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Message from the Chairman

* 7 RAE

The year 2017 was another year of productive work. The
Pharmacy and Poisons Board (“the Board”) continued to
steadfastly discharge its statutory responsibilities under the
Pharmacy and Poisons Ordinance (Cap. 138, Laws of Hong Kong)
in order to uphold the high standard of pharmaceutical services
to the community.

Subsequent to the Board’s accession to become the 47"
Participating Authority of the Pharmaceutical Inspection
Co-operation Scheme (“PIC/S”), all new applications for
registration of pharmaceutical products must include evidence
that the manufacturers had complied with the PIC/S GMP
standards with effect from January 2016. The Board has
extended the requirement to all applications for renewal
of registration of pharmaceutical products with effect from
1 January 2017 to uphold the quality of medicines registered in
Hong Kong.

Besides, following the implementation of the Phase 2 registration
requirement for bioavailability and bioequivalence (“BABE”)
studies covering 38 critical dose drugs or narrow therapeutic
range drugs (“NTRD”) in 2016, the Board conducted a review
in 2017 and decided to further enhance the safety and
efficacy of generic medicines. The tightened bioequivalence
acceptable range, i.e. between 90.00% and 111.11%, for all
new applications for registration of NTRD has taken effect from
1 January 2018 so that they are on a par with the standards of
World Health Organization published in 2017,

For the protection of public health, the safety of medicines in
the market has been continuously monitored and reviewed. In
this connection, the control of pharmaceutical products for
human parenteral administration and pharmaceutical products
containing designated vitamins under specific daily dose has
been strengthened as prescription drugs with effect from
20 July 2017 to better safeguard public health.

In 2017, the Board appointed an Accreditation Panel cum Visiting
Team (“AP/VT”), comprising local and overseas pharmacy experts
as well as lay members, to conduct the re-accreditation exercise
for the Bachelor of Pharmacy (“BPharm”) Programme of The
Chinese University of Hong Kong (“CUHK”). Having examined the
written submissions and conducted on-site visit to the campus
as well as the clinical training sites, the AP/VT recommended and
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the Board endorsed in March 2017 to grant full re-accreditation
to CUHK’s BPharm Programme for a period of five years and gave
recommendations to CUHK for continuous improvement of the
programme. With the Board’s re-accreditation mechanism for
local pharmacy programmes, the assurance of good quality and
professionalism of locally-trained pharmacists will contribute to
the provision of better healthcare services to the community of
Hong Kong.

Furthermore, in order to uphold and foster the professional
standards of pharmacists, the Board, after conducting a four-
month consultation exercise with the pharmacy profession and
local pharmacy schools, endorsed the Code of Professional
Conduct for the Guidance of Registered Pharmacists in Hong Kong
(“the Code”) which came into effect on 1 June 2017. The Code
aims to provide guiding principles to the profession in respect
of the relationship between pharmacists and their stakeholders,
including the patients, other healthcare professionals, and the
society at large. All pharmacists are required to comply with the
Code published by the Board in discharging their professional
duties and responsibilities. Non-compliance with the Code may
constitute misconduct and the pharmacist concerned may be
subject to inquiry by the Disciplinary Committee under section
16(2) of the Pharmacy and Poisons Ordinance.

With the full dedication and unstinting support of Members of
the Board and its Committees, we have taken forward the above
enhancement measures smoothly. | would like to take this
opportunity to express my appreciation for their contributions
and arduous work. Looking ahead, we are unswerving in our
determination to drive forward the healthy development of the
pharmacy profession and industry.

Dr Constance CHAN
Chairman
Pharmacy and Poisons Board
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Introduction

518

This annual report covers the calendar year 2017. 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:

(@ the Director of Health (Chairman);
(b) the Government Chemist; ex officio

(c) the Assistant Director of Health in the members
Drug Office of the Department of Health;

-

(d) a medical officer in the Department of Health;
(e) alegal adviser;

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

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

(n) 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 2017 was as
follows:

a) Dr Constance CHAN, JP (Chairman)
b) Dr Della SIN, JP
¢) Ms Linda W00
d) Dr Cindy LAI, JP
e) MrWONG Wai-hung, Geoffrey (Legal Adviser)
) Dr LEUNG Pak-heng, George
g) Professor ZUO Zhong, Joan
h) Ms CHIANG Sau-chu
Mr KWONG Yiu-sum, Benjamin
Mr YAU Fuk-loi, Rico
() Dr SO Yui-chi

Secretary
Ms Lisa LAl

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

@

(f)

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

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

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

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

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

registration and classification of pharmaceutical products.

The Board is assisted by seven committees. They meet regularly
to consider and decide 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

EERER BRI S KHREE

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

() Membership as at 31 December 2017
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)

(i) 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;

(o) 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

(n) keep under review the standard of the registration
examinations.
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(2) Pharmacy and Poisons (Listed Sellers ot

(1)

Poisons) Committee

Membership as at 31 December 2017
Ms Linda WOO (Chairman)

Mr CHAN Wing-kai

Mr FONG Wing-kai, Guy

Mr HUI Siu-chor, Samuel

Ms LAU Kar-yee, Lucia

Mr TAM Hung-pun

Ms TANG Mui-fun

Mr Clive CHAN (Secretary)

(i) Functions

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

(3) Pharmacy and Poisons (Wholesale

(1)

Licences) Committee

Membership as at 31 December 2017
Ms Linda WOO (Chairman)

Mr CHENG Kit-man, MH

Mr Alex CHEUNG

Mr CHIU Kwok-leung, Philip

Mr LIU Hing-yuen, Bobbie

Mr Andrew WONG

Mr Grant NG (Secretary)
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(i)

Functions

In accordance with regulation 26 of the Pharmacy and Poisons
Regulations, the Pharmacy and Poisons (Wholesale Licences)
Committee is established to:

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

(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.

(4) Pharmacy and Poisons (Manufactu

(1)

(i)

Licensing) Committee

Membership as at 31 December 2017
Ms Linda WOO (Chairman)

Dr Celine CHENG

Dr CHEUNG Yan-ting, Kara
Professor LEE Wai-yip, Thomas
Dr MAK Yin-fong

Mr TSUI Kai-hung, William

Dr WONG Sai-yin, Samson

Dr WONG Yiu-chung

Dr Ken YEUNG

Mr Raphael YEUNG (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;
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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 o
Pharmaceutical Products and Substances

(i)

Certification of Clinical Trial/Medicinal Test
Committee

Membership as at 31 December 2017
Ms Linda WOO (Chairman)

Dr CHANG Chee-siu

Professor CHIM Chor-sang

Dr HO Chin-ho, Kenny

Dr HO King-man

Dr KWAN Wing-hong

Ms Teresa NGAN

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

Mr Michael YIM (Secretary)
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(i)

Functions

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

(a)

(b)

—_
(¢
-

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;

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

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

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

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

(6) Poisons Committee

(1)

Membership as at 31 December 2017
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) 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.

(7) Pharmacy Internship Training Committee

() Membership as at 31 December 2017
Professor ZUO Zhong, Joan (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;

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

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

—
o
-

(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

() 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
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EERRAZEERITIE

(1)

(ii)

(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 2017. A total of 66
applicants cumulatively passed all the three subjects in the year
2017,

The results of these two registration examinations are shown in
Table 1. Figures for the years 2013 to 2017 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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(v)

(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 2,753 registered pharmacists were
issued with practising certificates in the year 2017. Statistical
data regarding registration of pharmacists and breakdown of
fresh registration, removal from and restoration to the register of
pharmacists for the years 2013 to 2017 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 2013 to 2017
are shown in Tables 4, 5 and 6.
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(2) Licensing and Regulatory Control of Reta

~0.

EEANRRBE

Traders (Including Authorized Sellers ¢
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 614 ASPs registered in Hong Kong as at end of
year 2017. Statistical data regarding the total number of
ASPs, applications for registration and renewal of registration
of premises of an ASP in the years 2013 to 2017 are shown in
Tables 7 and 8.

BEEB 2017 F£#

ER(ERERIE
SEHEBARIEBS

EHEB)NWFERRM
& T 18

ERESEHEY - FRIE

Z%fﬁ%%?% HE®R —KRBA
Fgpk , (F pharmacy =
“dispensary” ) ' REREHES

BRANFINSEMNET  HHEESE

LEENERTIMERMESNE

BIEE -HPERAERESEY

ERNEY AnNSERAFERE

ETSETEEBNEREM - Jtt

G ERESEEERTRERE

EAMEMASESERANE2HS

Z -NEBREMNZRRTA (&

B L FEER) B13(4EFHIK

B EREBERD  FTBPE

R#NBER -

ERESEHEERATERENE
FBERBNHEEEEMPNES &+

MEEEL TERENER - HE
FAAMEREE (EEXLSE

1&BI1Y £13(AERTARIE -

ERESEEERESFRNEER
REAMEN SERETEEER
EESEEERNBEFEMTMESR
B @EEEHEHEEMMNEE
Rk BNBEERIAZERRES
EHERUTAREHELETES
EXYK EERABBHERAE-

BE_S—tHEEHKR BTEHRE
B4R BERESEIEER - R7X8

HYN_B—=EE_FS—tFER
HEHEEERNAEY - BT
BLEMERRBENRTET




(i)

Authorized Sellers of Poisons: Discipline

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

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

Nine inquiries were held in the year of 2017 and 9 ASPs were
found guilty of misconduct. Nine 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 8 such interviews were held in the year
2017.

The number of inspections and test purchases conducted by
pharmacist inspectors against ASPs in the years 2013 t0 2017 is
shown in Table 9.

Statistical data regarding disciplinary cases handled by the
Board in respect of ASPs in the years 2013 to 2017 are given in
Tables 10, 11, 12 and 12A.
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(iii) Listed Sellers of Poisons: Licensing

(iv)

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 2017. The number of
licensed LSPs in the years 2013 to 2017 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 2013 to 2017 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 Contre Q) #HtTEH KIS B
Wholesalers and Manufacturers BEEREMAETITE

() Wholesale Dealers of Pharmaceutical Products G) ZEm 5 St 5 g

Subject to the provisions of the Pharmacy and Poisons B (EmEREEEL) BEEE
Regulations, any person wishing to deal in wholesale and/ AN AFAT AN AR A8 5 2 K /o 2 7|
or import/export of poisons and/or pharmaceutical products SO /E/ 0 AR
should apply to the Pharmacy and Poisons (Wholesale Licences) HENEEHWRIEB)EESHTE
Committee for an annual wholesale dealer licence. —FEAM LS P R R o

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

BE_FT—tEER BEHAE
TI3RESEMBIER/ AR DERST
BA - RIBIEZF—=FF"F

There were 773 holders of licensed wholesale dealers as at end
of year 2017. Statistical data for the years 2013 to 2017 are
shown in Table 18.
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(i) Manufacturers of Pharmaceutical Products OB LY e
Any person wishing to manufacture any pharmaceutical product o ] S "

T{n NAvSL (T e m &l 5 -
should apply to the Pharmacy and Poisons (Manufacturers jsggf%%%%gﬁ—%%ﬁﬂggﬁé
Licensing) Committee for a licence annually. )& 5 FREEIHER o
Manufacturers are subject to the provisions of the Pharmacy and SIET AT (EBYRSEE
Poisons Regulations. They are required to label the container of BlY BIBBTE » /B TE S e Y
gach pharmaceutical product with the appropriate particulars, GHAREMEEENES - 2R
such as the active constituents or ingredients of the product, HIEWEA2HBRAD ~ ZERD
the quantitative particulars of these constituents or ingredients, HATNHEFHE  HEFNEE
and the name and address of the manufacturer. They are also Bt EE R o B REE S
required to take adequate steps to ensure that all personnel ﬁ?_?i%j ’ ﬁéﬁ{%ﬁﬁﬁfﬁ%%zﬁ%?%
involved in the manufacturing or packing of pharmaceutical %ma‘zm E’J‘]}\Ex\gj}f*'ﬁ%%%”ﬂ

a = &) O 5% = P o
products do not contaminate or infect the products. HRAF RMT B

FREEBVANABRANREE
BEANE—HER > BERELH
AEREE  ROAAR B SR  LUE

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 RERBE RN S o BT IR A R
test its finished form to ensure identity and potency. A system — WA E D EERTIERE
of control that will enable the rapid and complete recall of any M52 E WA EENENES -
product from sale to the public should be put in place. B E S ARRLRE R L
A manufacturer should also ensure that the premises and the ENBEFEEE RE - FEK
fittings and machinery in such premises meet an appropriate BENEZE DLEBEFE—EBBE
standard in respect of temperature, humidity, cleanliness and EEEETE A o

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

There were 72 holders of a manufacturer’s licence as at end of
year 2017, and all of them were required to comply with the GMP
Guide with effect from 1 October 2015. Among the 72 holders,
48 holders of them were authorized to conduct secondary
packaging of pharmaceutical products only. Statistical data for
the years 2013 to 2017 are given in Table 19.

Registration and Classification

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 18,120 registered pharmaceutical products in
Hong Kong as at end of year 2017. The number of registered
pharmaceutical products as at end of years 2013 to 2017 is
shown in Table 20.

Classification of Pharmaceutical Products

On the advice of the Poisons Committee, the Board determines
and reviews the classification and distribution of pharmaceutical
products in the Poisons List and regulates their control by posing
further restrictions on their sales through the provision of 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 authorized sellers of poisons
Part 1 of the Schedule 10, under the supervision of registered
i.e. 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 authorized sellers of poisons
Part 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

() Schedule 3 Paisons: They can be sold only by
Poisons included in authorized sellers of poisons
Part 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 of poisons and authorized sellers
Part 2 of the Schedule 10, of poisons without the supervision
i.e. Poisons List of registered pharmacists.
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Regulatory provisions in other related areas are contained in
the Schedule 2, Schedules 4 to 7 to the Pharmacy and Poisons
Regulations:
Schedule
Schedule 2

Schedule 4

Schedule 5

Schedule 6

Schedule 7

Provisions

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

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

prescribing the labelling
requirements for certain
poisons

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

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

Classification and distribution in 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 2017 are shown in

Table 21.
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Membership and Functions of the
Disciplinary Committee

fCEE B RIS KR e

(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;

(o) two registered pharmacists (not being public officers) nominated by
the Pharmaceutical Society of Hong Kong; and

() alegal adviser appointed by the Chief Executive.

As at 31 December 2017, 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 2017
included:

Mr CHAN Yat-ming

Ms CHAN Yin-yin, lvy

Mr CHEN Wen-ben, Benny

Ms CHEUNG Oi-ling

Ms CHEW Leng-leng

Mr HO Hon-fai

Mr LUK Wai-man

Ms MOK Lai-fong

Mr NG Yu-chau, Patrick

Mr SUNG Ming-tat, Dick

Ms TAM Hi

Ms TSANG Sheung-chee, Sandra
Mr WONG Chi-ming

Mr WONG Hing-mang, Matthew
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(2) Functions

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

(@) a complaint is received by the Board regarding the conduct of a
registered pharmacist or an employee of a registered pharmacist,
or it appears to the Board that a registered pharmacist has
contravened a code of conduct applicable to the registered
pharmacist;

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

(c) any of the persons mentioned in (a) or
offence under:

(b) above, is convicted of an

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

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

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

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

(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 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
201310 2017.
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Membership and Functions of the
Pharmacy and Poisons Appeal Tribunal

2RI R K B 5 L AR B #4Ea BV ik B K i e

(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:

@)
()
(©
(d
(€

)
)

U

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 2017 was as

follows:

Name Membership
Mr WONG Kai-ming, Stewart, SC Chairman

Dr TSANG Ho-fai, Thomas Member

Dr LAM Ka-wing, Jenny Member

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

Mr CHUI Chun-ming, William
Miss LEUNG Sik-yin, McShirley
Mr NG Pan-pan

Mr CHAN Chi-chiu, Dominic
Mr CHAN Cho-sun

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 2013 to 2017.

a Pharmacy and Poisons Board of Hong Kong Annual Report 2017
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Statistical Tables and Charts
et ElZ=

Table 5 1

Results of the Registration Examinations

i E S AR

Pharm:g:(lgu:g:;atlon n Pharmacy Practice Pharmacology
Fi3
No. sat No. passed | passing % No. sat No. passed | passing % No. sat No. passed | passing %
SMAE | SBAR BiRE SMARE | SBAR BigE SIMARE | SBAR BigE
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
2017 147 71 48.3 206 67 32.5 219 55 25.1
Number of Candidates Sitting Each Examination Subject
BHERNBEARY
No. of Candidates No. of Candidates No. of Candidates
EEAH EEAH EEIN
2507 2507 250
2015 2013 2017
2015 5016 2017 2014
20(}20132014 200 200 2016
2015
duile 2017 2014
1501 150 150
2013
1004 100 100
504 50. 50.
0 Year 0 Year 0 Year
Pharmacy Legislation in Hong Kong 5 Pharmacy Practice 45 Pharmacology 5
BBER)EE i RS ZER
Passing Percentage in Each Examination Subject
SHERMNSRE
Passing % Passing % Passing %
ARE BRE BRE
100 - 100 100
[ ]
50 - 50 50 Iy
LAa—— ° °
[ ]
* e © ©
Year 0 Year Year

2013 2014 2015 2016 2017 fEy
Pharmacy Legislation in Hong Kong

ERLERER

2013 2014 2015 2016 2017 feqy
Pharmacy Practice

E4iEES

EERRRREEEER 2017 £

2013 2014 2015 2016 2017 frqp
Pharmacology
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Statistical Tables and Charts

et B

Table & 2

Number of Registered Pharmacists in Hong Kong

& /8 5T 2 B BF A B

Year £ {3 2013 2014 2015 2016 2017

No. of registered pharmacists as at end of year

X iy 2,285 2,390 2,504 2,659 2,753
BEF AR MR A AR

No. of registered pharmacists as at end of year

BEEFHRMEMERNMAR
3,000 _

2,500

2,000

1,500 |

1,000

500

2013 2014 2015 2016 2017
Year FE15
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Table 3% 3

Breakdown of Fresh Registration, Removal from and

Restoration to the Register of Pharmacists
et - MEREEM R EFHEMN D IRRTF

Year & {7 2013 2014 2015 2016 2017
;r:;; ;%giit;a;izg fﬂlNgg;il graduates) 107 63 -5 67 36
;}e;; ;%giitn%tizg g(gl]graduates) 57 51 51 98 79
;ﬁ?{;’g%’m the register” 10 14 14 12 25
%s;gr%tig% to the register 4 5 o 5 4
gggase 158 105 114 155 94

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

Disciplinary Actions against Registered Pharmacists

Taken by the Pharmacy and Poisons Board
ERXRSEECIERYEMETMRXEAICET

Number of cases
Disciplinary actions taken B=#E

RIS ITEY

2013 2014 20156 2016 2017

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

(AR EEESETLEMM)

Table 3% 5

Results of Disciplinary Inquiries into Registered Pharmacists

HEMERMETILEAMNBER

Number of cases
Findings of the Disciplinary Committee EES E]
HEEEEMHR
2013 2014 2015 2016 2017

Charge dismissed

B ST 0 0 0 1 2
Guilty of the charge

. 1 1 1 0 0

EEEad A

Directions of the Disciplinary Committee

WEEEEMNET

Censure

- 0 1 0 0 0
EE

Removed from the register for a period of time : 0 1 0 0
& R E — R

E acy and Poisons Board of Hong Kong Annual Report 2017



Statistical Tables and Charts
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Table 3% 6

Disciplinary Cases regarding Registered Pharmacists

Handled by the Pharmacy and Poisons Board
EEXESEEIEREIEAAZEMERMMICEEE

Number of counts
Nature of offences™ RE

EREE"

2013 2014 2015 2016 2017

(1) Sale of Schedule 3 poison without the authority

of a prescription 0 0 0 0 0
ERE RS EENER T ERRS
S

(2) Selling substance to which the Antibiotics
Ordinance, Cap. 137, applies without the
authority of a prescription 0 0 0 0 0
REEFREMBEE (MERGH)
(F13TE)EANYIE

(3) Behaving in a disorderly manner in public place 0 0 0 0 0
EARM T F R BELK TR

(4) Manufacturing pharmaceutical product without a
licence 0 0 0 0 0
BEERMAEERR R

(5) Fraud

N 1 0 0 0 0

HREFR

(6) Possession for sale or for any purpose of trade
or manufacture goods to which a forged trade
mark was applied 0 1 0 0 0
REEBNFIMAEEIREAEZMESR
FERIRERRNE @

(7) Supplying Part 1 poison from unlicensed
premises 0 0 1 0 0
LB RN EPTEES 1 S 52

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

RERBEF I HSENEE T
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Table 3% 6 (Con’'t)#&

Nature of offences™

ExREE"

Number of counts

RE

2013

2014

20156

2016

2017

(9) Possession of substance to which the Antibiotics
Ordinance applies

BE (MERKRH) BERNYE

(10) Possession for sale or for any purpose of trade
or manufacture goods to which a forged trade
description was applied
EEEREREmRPENERFHE
HEMEEXRERAR

(11) Professional misconduct

* Some cases involve multiple nature of offences
“EMPERS KL ERIT
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Table & 7

Number of Authorized Sellers of Poisons in Hong Kong

BENERESEHERAE

Year £ {3 2013 2014 2015 2016 2017

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

\ s s 2 g 597 605 607 604 614
BREFRNERESEEERNHE

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

BEFRNERESEHERNE
700

600

500

400

300

200

100

2013 2014 2015 2016 2017
Year FE15
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Table 3% 8

Applications for Registration of Premises of Authorized Sellers of Poisons

ERESEHERMNEMGZMEAS

Year {3

2013

2014

2015

2016

2017

No. of applications for registration of premises
approved

BT ENHE

106

39

34

29

37

No. of applications for registration of premises
rejected

EREEMHEENHE

No. of applications for renewal of registration of
premises rejected

RiE PTG AHEE

Table & 9

Regulatory Control of Authorized Sellers of Poisons

ERESEHEINHE

Year {3 2013 2014 2015 2016 2017
No. of inspections conducted

BB 1,186 1,229 1,214 1,209 1,220
Tq.ﬁf test purchases conducted 5,707 4,363 4,136 3,955 4,329
AEHE

armacy and Poisons Board of Hong Kong Annual Report 2017
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Table 3 10

Disciplinary Actions against Authorized Sellers of Poisons

Taken by the Pharmacy and Poisons Board
EHRESEEERHERESEHEBRINNICET

Disciplinary actions taken

FREXRYHCRITEY

Number of cases

Ex=#E

2013

2014

20156

2016

2017

Formal disciplinary actions

(i.e. Inquiry by Disciplinary Committee)

EACETT
(BHAREESETALENN)

10

13

12

Informal disciplinary actions
(i.e. Veerbal caution by representatives of the Board)
FFIEACEITE

(R EERRKRATOBRES)

13

12

18

18

The authorized seller of poisons ceased operation before
action taken
ZHERTEERRIAEITHAIERER

Total 4224

23

20

32

31

17
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Table & 11

Results of Disciplinary Inquiries into Authorized Sellers of Poisons

HERESEHERGETLCEMAANER

Findings of the Number of cases
Disciplinary Committee ExR#E
REEREMTR 2013 2014 2015 2016 2017

Charge dismissed

Ef e N AV

Guilty of the charge

YRR AL

Directions of the Disciplinary Committee
HBEEEENET

Issue of written warning

BHERES

Disqualified from being an authorized seller of poisons
for a period of time 8 7 9 8 9
BUHSHERE K —BRIFHE

0 0 0 0 0

10 8 13 12 9
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Table & 12

Disciplinary Inquiries into Authorized Sellers of Poisons

Handled by the Pharmacy and Poisons Board
RS EEEREE AR ERESEHETNICEMRMAEE

Number of counts (percentage)
:g;;;; ;*offenceS* RE (HiRLt)
2013 2014 2015 2016 2017
(1) Sale of Part 1/Part 2 poison without label/proper label ) ) 4 0 0
”"%\‘/3 i &5 N} ‘\‘\7%\2TT alal=2] ﬁE‘ 5 O 3z
gﬁaﬁﬁ%”iﬁﬁ REOZTEXRZR | o190 | 1% | (10%) (0%) (0%)
(2) Sale of Part 1 poison without the supervision of a registered
pharmacist/proper supervision 6 5 5 4 6
ERESMERMEE/BEEEMNBERT | (18.18%) | (22.72%) | (125%) | (12.9%) | (20.69%)
HEE 1 MBHE
(3) Efé:cg;t;ﬁhedule 3 poison without the authority of a - 0 9 5 -
(4) Sale of antibiotic without the authority of a prescription 0 0 0 0 2
ERBERARENBER T HENEE (0%) (0%) (0%) (0%) (6.9%)
(5) Posssssion of poison included in Part 1 of the Poisons List 3 2 1 3 0
EEBEXRE I MEE (9.09%) (9.1%) (2.5%) (9.68%) (0%)
(6) Possession of unregistered pharmaceutical product 0 2 4 0 3
BERARKEMERR R (0%) (9.1%) (10%) (0%) (10.34%)
(7) Ezgrgg to keep proper record/make entry in the Poisons 0 3 0 0 0
B R DG TS B EEMN (0%) (13.63%) (0%) (0%) (0%)
(8) Failing to store Schedule 1 poison in a receptacle solely for
that purpose 4 b ! 0 0
(9) Possession for sale or for any purpose of trade or
;npe:)r;;fscture goods to which a false trade description was 0 0 ’ 3 0
ﬁggﬁ{?dﬂ?:ﬁ%ﬁ%%ﬁﬁ ﬁﬁ%ﬁﬁm E_E’g'ﬁi (O%) (O%) (5%) (9.68%) (O%)
Ama AN E @
(10) Possession for sale or for any purpose of trade or
manufacture goods to which a forged trade mark was 3 5 o 1 5
applied
s e a s EEns | G090 | 22720 | 6% | G230 | ©69%)
IR E
(11) Unlawful sale of Part 1 poison 6 0 0 0 0
LI ER 1 LB (18.18%) (0%) (0%) (0%) (0%)

EERRRREEEER 2017 £
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Table 3% 12 (Con’t) &

Nature of offences™

Number of counts (percentage)

R (BfRLL)

BEREE"
2013 2014 2015 2016 2017
12 2;:)”:22 substance to which the Antibiotics Ordinance 0 3 0 4 0
(13) Failing to store poisons properly 0 0 9 2 2
RELZEBRSE (0%) (0%) (22.5%) (6.45%) (6.9%)
(14) lllegal sale of unregistered pharmaceutical product 0 0 2 0 0
FEEHERKTMNEB AR (0%) (0%) (5%) (0%) (0%)
(15) Selling unlabelled pharmaceutical product 0 0 0 0 0
EEREMELEERMNERR R (0%) (0%) (0%) (0%) (0%)
(16) Supplying/Offering to supply false trade description goods 1 0 0 3 0
e/ BEAREEREMRBANER (3.03%) (0%) (0%) (9.68%) (0%)
(17) Failing to seek prior approval from the Pharmacy and
Poisons Board for change in the ownership/directorship or
person-in-charge of the authorized seller of poisons 0 ¢ L 0 0
EERMNAE  ERTHEEA/EZHEEA
(18) Selling goods to which a forged trade mark was applied 1 0 0 6 3
HEERKBERZNER (3.03%) (0%) (0%) (19.35%) | (10.34%)
(19) Failing to ensure that all the keys of the lockable receptacle
L)nh;rhrsagilsstpensmg area were kept by the registered 0 0 0 0 1
FuemeREsT umsofoneen | 00 | 00 | @01 @0 (4%
BERERE
(20) Failing to provide written order in relation to purchasing of
controlled medicines 0 0 0 0 L
(21) Failing to provide sales invoice for controlled medicines 0 0 0 0 1
RERUBASEHEYNHEHERR (0%) (0%) (0%) (0%) (3.45%)
(22) Failing to keep proper record of psychotropic substances in
psychotropic substances book 0 0 0 0 1
REERMEYTEMARERHEDFBEN (0%) (0%) (0%) (0%) (3.45%)
HEME

* Some cases involve multiple nature of offences

TEMAME RS M Z BT
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Table & 12A

Disciplinary Inquiries into Authorized Sellers of Poisons in 2017

017 FERAERESEHERNLEARASR

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

Possession of unregistered
pharmaceutical product
BERRLTMERRR

Sale of antibiotic without the
authority of a prescription
ERBERERAREN
BRTHENER

Sale of Schedule 3 poison without the
authority of a prescription
ERERLEENBERITEE
MizR3Z 2

EERRRREEEER 2017 £

6.90%

Failing to store poisons properly

PNy — =%
REHEGWTE

Selling goods to which a forged
trade mark was applied
PERRBREHIENER
Failing to ensure that
all the keys of the
lockable receptacle
in the dispensing
area were kept by the
o registered pharmacist
0 REERERRERT
LHEBENAE
PH R B T 2 A
RE
Failing to provide written order in
relation to purchasing of controlled
medicines
NEREEHETBIEFEY
B8 E

Failing to provide sales invoice for
controlled medicines
REEREEBAXEFZEY
MSEERE
Failing to keep
proper record
of psychotropic
substances in
psychotropic
substances book
NBETERE 1
Yo s
REE BB
BYNHE
SCE%

Sale of Part 1 poison without the
supervision of a registered pharmacist/
proper supervision
ERAEEMERNMEES/EE
EEMNBER NMEER 1S




Statistical Tables and Charts

et B

Table 3% 13

Number of Listed Sellers of Poisons in Hong Kong

BENVIHESEHERRHE

Year {3

2013

2014

20156

2016

2017

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

BEFRNIINRSEEEDHE

3,907

3,951

4,012

3,937

3,937

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

BEFRMNIBSRHEEENE

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

500 —

2013

Table 3% 14

2014

2015

Year ZE1%

2016

Applications for Licensing as Listed Sellers of Poisons

FREE I S B 42 3H & i h FR

2017

Year & {3 2013 2014 2015 2016 2017
No. of applications approved

e A ﬁ 701 311 277 231 258
BTSSR ERNERAFESE
No. of applications rejected : 5 ’ 5 0
B S EEEERNRRAEBEE
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Table 3% 15

Regulatory Control of Listed Sellers of Poisons

SIS BEHEBHIAE

Year £F {3

2013

2014

20156

2016

2017

No. of inspections conducted
KEHE

7,746

7,878

7,977

7,956

7,874

No. of test purchases conducted

AE#E

1,983

2,601

3,008

4,021

3,229

Table 3§ 16

Disciplinary Actions against Listed Sellers of Poisons

Taken by the Pharmacy and Poisons Board
EHXERSEEERBIHSEHEBRIMWCE?T

Number of cases
Disciplinary actions taken EES 4]
RIAACEITE
2013 2014 2015 2016 2017

Removal from the list of listed sellers of poisons 1 9 4 4 0
NI EHSEHERMRERSE
Issue of written warning

N 2 2 6 3 4
BHEERES
Suspension of name from the list of listed sellers of
poisons for a specified period of time N/A N/A 0 3 9
MR SSEEERREANER | AMER | AEHR
—ER A
The listed seller of poisons ceased operation before action
taken 0 1 1 0 0
ZHERTEERENCETHIERE R
Total 4224 3 12 11 10 13
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Table & 17

Disciplinary Cases regarding Listed Sellers of Poisons

Handled by the Pharmacy and Poisons Board
EEXESEEEREERAYESEEEBRNLEER

Number of counts (percentage)

:l;;lré;*offences* R (HiREE)
2013 2014 2015 2016 2017
(1) Sale of Part 1 poison without the supervision
gjpgrvri:igilwstered pharmacist/proper 0 0 : 4 1
A. o H m
iR TEES 1S
(2) Sale of Schedule 3 poison without the
authority of a prescription 0 0 0 3 1
ERERARENBERLTHE (0%) (0%) (0%) (8.11%) (3.45%)
MizR3FZ %
(3) Possession of Part 1 poison 0 5 4 6 8
ERE LS (0%) (20%) (21.05%) (16.22%) (27.58%)
(4) Possession of antibiotic 0 0 0 0 0
EBEMER (0%) (0%) (0%) (0%) (0%)
(5) PSOS;S;SW of unregistered pharmaceutical 0 3 0 1 4
E,éﬁ e (0%) (129) (0%) 27%) | (13.79%)
(6) Possession of substances to which the
Antibiotics Ordinance applies v 4 0 ! 3
(7) Possession for sale or for any purpose of
trade or manufacture goods to which a
forged trade mark was applied L e g 8 L
ELE@EEMﬁﬁgﬁiﬁﬂaﬁﬁﬁ (11.11%) (24%) (15.79%) | (21.63%) | (3.45%)
EEERRERENE R
(8) Supplying or offering to supply goods to
which false trade descriptions were applied 0 1 0 0 0
HENENHECERERE R (0%) (4%) (0%) (0%) (0%)
SAME R
(9) Publishing an undesirable medical g ’ 0 0 0
g;vjfﬁrt;fgéﬁgi (88.89%) |  (8%) (0%) (0%) (0%)
B2 1
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Table & 17(Con’t) #&

and Charis

Number of counts (percentage)
:g;;;*oﬁences* R (HREE)
2013 2014 2015 2016 2017
(10) Possession for sale or for any purpose of
trade or manufacture goods to which a false
trade description was applied 0 2 2 0 !
B S AT A B AT (0%) (8%) (10.53%) (0%) (3.45%)
EEEAERAATHNER
) Sraolgugl‘ an unregistered pharmaceutical 0 ] ) 0 1
e (0%) (4%) | (1053%) | (0%) (3.45%)
(12) Selling goods to which a forged trade mark 0 : ] 4 1
ﬁiﬁ'gﬁﬁwﬁmg . (0%) (4%) (5.26%) | (18.92%) | (3.45%)
= B ISR DYE] ~HY E o0
(13) Applying a false trade description on goods
in the course of any trade or business 0 0 3 1 1
EERBENEBEFRHER (0%) (0%) (15.79%) (2.7%) (3.45%)
A mEiAERNE R
(14) Sale of Part 2 poison 0 0 3 4 4
HER2HNEE (0%) (0%) (15.79%) | (10.81%) | (13.79%)
(15) lllegal use of restricted title 0 0 0 1 0
I EaEE=E ) (0%) (0%) (0%) (2.7%) (0%)
(16) lllegal use of restricted logo 0 0 0 1 1
FERTER (0%) (0%) (0%) (2.7%) (3.45%)
(17) Sale of Part 1 poison 0 0 0 0 1
HEF 1L 5 (0%) (0%) (0%) (0%) (3.45%)
(18) Sale of Schedule 1 Chinese herbal medicine
without prescription 0 0 0 0 !
Y575 1208 g 4 B 55 1 ehZ (0%) (0%) (0%) (0%) (3.45%)

Some cases involve multiple nature of offences

EZKEES- AN E S EESH)

Involving 2 Listed Sellers of Poisons for 1 count and 7 counts of same offence

H+OH X ¥

MBI BEHEF DL KRR TIEZFET
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Table 3% 17A

Disciplinary Cases regarding Listed Sellers of Poisons in 2017
201 TEFRAYIBSEHEBNICEER

Sale of an unregistered pharmaceutical product

B E RIS ET M a2 i
- - Illegal use of restricted logo
Selling goods to which a forged trade mark was applied IFERTRE

ERRRBESENESR

Possession for
sale or for any

purpose of trade or .
manufacture goods Sale of Part 2 poison

to which a false HEF A SH
trade description was
applied
BEENTMAEE
By SLEF &M
EEERERES

MBPRE R

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

Applying a false trade
description on goods in
the course of any trade or
business
EEmBREEHEEH
145 1B 185 725 o a5 B EE R

5a
was applied A

BEBSEME
ZE eGSR
BRI RES

BEHE &

Sale of Schedule 3
poison without
the authority of a

Possession of
substances to which

prescription
ERERARENE

ihioti T HERi RIS
the Antibiotics Possession of Part 1 poison ‘ i

Ordinance applies A L

BE (EHRE
5) BRBME Sale of Part 1 poison without the
supervision of a registered pharmacist/

pharmaceutical product proper supervision

Possession of unregistered

R MBS e
TS ER A
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Table 3§ 18

Issue of Wholesale Poisons Licences/Licensed Wholesale Dealers*

SEMBERB/MBBRBOESR

Year {3 2013 2014 2015 2016 2017

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

A = e 714 27 797 779 773
BEFRNSERTLR/ HBEER
B ANEE
No. of wholesale poisons licences/ licensed wholesale
dealers revoked/suspended : : 1 : 3

B mHSERRRR /MR EERN
E4S

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.

* H20154F2FA6HE HBEEREHELY  UIKRSEMBEBLE/HOEMEMERSE - FEEX
HEENRERIEOBRLAEOBEMESHEENA T EHERIFMERSZSLAAE > KRR
e -

Table 3% 19

Issue of Manufacturer’s Licences for Pharmaceutical Products*

ERNARNEBHEB HESR

Year {3 2013 2014 2015 2016 2017

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

No. of manufacturer’s licences revoked,/ suspended

B m RS RNEE

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

Y H2015F10A1HE  MERBEERVEATERABEREEZREERNABNEEEEEE
RErEs| -

There were 27, 63, 57, 49 and 48 holders who were authorized to conduct secondary packing of pharmaceutical products only
in 2013, 2014, 2015, 2016 and 2017 respectively.

20134 ~ 20144 ~ 20154 ~ 2016FEN201 74 » HBIHF274 ~ 634 ~ 574 ~ 498 K484
HEMEREBAREREUSER R QIEREE -

0 0 0 0 0

EERRRREEEER 2017 £
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et B

Table 3§ 20

Registration of Pharmaceutical Products

26 5 54 & 9 31 )

Year {3 2013 2014 20156 2016 2017

No. of registered pharmaceutical products as at end
of year 18,912 19,209 19,486 18,584 18,120
BEFANTMERNRZHE

No. of registered pharmaceutical products as at end of year

BEFEMIMERRARHEB
20000 —
15000
10000 |~
5000
2013 2014 2015 2016 2017
Year FE17
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Table & 21

Amendments to Schedules 1, 3 and Part 1 of Schedule 10 to

the Pharmacy and Poisons Regulations in 2017
201 THR1E (EBIRRFZEMG) BR1 - 3RMIZR105E1 SIEHAVERT

New Substances Added fil A B9 &1 &

1. Alfacalcidol; its salts

fEE{LEs o HER

2. Afoxolaner; its salts flrghuah - HEXE
3. Avanafil; its salts BAIEXARTE - HESE
4, Blinatumomab BMEEEN

5. Calcitriol, its salts a=f 288
6. Daratumumab EEANENR

7. Firocoxib; its salts FEEE S HHEHE
8. Fluralaner; its salts BN HEE

9. lodine-131; its salts; when contained in pharmaceutical

f-131 HEE S RRNESEEARRSE

products
10.  Ixekizumab FIKRER
1. Mepolizumab SORKEM
12. Necitumumab REANEHR

13. Netupitant; its salts

REULE ; KB

14. Pharmaceutical products for human parenteral
administration containing the following or their salts, as
active ingredients, expect in mixture with insulin—
Acetic acid
Acetylcholine
Acetylcysteine
Adenosine
Adrenaline
Ambroxol
Amino acids
Aminophylline
Anti-D (rho) immunoglobulins
Anti-histamine substances
Atropine
Betiatide
Bicisate

WA E(FRE B

HESHAABRERR R
B EBHEESRNES

MUTYESH M

BRop——
CEEH B E B
B PE R
+ IO LT AR B 4
TRREER
Bl B
KEH
L 2R
CER AT =5,
tE A ER
®E7TJ
IEEI=E=
EBEBLERE
EEBLERE

k4
&
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Table 3% 21 (Con’t) &

Statistical Tables and Charts

Butetamate

Caffeine

Carnitine

Cations, the following, except in preparations containing

any substance to which the Antibiotics Ordinance
(Cap. 137) applies-

Calcium
Chromium
Copper
Iron
Magnesium
Manganese
Potassium
Selenium
Sodium, except sodium chloride 0.9%
Zinc

Choline

Cimetidine

Dextromethorphan

Dicycloverine

Difenidol

Diprophylline

Disofenin

Ephedrine

Exametazime

Fish oil

Fluorescein

Gallium

Gelatin

Glucosamine

Glucose

Glycerol

Glyceryl trinitrate

Guaifenesin

Heparin

Hyaluronic acid

Hyaluronidase

Hydroxyethyl starch

Hyoscine

Icodextrin

Indocyanine green

lodine norcholesterol

Isosorbide

Lactic acid

Lecithin

Lignocaine

sl
HH
Him=F
HER

R A
B fi 22 R
FR A
FIRJEE
ARBNMME
mE MR
XERRE
25 e
MERRE
KRBT
% EHA
MDRBEHRER
muakEYE
igavariipa:]
IEIIAS==554
=
BHRAER

SR H B
B
TOFREE
f+E S
e
I e A
HEZm®
FLEE

AR
ESETE!
EN )
WIS
AR AR
R
SEFER
REM
FRE
211742
BEREEV
j==ps
BRBER
ZPRER
Jit 22 ik

B LERE
R SR
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Table 3% 21 (Con’t) &

1

94

Mannitol
Mebrofenin
Medronic acid
Mesna
Methoxyphenamine
Methylene blue
Methylephedrine
Metronidazole
Noradrenaline

Olive oil
Omeprazole
Oxidronate
Papaverine
Paracetamol

Patent blue V
Pentetic acid
Pentoxifylline
Phenol
Phenylephrine
Piracetam

Procaine

Protamine
Ranitidine

Rhenium

Sodium pyrophosphate
Sodium tetradecyl sulfate
Sodium thiosulfate
Sorbitol

Soya oil

Stonefish antivenom
Succimer
Terbutaline

Tetrakis copper tetrafluoroborate
Tetrofosmin
Thallium

Tin

Triglycerides
Tuberculin

Vitamins

Xantinol nicotinate

B

EREER

WL H A

LERHA

FEBEBRR

BREFAT  BEREE > 88 (AR

BB) (B13TE)BRNDBER —

i
&5
& BELIR0.9% R
4

r

5

4

=
i

i3

4
KOEBH
bR R IEE RS
EEET
REBRR
eSSl
BRE

AR mEk
HERE
BB ER
AR
55 E

B e

7

$

1BEH

i

%

SEREN
B

Tetrakis copper tetrafluoroborate

15.

Tafamidis; its salts

16.

Velpatasvir; its salts

MRt E - HEE

17.

Venetoclax; its salts

MERmh  HER
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Table 3% 21 (Con’t) &

18. Vitamin D and its salts when contained in pharmaceutical
products the recommended daily dose of which contains
more than 1,000 international units of vitamin D

MERDRHEES  RREBSEEZSHOHES
HBiE1,000 B BR B i ROMER R R E

19. Vitamin K and its salts when contained in pharmaceutical
products, except products with recommended daily dose
of 120 mcg or less of vitamin K1 or K2 or its salts

MAERKNEESR  RRESEENRRE B
BESHBERT 2005 LTI E KKTZHK2
HEBEHR MR

20. Item relating to “Pharmaceutical products for human
parenteral administration”
Add
(@) Sodium chloride 0.9%
(b) Water
*This amendment comes into operation on the expiry of
12 months beginning on the day on which the Pharmacy
and Poisons (Amendment) Regulation 2017 was
published in the Gazette on 16 January 2017.

B s AABNERR M NWIEE

A

(a) &E1L8Mm0.9%

(b) 7K

BRI B (201 THEZEBZERTZE (1B5]) #61)
R2017THE1B16HEHRTIEEHEFNI2EA
EmEFLE R

Others Efth

21. Repeal item “Paracetamol when contained in
pharmaceutical products for human parenteral
administration”

BRH B ER  ERNEBESEMIHFAAR
MEMRRANERE

Pharmacy and Poisons Board of Hong Kong Annual Report 2017







	Pharmacy and Poisons Board of Hong Kong



