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Message from the Chairman

The year 2015 was a meaningful year to the Pharmacy and
Poisons Board (“the Board”). Thanks to the support of
Members of the Board and its committees, the Board had
various accomplishments in different aspects in the year.

With the commencement of the Pharmacy and Poisons
(Amendment) Ordinance 2015 (“PPAO”) on 6 February 2015,
the Board was empowered to register authorized persons
of manufacturer and issue code of conduct and codes of
practice. As a result, the Board issued codes of practice
for wholesale dealers listed sellers of poisons, authorized
sellers of poisons and licensed manufacturers and registered
authorized persons in 2015. The PPAO also empowered
the Board to issue a Good Manufacturing Practice Guide
(“GMP Guide”) providing for the principles and guidelines
of good manufacturing practice in respect of pharmaceutical
products. In the year, the Board issued the “Hong Kong
Guide to Good Manufacturing Practice for the Secondary
Packagmg of Pharmaceutical Products” and adopted the
GMP Guide (version 11) promulgated by the Pharmaceutical
Inspection Co-operation Scheme (“PIC/S”). Both Guides have
taken effect from 1 October 2015. These codes of practice
and Guides help further upgrade the practising standards of
various dealers of medicines.

I' would also like to take this opportunity to express our
gratitude to the trade, especially the representatives from
different sectors who assisted in dra ting the codes of
practice and supporting the enhancement of their standards
to better protect public health.

In May 2015, the PIC/S accepted the Board as the 47'"
participating authorlty with effect from 1 January 2016. Our
accession to the PIC/S signified the recognition of our GMP
inspectorate and the pharmaceutical trade by international
drug regulatory authorities. We are confident that medicines
produced in Hong Kong are on a par with international
standards.

Subsequent to the commencement of the PPAO, the
mechanism of negative vetting procedures for classification of
drug substances allows timely introduction of new medicines
into the market for the treatment of patients. Moreover, the
Board is empowered to impose any necessary conditions
on the registration certificates to enhance the safety of
medicines and streamline the process to issue Certificates
for Clinical Trial/Medicinal Test by waiving the requirement
to submit a sample of the trial drug with each application
process and extending the validity of the certificates from two
years to no more than five years, thus facilitating researches
and development of new medicines and clinical trials.

We firmly believe that public health and safety are our prime
concerns. In the coming years, the Board will continue to
work closely with all interested parties and organizations
to uphold the standard of the profession and the trade to
meet the ever-increasing demand of the public for quality
medicines and professional pharmacy services.

Dr Constance CHAN
Chairman
Pharmacy and Poisons Board
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Introduction

This annual report covers the calendar year 2015. 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
Email address : ppb@dh.gov.hk
Website www.ppbhk.org.hk
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Membership and Functions of the Board

Dr Constance CHAN, JP (Chairman)
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Membership

1. %8

01.

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)
(b)
()

the Director of Health (Chairman);

ex officio
members

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.

The membership of the Board as at 31 December 2015 was as
follows:

(@)
(b)
(0)
(d)
(e)
(f)

(g)
(h)

(i)

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 CHEUNG Hon-ming

Secretary
Miss Maggie CHOW
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Functions

2. Bre

OZ.

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

(a)

(e)

(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,
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

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
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Membership as at 31 December 2015

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;

(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 2. mE|EX R EEE (F|&H S8
Poisons) Committee EBEET

i. Membership as at 31 December 2015 . BE_E—AF+-RHA=+—H
Ms Linda WOO (Chairman) Wk ERE
Mr CHAN Wing-kai SimELt(FEFE)
Mr HUI Siu-chor, Samuel FRk =SS
Mr NG Yick-hung, Eddie STEEMEE
Mr TAM Hung-pun REBTE
Ms TANG Mui-fun RBIEWELE
Mr WONG Yim-pui BitE5 L
Ms Pamela LI (Secretary) =i nas

iil. Functions FHXEXLEE)
The Pharmacy and Poisons (Listed Sellers of Poisons) i B HE
Committee is established to consider and approve BEHERBEGIHSEHEHEZE
applications for listed sellers of poisons under regulation BEEEHERE (BEEERSER
24A of the Pharmacy and Poisons Regulations. ) FE24AMBIRHAT I B SEHER

HARRERES o
3. Pharmacy and Poisons (Wholesale Licences) 3.

Committee

ERRREE (M)

8

Membership as at 31 December 2015

Ms Linda WOO (Chairman)

Mr CHENG Kit-man

Mr CHIU Kwok-leung, Philip

Mr LAU Oi-kwok

Mr LEUNG Chi-ming

Mr Andrew WONG

Mr Vincent CHIANG (Secretary)

. Functions

In accordance with regulations 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.

Pharmacy and Poisons Board of Hong Kong Annual Report 2015

BE_T-AF+HA=+—H
R ERE
RFE L (EF)
BHESSEE
HESEE
BIBELE
RERKE
BEESBEEE
SR SEEE)
B BE

EEERBSEMBRRZEFRE
(BEEXRBERG) HE264%  #IT

THUBEE |

() EEEERHEEMEMAVIEHE
MERT - BERAAEA AR
REREE S &

(b) £ (BB XERSERMG) 526
RIEFRRIER T - BEHHt A
B2~ TEGTAAHAR A RS M ERHE 38
RIREER AV A hA It 25 e 3% H
L 55 e RN A Ht 2 AR AR
AORRRRIGRAF




4. Pharmacy and Poisons (Manufacturers 4, BEIEXRESE (REERER)
O Licensing) Committee FEE

i. Membership as at 31 December 2015 . BE-E—AF+-A=+—H
Ms Linda WOO (Chairman) MR ERE
Ms Sabrina CHAN RE R T (EF)
Dr Celine CHENG PRZ=IEZ T
Mrs Mary CHENG HEEBEL
Dr LAU Ying-kei, Henry ERpRIMEZR +
Mr TSUI Kai-hung, William IS L
Dr WONG Sai-yin, Samson (E=3: T
Dr WONG Yiu-chung HHEEL
Dr Ken YEUNG HIEME LT
Mr Vincent CHIANG (Secretary) BiiEE L

. . SR EEGFES)

ii. Functions

ii. R EE

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

(a)

(b)

()

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

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.
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5.

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

5. BEEIXREBE (EBHRAK

MEM - ERirEEREY

AHBHS)EEE

Membership as at 31 December 2015

Ms Linda WOO (Chairman)

Dr CHANG Chee-siu

Professor CHEUNG Man-yung, Bernard
Dr CHEUNG Siu-ming, Henry

Dr KWAN Wing-hong

Dr LIM Wei-ling, Wilina, JP

Ms Teresa NGAN

Dr TAM Cheuk-ming, JP

Dr TO Kwong-yuk

Mr Clive CHAN (Secretary)

. Functions

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

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

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

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

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

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

6.

TR

ERE

B

Membership as at 31 December 2015

Dr Della SIN, JP (Chairman)

Dr CHEUNG Hon-ming

Ms CHIANG Sau-chu

Mr KWONG Yiu-sum, Benjamin
Dr LEUNG Pak-heng, George
Ms Linda WOO

Ms Alice TANG (Secretary)

. 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.

Pharmacy Internship Training Committee
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Membership as at 31 December 2015

Professor LEE Wing-yan, Vivian (Chairman)
Mr Frank CHAN

Ms Victoria CHAN

Dr Celine CHENG

Mr CHIU Kwok-leung, Philip
Dr HO Suk-san, Susan

Mr Antonio KWONG, MH
Ms Anna LEE

Dr LEUNG Pak-heng, George
Dr NG Chor-shan, Sian

Dr NG Ping-sum, Sammy

Dr TO Kwong-yuk

Ms Linda WOO

Ms Alice TANG (Secretary)
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ii. Functions

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

(a)

(b)

(f)

12

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

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

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

advise the Board on matters pertaining to pharmacy
internship training;

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

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

1.

Registration of Pharmacists

. BEREPRYEE

O

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 2015. A total of 57
applicants cumulatively passed all the three subjects in
the year 2015.

The results of these two registration examinations are
shown in Table 1. Figures for the years 2011 to 2015 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. Registration

Vi.

14

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 2,504
registered pharmacists were issued with practising
certificates in the year 2015. Statistical data regarding
registration of pharmacists and breakdown of fresh
registration, removal from and restoration to the register
of pharmacists for the years 2011 to 2015 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 22 to 24 of this report.

Statistical data regarding disciplinary actions taken by the
Board in respect of registered pharmacists in the years
2011 to 2015 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)

2. TER(BRERIESENE
R PSS EE i E ) A) EH
REETE

O

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 607 ASPs registered in Hong Kong as at end
of year 2015. Statistical data regarding the total number
of ASPs, applications for registration and renewal of
registration of premises of an ASP in the years 2011 to
2015 are shown in Tables 7 and 8.
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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.

13 inquiries were held in the year of 2015 and 13 ASPs
were found guilty of misconduct. Four ASPs were issued
with written warning whilst the remaining nine ASPs were
disqualified from being an ASP for a period of time.

For minor infringement, the Board may decide not to
initiate any disciplinary inquiry but direct the Assistant
Director (Drug) of the Department of Health and the
Secretary of the Board to interview and verbally caution
the proprietor/director and duty pharmacist of the ASP
concerned. A total of 18 such interviews were held in the
year 2015.

The number of inspections and test purchases conducted
by pharmacist inspectors against ASPs in the years 2011 to
2015 is shown in Table 9.

Statistical data regarding disciplinary cases handled by
the Board in respect of ASPs in the years 2011 to 2015 are
given in Tables 10, 11, 12 and 12A.

Listed Sellers of Poisons: Licensing

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

There were 4,012 LSPs as at end of year 2015. The number
of licensed LSPs in the years 2011 to 2015 is shown in
Table 13. Statistical data regarding applications for LSP
licences in these five years are shown in Table 14.
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iv. 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 2011 to
2015 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

. MBBRREBHIFER A

EIE

O
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Wholesale Dealers of Pharmaceutical Products

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

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

There were 797 holders of a wholesale poisons licence*
/licensed wholesale dealers as at end of year 2015.
Statistical data for the years 2011 to 2015 are shown in
Table 18.

* 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.

. 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.
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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.

The manufacture of pharmaceutical products must be
supervised by a registered pharmacist or persons with
such other qualifications as approved by the Board.

There were 80 holders of a manufacturer’s licence as
at end of year 2015, and all of them were required to
comply with the Pharmaceutical Inspection Co-operation
Scheme Good Manufacturing Practice (“PIC/S GMP”)
Guide with effect from 1 October 2015. Among the 80
holders, 57 holders of them were authorized to conduct
secondary packaging of pharmaceutical products only.
Statistical data for the years 2011 to 2015 are given in Table
19.

Registration and Classification of Pharmaceutical
Products
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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 by an importer,
the Committee may require the applicant to produce one
or both of the following documents:

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

(b) adeclaration that the subject product is manufactured
in accordance with the requirements imposed by or
under the law of the country concerned.

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 19,486 registered pharmaceutical products
in Hong Kong as at end of year 2015. The number of
registered pharmaceutical products as at end of years
2011 to 2015 is shown in Table 20.
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ii. Classification of Pharmaceutical Products i,

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:

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

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

(c) Schedule 3 Poisons:
Poisons included in
Part 1 of the Schedule
10, i.e. Poisons List, and
the Schedule 3 to the
Pharmacy and Poisons
Regulations

(d) Part 2 Poisons:
Poisons included in Part
2 of the Schedule 10, i.e.
Poisons List

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

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

They can be sold only by
authorized sellers of poisons
under the supervision of
registered pharmacists with the
authority of a prescription from
aregistered medical practitioner,
registered dentist or registered
veterinary surgeon.

They can be sold by listed
sellers of poisons and
authorized sellers of poisons
without the supervision of
registered pharmacists.
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Regulatory provisions in other related areas are contained
in the Schedule 2, Schedules 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 the 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 2015 are shown in Tables 21 to 25.
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/

Membership and Functions of the Disciplinary Committee

1. Membership 1. K&

RZEENREEETIIAL:

(@) a Chairman, who is the medical officer in the Department (a) — BRI (EREREEEH) B
of Health appointed by the Chief Executive under section 32))RHITHREZEREERK
3(2)(e) of the Pharmacy and Poisons Ordinance as a ENEHEEEL  THEHMELTRE

member of the Board; (b) 7% Eh 5 45 8 BB @ 42 % O 35 0 2 B
(b) two registered pharmacists (not being public officers) (EREAER) s B
nominated by the Pharmaceutical Society of Hong Kong; _ = o f3t .
and (c) —BHITHREZENEEREM
B ERIZERRARBLEENERES R
“E-AF+"“B=+—HMEF - -E&E

O

A Disciplinary Committee consists of the following persons:

(c) alegal adviser appointed by the Chief Executive.

As at 31 December 2015, the Chairman of the Disciplinary TE-NFHERERNGMETMEIE
Commite s b Cnd) AL 1, et Dsctorof 0 e
served as members in year 2015 included: BREB%SE
Mrs CHAN LAU Charm-ming BRIFE 22
Mr CHAN Yat-ming REBERXT
Ms CHAN Yin-yin, lvy B#EiEzt
Ms CHEUNG Oi-ling FEREEESRE
Ms CHEW Leng-leng fEERE
Mr CHONG Tang-lung ERFRE
Mr HO Hon-fai REBKE
Ms MOK Lai-fong RINFEE
Mr NG Wing-yan MERESEE
Mr NG Yu-chau, Patrick Hofitkegun

Mr SUNG Ming-tat, Dick BEBLEE
Ms TAM Hi BERRE
Mr WONG Chi-ming Byt
Mr WONG Kwong-cheung, Aaron R & sk e £

Ms WONG Yuen-yin, Clara
Mr YAU Fuk-loi, Rico
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2.

Functions

2. Bse

(}

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)

()

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

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

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

(a)
(b)
()

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

remove his name from the register of pharmacists and not
to re-enter it thereon for such period as the Disciplinary
Committee directs.
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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 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
3 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 2011 to 2015.
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Membership and Functions of the Pharmacy and Poisons
Appeal Tribunal

1.

Membership

1. R &

(}

The Tribunal consists of the following members who are

appointed by the Chief Executive in accordance with section
30(2) of the Pharmacy and Poisons Ordinance:

(a)

(b)
()

(8)

a legally qualified person who shall be the chairman of
the Tribunal;

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

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

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

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 2015 was
as follows:

Ms WONG Kwok-ying, Lisa, S.C. Chairman
Dr TSANG Ho-fai, Thomas Member
Dr LEE Chui-ping Member
Professor CHAN Yan-keung, Member

Thomas, 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 LAU Oi-kwok Panel Member
Mr MOK Ka-kui Panel Member

ERERSE

EIER2015FF#H

BARBETIRE (BEERSER
BI) FEIVDFEHTHREREMAL :

(a) —REMERBXEERNOAL > A
HHEBRAEIRF

(b) —RFEMELE S
(c) —SRETMEZEHIET ;
(d) —ZERERBERMAL

(e) — R ERZEHIEMAR M 12 % AE A AY /A AY
BB WAREEERRERNAL

(f) — % B2 25 4B 4 12 & AA Ak A/ AR Y
mE BTABEEERRERNOAL
&

(9) —RHEHTEXEMBIRRMEMA/N
HRME > TAREEERERHOA
:':o

E-E-AF+-A=+—H BERED

MEMNT

mEBiZ T ES5
=yt %8
FEEEL %8
PREGRHIR Z£8
ERBPEE IMEEE
RIEERE IMEEE
Rieat IMEEE
SEERRT NEEE
HEREE INBRE
mEMEE IMEEE
fAfRESEE IMEEE
BEBELE IMEEE
EXRETE IMEEE
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2. Functions

2. Bgne

O

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 2011 to 2015.
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Statistical Tables and Charts
a5 Bl 3R

Table & 1

Results of the Registration Examinations
&t it & 5 Ak 4R
Pharmacy Legislation in

Hong Kong o L
B EHI LI kel R

Pharmacy Practice Pharmacology

(AN
Sac No.sat  No.passed passing%  No.sat No.passed passing%  No.sat No. passed passing %

Z2MAE GBRAH &K ZNAE ABAH  S8FX ZNAR GRAH  A8X

2011 167 72 43.1 144 104 72.2 176 49 27.8
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

Number of Candidates Sitting Each Examination Subject

BHEANEZELEAR
No. of Candidates No. of Candidates No. of Candidates
EEAH EEIN EEAH
230, —————————— 250 S0 —————————————
2015 2012
: 2015 250 =
- 2012 —~
. 2013 2014 20 2013
2011 2014
2012 2014 200 =
150 = 150 2011 2011 2015
2013
150 =
100 100
100 =
50 = 50 s L
Year Year Year
F5 F5 F13
0 = 0 0 =
Pharmacy Legislation in Hong Kong Pharmacy Practice Pharmacology
ERLEEEN] EAES EgEd

Passing Percentage in Each Examination Subject

BHERANERE
Passing % Passing % Passing %
= i\ = i\ = \
100 ETEE 100 B TEE 100 pB 1B
’ 0/’—0\’_‘ % »
Year Year Year
13 F5 13
0 0 0
2011 2012 2013 2014 2015 2011 2012 2013 2014 2015 2011 2012 2013 2014 2015
Pharmacy Legislation in Hong Kong Pharmacy Practice Pharmacology
ERLEE LA EREHE R
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Table & 2

Number of Registered Pharmacists in Hong Kong

BEEEMETE AR

Year 15 2011 2012 2013 2014 2015

No. of registered pharmacists as at end of year

B 25 4 R ) 5 R I 0 A8 2,050 2,127 2,285 2,390 2,504

No. of registered pharmacists as at end of year

HEFRNEIMEBM AR
3,000

2,500 —

2,000 [~

1,500 —

1,000 —

500

2011 2012 2013 2014 2015

Year & {5
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Table & 3

Breakdown of Fresh Registration, Removal from and

Restoration to the Register of Pharmacists

e MERGEMREHFEMNI BT

Year & {4 2011 2012 2013 2014 2015
F istrati -local graduat

re=sh registration (Non-local graduates) 0 ) 107 63 75
FEEfm (FEARHEZ)
F i i Local

re=sh registration (Local graduates) a5 o0 57 51 51
e (AHEX)
R ister”

emo=val ftom the register 11 10 10 14 14
il Bk 5 1B
R i th ist

esto=rat|on to the register 4 9 4 5 2
ER iR
Net i

e Inerease 96 77 158 105 114

FHER

* excluding orders by the Disciplinary Committee

THELEZEETNES

Table & 4

Disciplinary Actions against Registered Pharmacists

Taken by the Pharmacy and Poisons Board
EHERSECERYIMEBMBEIMALEST

Number of cases
Disciplinary actions taken EES =]
FRERIAS 21T ED
2011 2012 2013 2014 2015

Formal disciplinary actions (i.e. Inquiry by Disciplinary
Committee) 1 4 1 1 1

IEX#c2178) (BHmfcRZESETIEME)

I ZERBSEEER2015FFH




Table & 5

Results of Disciplinary Inquiries into Registered Pharmacists

HEMEDMETLEMRANER

Number of cases

(EES: ¢S]
2011 2012 2013 2014 2015

Charge dismissed : a 0 0 .
FEIET AL
Guilty of the charge

e - 0 4 1 1 1
FEIERIL
Censure
[ 0 3 0 1 0
RER

Removed from the register for a period of time

0 1 1 0 1

FA % BB — ER A
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Table & 6

Disciplinary Cases regarding Registered Pharmacists

Handled by the Pharmacy and Poisons Board
ERXARSEEEREEFHEMEDNMNLERAR

Number of counts
*
Nature of offences e

(EEXE=1

2011 2012 2013 2014 2015

(1) Sale of Schedule 3 poison without the authority of a
prescription 0 1 0 0 0
ERARAIREMNERLTHENRRISE

(2) Selling substance to which the Antibiotics
Ordinance, Cap. 137, applies without the authority
of a prescription 0 1 0 0 0

RERGHEEMBEE (MERKRH) (F137F)
BHME

(3) Failing to store Schedule 1 poison in a receptacle
reserved solely for the storage of poisons, which
receptacle shall be locked with an adequate lock
the key for which shall be retained by the registered
pharmacist
REBMRINSETEFREMMNBRA, M
BERRALISE (R AYSHEE £, 30 B i EF i SE I AR (R B
ZEHAY SRR

(4) Behaving in a disorderly manner in public place

EARMTEHEBEAKFNITH

(5) Manufacturing pharmaceutical product without a
licence 0 21* 0 0 0
R hR R T S BB & &

(6) Fraud
HREEE

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

was applied 0 0 0 1 0
BEENINEESNEAEMEGRABE
RN E &

(8) Supplying Part 1 poison from unlicensed premises

R A IRAYBE AT L FE B 1B B 42

BEEBERSEEHER20155FHW




Table & 6 (Con’t) (i8)

Number of counts
*
Nature of offences e

(EESkI=y
2011 2012 2013 2014 2015

(9) Failing to keep proper record of Part 1 poison
REMEFHEIEEREMNE S L%

(10) Possession of substance to which the Antibiotics
Ordinance applies 0 0 0 0 1

EH (REREL) BRNME

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

f’a;ﬁﬂéﬁ»ﬁﬂﬁfﬂﬁﬁﬁn%ﬁﬂﬂﬂﬁﬁﬁ{’ﬁﬁﬁ’%/ﬁiﬁﬁ

* Some cases involve multiple nature of offences
CERR RS R ZERET

* Involving one pharmacist for 21 counts of same offence

f—RBEEER S R 21IER — 1T
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Table & 7

Number of Authorized Sellers of Poisons in Hong Kong

EENERESEHERRE

Year & {4 2011 2012 2013 2014 2015

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

BE RS E N E 237 >70 >97 005 607

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

BEFRNERIESEHEBTHE
700 [ —
600 —
500 —
400 —
300 —
200 —

100 —

2011 2012 2013 2014 2015

Year F 15
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Table & 8

Applications for Registration of Premises

of Authorized Sellers of Poisons

ERESEHEBRNEFEMBAE

Year & 13 2011 2012 2013 2014 2015
No. of applications for registration of premises approved
PP . P PP 47 45 106 39 34
BT RV B
No. of applications for registration of premises rejected
0 0 0 0 0

EfRREMEMEAFNEA

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

EREMEMAERRFZHE

Table & 9

Regulatory Control of Authorized Sellers of Poisons

ERESEHERNRE

Year {3 2011 2012 2013 2014 2015
No. of inspections conducted 3 e T o 0 04
i(_(gﬁﬁ E K ki ki ’ I
No. of test purchases conducted

3,863 5,942 5,707 4,363 4,136

ABEHE
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Table & 10

Disciplinary Actions against Authorized Sellers of Poisons

Taken by the Pharmacy and Poisons Board
ENRX RS EEERUERESEHERRNMIILET

Number of cases
Disciplinary actions taken E=ga

FREVAOHCTRTTED

2011 2012 2013 2014 2015

Formal disciplinary actions
(i.e. Inquiry by Disciplinary Committee) 21 20 10 8 13
EXACRETY (AR REEFETREMN)

Informal disciplinary actions
(i.e. Verbal caution by representatives of the Board) 19 25 13 12 18
JEERXAETE (AHBEHRERMBETHEEZE)

The authorized seller of poisons ceased operation before
action taken 0 0 0 0 1

HHEEE SRR RN R THA DEMSE

Total
e

40 45 23 20 32

BERSESHEF20155FHK 35




Table & 11

Results of Disciplinary Inquiries

into Authorized Sellers of Poisons
HERIESSEHEDETLCERANER

Number of cases

Findings of the Disciplinary Committee E=gE
HEEEERHHIR
2011 2012 2013 2014 2015

Charge dismissed > . @ Q Q
FEIET AL
Guilty of the charge - 5 - . s
FEEA L
Directions of the Disciplinary Committee
EEEEETR
Issue of written warning

7 8 2 1 4

BHE@ES

Disqualified from being an authorized seller of poisons
for a period of time 12 12 8 7 9

BUHSHE BB 18—
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Table & 12

Disciplinary Inquiries into Authorized Sellers of Poisons

Handled by the Pharmacy and Poisons Board
EHRX RS EEEREEAHERESEHERNCEMARBEE

Nature of offences™

(EEXE=1

(M

(2)

(3)

(4)

(5)

(6)

(7)

(8)

(9

Sale of Part 1/Part 2 poison without label/proper
label
HEREEH/ REXESEHME 15 E 250
=3

Sale of Part 1 poison without the supervision of a
registered pharmacist/ proper supervision
EREEMERNMER/EEEBENBRTH
EHI1NSE

Sale of Schedule 3 poison without the authority of a
prescription

ERAERTRENELTHENKRISE

Sale of antibiotic without the authority of a
prescription

ERERTRENBEATHERESR

Possession of poison included in Part 1 of the
Poisons List

ERSERBEMINEMEE

Possession of unregistered pharmaceutical product

ERREEMER SRR

Failing to keep proper record/make entry in the
Poisons Book

REBTHEHBRZEREFESEMRA

Failing to store Schedule 1 poison in a receptacle
solely for that purpose

RAEBHRRINSETEREMNESRA

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

AESSTMHENNEAEMERERER
HmARANE R

2011

6
(9.52%)

12
(19.05%)

4
(6.35%)

(0%)

4
(6.35%)

(1.6%)

4
(6.35%)

2
(3.17%)

(0%)

Number of counts (percentage)

X8 (B15LL)
2012 2013 2014 2015
4 2 2 4

(5%) (6.07%) (9.1%) (10%)

26 6 5 5
(32.5%) (18.18%) (22.72%) (12.5%)

20 7 0 9
(25%) (21.21%) (0%) (22.5%)

2 0 0 0
(2.5%) (0%) (0%) (0%)
0 3 2 1

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

6 0 2 4
(7.5%) (0%) (9.1%) (10%)

4 0 3 0
(5%) (0%) (13.63%) (0%)
1 4 0 1

(1.25%)  (12.12%) (0%) (2.5%)

2 0 0 2
(2.5%) (0%) (0%) (5%)
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Table & 12 (Con’t) (&)

Number of counts (percentage)

{Nﬁa;*; g*offenceS* R (B
=
2011 2012 2013 2014 2015

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

was applied (332313% (1 215% 9 039% @2 ;2% (5%/)
AEENEABEANEREMEEEABE DR I B B ’
EIRNE &

(11) Trafficking in a dangerous drug 2 0 0 0 0
13 B 25 49 1) B 38 (3.17%) (0%) (0%) (0%) (0%)

(12) Unlawful sale of Part 1 poison 2 0 6 0 0
I EB IS (3.17%) (0%)  (18.18%)  (0%) (0%)

(13) Possession of a dangerous drug 1 0 0 0 0
SHREREEY (1.6%) (0%) (0%) (0%) (0%)

(14) Selling substance to which the Antibiotics
Ordinance applies

EE (MEREM) SRNME

0 1 0 3 0
(0%) (1.25%) (0%) (13.63%) (0%)

(15) Failing to store poisons properly 2 5 0 0 9
R EGHSE (3.17%)  (6.25%) (0%) (0%) (22.5%)
(16) Illegal sale of unregistered pharmaceutical product 0 4 0 0 2
JEA SN SR AT B M RO B B B (0%) (5%) (0%) (0%) (5%)
(17) Possession of antibiotic 2 0 0 0 0
SHIES (3.17%) (0%) (0%) (0%) (0%)
(18) Selling unlabelled pharmaceutical product 0 2 0 0 0
EEREMEER T 55 (0%) (2.5%) (0%) (0%) (0%)
(19) Supply false trade description goods 0 1 1 0 0
HEEEESRBENE S (0%) (1.25%)  (3.03%) (0%) (0%)

(20) Failing to seek prior approval from the Pharmacy
and Poisons Board for change in the ownership/
directorship or person-in-charge of the authorized 0 1 0 0 1
seller of poisons (0%) (1.25%) (0%) (0%) (2.5%)
BRESEHERARASARSERNEIRSEE
BRNOE BERTHAA/ESHREA

(21) Selling goods to which a forged trade mark was
applied
HEEBBREEHENER

0 0 1 0 0
(0%) (0%) (3.03%) (0%) (0%)

* Some cases involve multiple nature of offences

AR RS EFT
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Table & 12A

Disciplinary Inquiries into Authorized Sellers of Poisons in 2015

015 FFHAERESEHERINLERAMAEERE

Possession of unregistered

pharmaceutical product Sale of Schedule 3 poison
1 ok AT B S without the authority of a
Failing to seek prior approval from 10% prescription
the Pharmacy and Poisons Board ERBARDRENER
for change in the ownership/ THEMKRISE
directorship or person- in-charge 22.5%
of the authorized seller of poisons Sale of Part T poison
without the supervision of

ERESEHERRELES
BEEXRSEEE RO
ERTHEA/EEHEEA
2.5%

a registered pharmacist/
proper supervision
ERAEMEBME R
/EEEBEAERTH
ERINSE

12.5%

Possession of poison
included in Part 1 of the
Poisons List
EREERFIHMAIE
OE3:1
2.5%

Sale of Part 1/Part
2 poison without
label/ proper label

Possession for sale or for

any purpose of trade or HERBER/R
manufacture goods to BEREEENE
which a forged trade mark B0 EY 2 08 S 5
was applied ~_ 10%
REBNEMEESH

EREMEGERBE

BIRHE &

5%

Possession for
sale or for any
purpose of trade ~ Failing to store

or manufacture  Schedule 1 poison

lllegal sale of
unregistered
pharmaceutical

X : roduct
goods to which in a receptacle P " s
a false trade solely for that ™ ; JEASHE AT
Ui Failing to store poisons properly B Y B 5Y 5,
description was ~ purpose REREGHEE 59%

applied REKKER1 WS 5%
Lemman BETAEMRNE
BEANEE BN

STEEMEA  2.5%

EBE RS

e

5%
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Table & 13

Number of Listed Sellers of Poisons in Hong Kong

BEENIESEHEBHE

Year 13 2011 2012 2013 2014 2015

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

1
B AR SN E S E 3,572 3,827 3,907 3,95 4,012

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

BHEFRNISESEHEBDHE
4ﬂm'--------------.

2011 2012 2013 2014 2015
Year 15

Table & 14

Applications for Licensing as Listed Sellers of Poisons

RSB SEHERME

Year F 13 2011 2012 2013 2014 2015
No. of applications approved 305 s 01 311 P
BRSNS EHEMIMRAERE
No. of applicati jected

o. of applications rejecte . 5 : > :

RIS SEHEMNERFAFHE
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Table & 15

Regulatory Control of Listed Sellers of Poisons

IR SEHEBTNRE

Year 13 2011 2012 2013 2014 2015

No. of inspections conducted

WEEE 7,141 7,426 7,746 7,878 7,977
Pl =

No. of test purchases conducted

e 3,496 3,887 1,983 2,601 3,008
HEHAE

Table & 16

Disciplinary Actions against Listed Sellers of Poisons Taken by

the Pharmacy and Poisons Board
ERXRESEEERBI S SEHERRMIILET

Number of cases
Disciplinary actions taken E=ga

REVROACTRTTED

2011 2012 2013 2014 2015

Removal from the list of listed sellers of
poisons 4 4 1 9 4
Y ESEHEE R ERR

Issue of written warning
RHERES

The listed seller of poisons ceased operation
before action taken 0 3 0 1 1

ZHERTEERRIVCERITEIRI SRR

Total
Hagy

BIERSEEIER2015FFH




Table & 17

Disciplinary Cases regarding Listed Sellers of Poisons Handled by

the Pharmacy and Poisons Board

EHERSECEEREEARAIESEHEINLREEE

Nature of offences™

EEME"

(1) Sale of Part 1 poison

FHEESR 18542

(2) Sale of Schedule 3 poison
SHEMI RIS EE

(3) Possession of Part 1 poison
SRS

(4) Possession of antibiotic
EENESR

(5) Possession of a dangerous drug
EHREKRED

(6) Possession of unregistered pharmaceutical
product
BRI M S

(7) Possession of substances to which the

Antibiotics Ordinance applies

R (MEREL) ERNHME

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

forged trade mark was applied

AESESIAHENREAEMER

FERR&EEIFRE &

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

applied

HENRAMESERE RS RRB

W& &

(10) Publishing an undesirable medical

advertisement

BHTREEES
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2011

(0%)

(0%)

(25%)

(0%)

(8.3%)

(16.7%)

(0%)

(8.3%)

5
(41.7%)

(0%)

Number of counts (percentage)

2012

1
(11.11%)

1
(11.11%)

1
(11.11%)

1
(11.11%)

0
(0%)

(0%)
(0%)

5
(55.56%)

(0%)

0
(0%)

X (BIAEL)

2013

0
(0%)

0
(0%)

0
(0%)

0
(0%)

0
(0%)

(0%)
(0%)

1
(11.11%)

(0%)

g*
(88.89%)

2014

0
(0%)

0
(0%)

5
(20%)

0
(0%)

0
(0%)

(12%)

(16%)

(24%)

1
(4%)

2
(8%)

2015

1
(5.26%)

0
(0%)

4
(21.05%)

0
(0%)

0
(0%)

(0%)

(0%)

3
(15.79%)

(0%)

(0%)



Table & 17 (Con’t) (&)

Number of counts (percentage)

Nature of offences™ XE (B1REL)

(EESEI=
2011 2012 2013 2014 2015

(11) Possession for sale or for any purpose of
trade or manufacture goods to which a

false trade description was applied 2 g 8 % 2 0
sEESEABLaNERRTEs 0 00 (9 B9 00590
FERERERBRBNE R
(12) Sale of an unregistered pharmaceutical
product 2 g (3 1 - o
£ B o 4 2 ) 5 B (0%) (0%) (0%) (4%) (10.53%)
(13) Selling goods to which a forged trade 0 @ i ] :
k lied
i ;E?g?;% . (0%) (0%) (0%) (4%)  (5.26%)
B IS SP=) o= HY =[=)
(14) Applying a false trade description on
goods in the course of any trade or
business 2 2 (0) 9 . o
cRmRRREHEErRREEs 0 o0 (00 @0 1579
MEAERMNE &
(15) Sale of Part 2 poison 0 0 0 0 3
SHEE S R = T (0%) (0%) (0%) (0%) (15.79%)

* Some cases involve multiple nature of offences
D ERS K Z EET
* Involving 2 List Sellers of Poisons for 1 count and 7 counts of same offence

MBI SEHEB DAL RI1IAR7IRZFET
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Table & 17A

Sale of Part 1 poison

HEBI1LHE

5.26%

Selling goods to which
a forged trade mark
was applied

EEERBEEEN

44

Disciplinary Cases regarding Listed Sellers of Poisons in 2015

015 FFRABSEHEFILEBE

Sale of an unregistered

Applying a false trade pharmaceutical product Possession for sale or for any purpose
description on goods in ok AT D R of trade or manufacture goods to which
the course of any trade 10.53% a false trade description was applied

or business o AEENEMEEINEAEME
EEEARENERE BERAEBERRBPHER

EFRFEF E f 8 @ AR 10.53%
HARERLE

15.79%

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

=[]

15.79%

Possession of Part 1 poison

Sfle of Pa::t iponson TR
HEF2HFE 21.05%
15.79%
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Table & 18

Issue of Wholesale Poisons Licences/ Licensed Wholesale Dealers

SEMERB/MHEBTEBHRESE

Year ZE 13 2011 2012 2013 2014 2015*

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

BEFROSEMBZMRB/MBREME
FAEANEAE

767 737 714 727 797

No. of wholesale poisons licences/licensed
wholesale dealers revoked/ suspended 2 2 1 1 1

WA MRS BEER/ MR HRREA

* 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.

“H2015F2F6HE - HBEMEMBESHY  LDINKSENRBMBRE/HOBIMERS - FEENPSEMR SR
MR EABREOMEMERENOAL - EEMREGEMERSRNE - SRR AT R -

Table & 19

Issue of Manufacturer’s Licences

for Pharmaceutical Products
BEN AR EHEBAE

Year 13 2011 2012 2013 2014 2015*

No. of holders of manufacturer’s licences as at end of
year 38 37 63* 94* 80*

BEFRNOINEHMBHEGANEAE

No. of manufacturer’s licences revoked/ suspended

b DA E B ek ok =

* With effect from 1 October 2015, all licensed manufacturers were required to fully comply with the PIC/S GMP.
H2015F 108 1H#E - fTAFMEEH VAT EHEERBEEREERVARNEEEEEERERES -

* There were 27, 63 and 57 holders who were authorized to conduct secondary packing of pharmaceutical products only in
2013, 2014 and 2015 respectively.
KR2013%5F ~ 2014F R 20155 » BHIF27% ~ SBR/ZREFEBFEAREREXSER NI ITREE -
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Table & 20

Registration of Pharmaceutical Products

EE R MM

Year 3 2011 2012 2013 2014 2015

No. of registered pharmaceutical products as at end
of year 18,903 19,093 18,912 19,209 19,486
BHEFHRMVEMERNSYE

No. of registered pharmaceutical products as at end of year

BEFRNAMEBNRREAE

20,000
15,000
10,000
5,000
0
2011 2012 2013 2014 2015
Year F 15
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Table & 21

1.

2.

3.

10.

11.

12.

13.

14.

15.

16.

17.

18.

19.

20.

21.

22.

23.

24.

25.

Amendments to Schedules 1 and 3 to l

the Pharmacy and Poisons Regulations in 2015

2015 F 7 (EBERSEMGD) MR1M3ELHAEET

New Substances Added 10 A B4 &

Afatinib; its salts

Alogliptin; its salts

FEER » HEHE
P8 Z1T » HEE

Ambrisentan; its salts; its esters; their salts LI AR HESRg s HEERE ; ©AEEsE

Bilastine

Brentuximab vedotin
Canagliflozin; its salts
Ceritinib; its salts
Dabrafenib; its salts
Dasabuvir; its salts
Decitabine; its salts
Dolutegravir; its salts
Domperidone; its salts
Dulaglutide
Elosulfase alfa
Empagliflozin; its salts
Enzalutamide; its salts
Ibrutinib; its salts
Idelalisib; its salts
Ipilimumab

Ledipasvir; its salts

bR ERIT
MhmZEEN
1850 ; HEXE
EmERe ; HEfR
EhiJERE ; HES
EEME HES
HFEhE ; HELE
ZENE ; HHEfE
Z &N ; HES
Dulaglutide
KSR EE BE BB o
BARTIFE ; HEER
RiLERR ; HEHH
RmER  HE
REFE; HE5E
RICAKE R
FHIRE ; HESH

Lignocaine; its salts in mixture with tetracaine  F|ZFRH ; HEEET FHANEEY SETFHAH

or in mixture with the salts of tetracaine BENESY

Linaclotide; its salts

Nalmefene; its salts

FABBAL ; HEE

fhx%  HE

Nivolumab BRAEHR
Obinutuzumab; its antibody drug conjugates FIFEIRE 1 » HinBesEmit e

BIERSEEIER2015FFH




Table & 21 (Con’t) ({8)

New Substances Added il A &9 ¥4 &
26. Ocriplasmin

27. Olodaterol; its salts

28. Ombitasvir; its salts

29. Paritaprevir; its salts

30. Pembrolizumab
31. Pirfenidone; its salts
32. Pomalidomide; its salts

33. Pyriprole; its slats

34, Radium-223; its salts; when contained in
pharmaceutical products

35. Ranolazine; its salts

36. Riociguat; its salts

37. Rufinamide; its salts
38. Secukinumab
39. Sofosbuvir; its salts

40. Tapentadol; its salts

41, Teriflunomide; its salts

42, Tetracaine (being an amino alcohol esterified
with a derivative of benzoic acid); its salts in

mixture with lignocaine or in mixture with the
salts of lignocaine

43. Umeclidinium; its salts
44. Vedolizumab

45. Vismodegib; its salts
46. Vortioxetine; its salts
47. Zofenopril; its salts
Others E 1t

48. Repealed item “Trastuzumab” and substituted for
“Trastuzumaby; its antibody drug conjugates”

48

BRENE HES
BibthE ; HEELE
THiEE ; HELE
UCiEF| 40 B 471

MLIEEER ; HESXE
BEER  HE
Pyriprole ; ELEE%E

$8-223; HEM S RINEBREFAEE

T HEE
FIEFEAN ; HEE
EIFEERE ; HEESR
Secukinumab
HHTE  HEE
fthigfth 2 ; HEESE
YSimbk o HE

TFR(BREXREOTEMELNEERE) 5 HEE
B FRESGY SEMNSFRNERNES

EER&E HEH
WS HER
Vismodegib ; ¥ B8 %
RERAIT ; HESR
HHER  HEE

BER% TEnZIREH , MEMRL "HZKER ) KR
BEMIESRE

Pharmacy and Poisons Board of Hong Kong Annual Report 2015




Table & 22

Amendment to Schedule 2 to the Pharmacy and Poisons Regulations in 2015

205 FE (EBERSERG) MR2ELHREST

1. Item relating to “Nicotine”- Y "Em(EhT), WIER -
Repealed “; preparations in aerosol dispensers Bl " SNERERANESETZN02%(EE/E
containing not more than 0.2% of nicotine, E)B&HTHEE : BEREEULETZIR7.5%(EE/
weight in weight; other liquid preparations and ~ EE)EH T WEthiREEEE K E SR E |
solid preparations with a soap base, containing
not more than 7.5% of nicotine, weight in
weight”

Table & 23

Amendment to Schedule 5 to the Pharmacy and Poisons Regulations in 2015

2005 F 7 (EBERSEMGD MR ELHEET

1. Added “Bilastine” A T EERIERIT 4

BEESEEEE2015F5F8K 49




Table % 24

1.
2.

3.

10.
11.
12.
13.
14.
15.
16.
17.
18.
19.
20.
21.
22.
23.
24.
25.

26.

50

Amendments to Part 1 of Schedule 10 to

the Pharmacy and Poisons Regulations in 2015

205 FE AEBERSEMRG) MR105E1 B HBIIESRT

New Substances Added 10 A B4 &

Afatinib; its salts

Alogliptin; its salts

Ambrisentan; its salts; its esters; their salts

Bilastine

Brentuximab vedotin
Canagliflozin; its salts
Ceritinib; its salts
Dabrafenib; its salts
Dasabuvir; its salts
Decitabine; its salts
Dolutegravir; its salts
Dulaglutide
Elosulfase alfa
Empagliflozin; its salts
Enzalutamide; its salts
Ibrutinib; its salts
Idelalisib; its salts
Ipilimumab
Ledipasvir; its salts
Linaclotide; its salts
Nalmefene; its salts

Nivolumab

Obinutuzumab; its antibody drug conjugates

Ocriplasmin
Olodaterol; its salts

Ombitasvir; its salts

Pharmacy and Poisons Board of Hong Kong Annual Report 2015

FAEE ; HEEE
BaI4g 55T ; HEEXE
LRI HIH ; HEEg
bR ERIT
MhmZEEN
1850 ; HEXE
EmERe ; HEfR
EhiJERE ; HES
EEME HES
HFEhE ; HELE
ZENE ; HHEfE
Dulaglutide
KB B BSEE a
BEREH0F  HER
RiLER ; HE%
FEhERE  HEfH
REEFIZE ; HEE
fRUILAE
RERE ; HEEE
FIABZBL 5 HEEXE
W<%  HEEsg
BRAEHR

s HEs%E > R EE

PIETRER - HMRBENRE SR

R A
REEE HER
RELME ; HEHE




Table % 24 (Con’t) (&)

New Substances Added Il A (&4 &

27. Paritaprevir; its salts

28. Pembrolizumab

29. Pirfenidone; its salts

30. Pomalidomide; its salts

31. Pyriprole; its slats

32. Radium-223; its salts; when contained in
pharmaceutical products

33. Ranolazine; its salts

34, Riociguat; its salts

35. Rufinamide; its salts

36. Secukinumab

37. Sofosbuvir; its salts

38. Tapentadol; its salts

39. Teriflunomide; its salts

40. Umeclidinium; its salts

41. Vedolizumab

42. Vismodegib; its salts

43, Vortioxetine; its salts

44, Zofenopril; its salts

Others E fth

45. Repealed item “Trastuzumab” and substituted for
“Trastuzumaby; its antibody drug conjugates”

46. Repealed item “Clotrimazole; its salts” and substituted
for “Clotrimazole; its salts; except when contained
in pharmaceutical products labelled only for the
treatment of tinea pedis or tinea cruris, or both”

47. Item relating to “Terbinafine” -

Repealed “labelled for the treatment of tinea
pedis and/or tinea cruris only” and substituted for
“labelled only for the treatment of tinea pedis or
tinea cruris, or both”

IZERSEEER2015FF 8,

s HE

TC 18 5 40 B8 41

WIEFEER ; HE %

AEER  HERR

Pyriprole ; HLEE%E

$#8-223; HEH  RPEBRNZFFEE

AL &

FiEE  HES
F RPN ; HEH
EIFEERE  HER
Secukinumab
EBTE HHEE
g2 ; HEEXE
Wiimbz o HERR
BXR  HEE
S ERE R
Vismodegib ; ¥ B8 %@
RERAIT ; HEESR
ESEF ; HEE

BERY "HHREREH , WAMAL "HRZKEL  HNE
EYRESRE

BEby "mEM; HEE, BENLU 'mEM ; HE
8 B8 & 7215 B3 R AR 5 A A 2 B 8 (2 Ax 8 5k )
B ZRANERRRERI

MY THRHES, -
BERR "R EER: / ERRAVER 2 AR IR, XL T AR L
il 8% (=50 A J8 SR B 18 ) 2 AR RO S 3
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Table & 25

Amendments to Part 2 of Schedule 10 to

the Pharmacy and Poisons Regulations in 2015

205 FE AEBERSEMRG) MR10E2WEHBIIEET

New Substances Added i1 A BV 40 E

1. Nicotine (except when contained in (a) chewing E&(BE T)(EL FEM—IBMBEERI © (a) #
gum or lozenges, intended to be used in nicotine FAREH TEREBEEIMEBERFSETZM4EREST T
replacement therapy and containing not more RO EFESIEE ; (b)) EBAMRE G T BREENI
than 4 mg of Nicotine per piece; or (b) patches FBLF)
for external application, intended to be used in
nicotine replacement therapy)

2. Clotrimazole; its salts; when contained in mEWK ; HE% ; = T & A H5 5Z A% @ el &
pharmaceutical products labelled only for the (2§ A% B3z i) 2 ARV EEEI & & &

treatment of tinea pedis or tinea cruris, or both
Others H Ath

3. Item relating to “Terbinafine” - R M45EEF ) IR
Repealed “labelled for the treatment of tinea [EEB% " AR BF R /SR BE 2 FA RO S Al L K LL " AR sl D
pedis and/or tinea cruris only” and substituted for 8% (2} B% 8% 38 i 8% ) 2 PR B9 84 2 =5 |
“labelled only for the treatment of tinea pedis or
tinea cruris, or both”
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