEE S EES S efMNER
HERL E# E‘f% s HEEE  BETAEY e
AYBEAR"
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Statistical Tables and Charts

fftat B2

Table & 22

Amendments to Part 1 of Schedule 10 to

the Pharmacy and Poisons Regulations in 2016

201651 (EHERSEMHG) MR105E1SPIEHAVIES

New Substances Added HIAKIHIE

1. Aclidinium, its salt

fi R 8 » HEEME

2. Alectinib; its salts

fZRE e - HEE

3. Alirocumab (P IPNEE7
4. Apremilast; its salts fZm R4 5 HLEEME

5. Asunaprevir; its salt

fM&FmeE ; HEE

6. Bedaquiline; its salts

Bedaquiline ; ELEFE

7. Bivalirudin; its salts HEE » HEE
8. Carfilzomib: its salts RIEEK  HEE
9. Cobimetinib; its salts AxRfe s HEH
10. Daclatasvir; its salts EZhithE  HEE
11. Delamanid; its salts RuSE  HER

12. Dimethyl fumarate when contained in
pharmaceutical products

ERER_AE  ERNEIEEARRANE

13. Edoxaban; its salt

PEILE I L

14. Elotuzumab KRR E M
15. Evolocumab RIREAET
16. Idarucizumab KEHER

17. Lenvatinib; its salts

mUER S EHE

18. Lurasidone; its salts

S ; HEEX

19. Macitentan; its salts

BERE S HEE

20. Nintedanib; its salts

[EZEER

21. Olaparib; its salts

BRAUMAR  HEEA

22. Osimertinib; its salts

REERE  HEH

I

BEERERBEE

ITR 2016 F &5



Statistical Tables and Charts

iftat B2

Table 3§ 22 (Con’t) &

23. Palbociclib; its salts

IRAEEEF) 5 HEE

24. Panobinostat; its salts

tHLE R Mt HEE

25. Paracetamol when contained in pharmaceutical
products for human parenteral administration

HIBmRER  BRRESEMIHAANRNE
B&mAE

26. Ramucirumab EEEEN
27. Sacubitril: its salts WEER ; HEERE

28. Siltuximab

29. Simeprevir; its salts

30. Trametinib; its salts

Others E fh

31. Repealed item “Tenofovir; its salt; its esters; their
salts” and substituted for “Tenofovir; its salts; its
derivatives; their salts”

B EstEs ; HEE; 298 eneEs
BHERL'B#HEE  HEH N e
E/g@iﬁu
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