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LEGISLATIVE COUNCIL BRIEF

Pharmacy and Poisons Ordinance (Cap 138)

PHARMACY AND POISONS (AMENDMENT) (NO. 7) REGULATION 2015

INTRODUCTION

The Pharmacy and Poisons Regulations (Cap. 138A) (“the
Regulations”) was made under section 29 of the Pharmacy and Poisons
Ordinance (Cap. 138) (“the Ordinance”). The Pharmacy and Poisons
(Amendment) (No. 7) Regulation 2015 (“the Amendment Regulation”) at
Annex A is to amend Schedules 1, 3 and 10 to the Regulations.

JUSTIFICATIONS
General Background

2. Under section 29(1B) of the Ordinance, the Pharmacy and Poisons
Board (“the Board”) set up under section 3 of the Ordinance is empowered
to make regulations to amend the Poisons List; or any list of articles or
substances in the Regulations, subject to section 31 of the Ordinance and to
the approval of the Secretary for Food and Health.

Proposal of the Pharmacy and Poisons Board

3. Having considered an application for re-classification of
“Clotrimazole; its salts” when contained in pharmaceutical products
labelled only for the treatment of tinea pedis or tinea cruris, or both, the
Board recommends amending Division A of Part 1 and Division A of Part 2
of Schedule 10 to the Regulations. The proposed amendment aims to
relax the control of “Clotrimazole; its salts” when contained in
pharmaceutical products labelled only for the treatment of tinea pedis or
tinea cruris, or both, by re-classifying them from Part 1 poisons to Part 2
poisons.



4, Moreover, arising from applications for registration of seven
pharmaceutical products, the Board proposes to add the following
substances to Division A of Schedule 1, Division A of Schedule 3 and
Division A of Part 1 of the Poisons List set out in Schedule 10 to the
Regulations.

(@) Ceritinib; its salts
(b) Dulaglutide

(c) Nivolumab

(d) Pembrolizumab

(e) Pirfenidone; its salts
(f) Pyriprole; its salts
(g) Secukinumab

5. Details of the above substances are set out at Annex B. The
Board considers the proposed amendments appropriate in view of the
potency, toxicity and potential side effects of the substances.

THE AMENDMENT REGULATION

6. The Amendment Regulation is to re-classify the substance under
the conditions listed in paragraph 3 above from Part 1 to Part 2 of Schedule
10 to the Regulations and to add the substances listed in paragraph 4 above
to the relevant Schedules to the Regulations.

LEGISLATIVE TIMETABLE

6. The legislative timetable will be —
Publication in the Gazette 11 December 2015
Date of Commencement 11 December 2015

IMPLICATIONS OF THE PROPOSAL

7. The proposal will impose appropriate control on pharmaceutical



products consisting of the above substances so that they can be sold in the
market upon fulfillment of the relevant regulations.

ENQUIRY
8. For any enquiries on the brief, please contact Mr Chow Tat-wing,

Assistant Secretary for Food and Health, at 3509 8956.

Food and Health Bureau
December 2015
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Annex A
Pharmacy and Poisons (Amendment) (No. 7) Regulation 2015 Pharmacy and Poisons (Amendment) (No. 7) Regulation 2015
Section 1 1 Section 3 : 2
Add
Pharmacy and Poisons (Amendment) (No. 7) Regulation “Pirfenidone; its salts”.
2015 (6) Schedule 1, Division A, after item “Pyrimethamine”™—
(Made by the Pharmacy and Poisons Board under section 29(1B) of the add
Pharmacy and Poisons Ordinance (Cap. 138) subject to the approval of the “Pyriprole; its salts”.
Secretary for Food and Health) (7) Schedule 1, Division A, after item “Saxagliptin; its salts”—
i. Pharmacy and Poisons Regulations amended Add
The Pharmacy and Poisons Regulations (Cap. 138 sub. leg. A) are Secukinumab '
amended as St QUL seetions 2" 3 4 3 Schedule 3 amended (substances required by regulation 9 fo be

sold by retail only upon a prescription given by a registered

2. Schedule 1 amended (subsiances to which certain restrictions : . . . . 2
with respect to the sale, supply, labelling and storage apply medical practitioner, registered dentist or registered veterinary
under regulations 3, 5, 6, 22 and 24) 4 surgeon)

(1) Schedule 1, Division A, after item “Celiprolol; its salts™— (1) Schedule 3, Division A, after item “Celiprolol; its salts™—
Add

Add

e i
“Ceritinib; its salts”. Ceritinib; its salts”.

(2) Schedule 1, Division A, after item “Drotrecogin alfa”— (2) Schedule 3, Division A, after item “Drotrecogin alfa”—

Add Add
“Dulaglutide”. “Dulaglutide”.
(3) Schedule 1, Division A, after item “Nitromethaqualone; its (3) Scheduie 3, Division A, after item “Nitromethagualone; its
salts™— salts”—
Add Add
“Nivolumab”. “Nivolumab™.
(4) Schedule 1, Division A, after item “Pegvisomant; its salts”— (4) Schedule 3, Division A, after item “Pegvisomant; its salts™—
Add Add
“Pembrolizumab’. “Pembrolizumab”.

(5) Schedule 1, Division A, after item “Pipobroman”— (5) . Schedule 3, Division A, after item “Pipobroman”—



Pharmacy and Poisons (Amendment) (No. 7) Regulation 2015

Section 4 3
Add
“Pirfenidone; its salts”.
(6) Schedule 3, Division A, after item “Pyrimethamine”—
Add
“Pyriprole; its salts”,
(7). Schedule 3, Division A, after item “Saxagliptin; its salts"—

Add
“Secukinumab’.

4. Schedule 10 amended (Poisons List)

(h

@

3)

“)

Schedule 10, section 2, Table, Part 1, Division A, after item
“Celiprolol; its salts”—

Add

“Ceritinib; its salts”.

Schedule 10, section 2, Table, Part 1, Division A—
Repeal item “Clotrimazole; its salts”

Substitute

“Clotrimazole; - its - salts;  except when = contained - in
pharmaceutical products labelled only for the treatment of
tinea pedis or tinea cruris, or both”,

Schedule 10, section 2, Table, Part 1, Division A, after item
“Drotrécogin alfa”™—

Add
“Dulaglutide”.

Schedule 10, section 2, Table, Part 1, Division A, after item
“Nitromethaqualone; its salts”—

Add
“Nivolumab?”.

Pharmacy and Poisons (Amendment) (No. 7) Regulation 2015

Section 4

)

(6)

@)

¥

)

(10)

Schedule 10, section 2, Table, Part 1, Division A, after ttem
“Pegvisomant; its salts”—

Add

“Pembrolizumab”.

Schedule 10, section 2, Table, Part 1. Division A, after item
“Pipobroman’—

Add
“Prirfenidone; its salts”.

Schedule 10, section 2, Table, Part 1, Division A, after item
“Pyrimethamine”—

Add

“Pyriprole; its salts”.

Schedule 10, section 2, Table, Part 1, Division A. after item
“Saxagliptin; its salts”—

Add

“Secukinumab’:

Schedule 10, section 2, Table, Part 1, Division A, item
relating to “Terbinafine”—

Repeal

“labelled for the treatment of tinea pedis and/or tinea cruris
only”

Substitute

“labelled only for the treatment of tinea pedis or tinea cruris,
or both”.

Schedule 10, section 2, Table, Part 2, Division A, after iftem
“alpha-Chloralose”—

Add



Pharmacy and Poisons (Amendment) (No. 7) Regulation 2015

Section 4

5

(D

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

Schedule 10, section 2. Table, Part 2, Division A, item
relating to “Terbinafine”——

Repeal

“labelled for the treatment of tinea pedis and/or tinea cruris
only”

Substitute

“labelled only for the treatment of tinea pedis or tinea cruris,
or both”. :

Chairman,
Pharmacy and Poisons Board

4 December 2015

Pharmacy and Peisons (Amendment) (No. 7) Regulation 2015
Explanatory Note

Paragraph 1

2.

Explanatory Note

This Regulation—

(a) adds 7 substances to Division A of Schedule 1 and
Division A of Schedule 3 to the Pharmacy and Poisons
Regulations (Cap. 138 sub. leg. A) (principal
Regulations) so that the sale, supply, labelling and
storage of those substances are subject to the restrictions
imposed under the Pharmacy and Poisons Ordinance
(Cap. 138) and the principal Regulations; and

{b)  adds 7 substances to Division A of Part 1 of the Poisons
List set out in Schedule 10 to the principal Regulations
(Poisons List) so that, among other applicable
requirements, poisons containing those substances can
only be sold on registered premises of an authorized
seller of poisons by a registered pharmacist or in the
presence and under the supervision of a registered
pharmacist.

This Regulation also amends the Poisons List—

(a)  to relax the control over “Clotrimazole; its salts” when
comtained in pharmaceutical products labelled only for
the treatment of tinea pedis or tinea cruris, or both; and

(b} to make certain textual amendments.



Annex B

Pharmacy and Poisons (Amendment) (No. 7) Regulation 2015

Supplementary Information to the Legislative Council

(2015F HEHIXRBEUEET) (B 75%) 5 61)

BTV FENHEAEEN
Drug Name Proposed Reasons
Classification
L ekl FR

Ceritinib; its salts Part 1 of Schedule

10, Schedule 1 and
Schedule 3 poison

ST o HEP RS0

fif—

i = 754

This drug is used for the treatment of adult
patients with anaplastic lymphoma kinase
(ALK)-positive advanced non-small cell lung
cancer previously treated with crizotinib (ALK
inhibitor).

Side effects include anaemia, decreased appetite,
diarrhoea, nausea, vomiting, abdominal pain,
constipation, rash and fatigue.

Its use should be decided by a doctor based on the
patient’s conditions.

SLEEVI R e g 2 s MR e (R M E
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Dulaglutide

Dulaglutide
(G TR e )

Part 1 of Schedule
10, Schedule 1 and
Schedule 3 poison

iy 25—k
by —

i = 754

This drug is used in adults with type 2 diabetes
mellitus to improve glycaemic control as
monotherapy, or add-on therapy in combination
with other glucose-lowering medicinal products
including insulin.

Side effects include hypoglycaemia, nausea,
diarrhoea, vomiting and abdominal pain.

Its use should be decided by a doctor based on the
patient’s conditions.
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Nivolumab

FERAEDT

Part 1 of Schedule
10, Schedule 1 and
Schedule 3 poison

iy 25—k
iy — K
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This drug is used for the treatment of adult
patients with unresectable or metastatic melanoma
and disease progression following ipilimumab
and, if BRAF V600 mutation positive, a BRAF
inhibitor; and adult patients with metastatic
squamous non-small cell lung cancer with
progression on or after platinum-based
chemotherapy.

Side effects include rash, fatigue, dyspnea, cough,
musculoskeletal pain, decreased appetite, nausea
and constipation.

Its use should be decided by a doctor based on the
patient’s conditions.

SLEEVI I A RE VIR R RO R
PR PUEHRR > KAIBRAF VO00ZEE =
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Pembrolizumab

USE ISR

Part 1 of Schedule
10, Schedule 1 and
Schedule 3 poison

iy 25—k
fif— K
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This drug is used for the treatment of adult
patients with unresectable or metastatic melanoma
and disease progression following ipilimumab
and, if BRAF V600 mutation positive, a BRAF
inhibitor.

Side effects include fatigue, cough, nausea, rash,
decreased appetite, constipation, arthralgia and
diarrhoea.

Its use should be decided by a doctor based on the
patient’s conditions.

tLEEYI R e fE UIBR B R R 2
EPFUICRELPUSHE R © MAIBRAF V6002£5 £
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Pirfenidone; its salts

HEIRER » HETH

Part 1 of Schedule
10, Schedule 1 and
Schedule 3 poison

piyet-25—h
fifR—

i =55

This drug is used in adults for the treatment of
mild to moderate Idiopathic Pulmonary Fibrosis.

Side effects include anorexia, dyspepsia, nausea,
diarrhoea, photosensitivity, rash and fatigue.

Its use should be decided by a doctor based on the
patient’s conditions.
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Pyriprole; its salts

Pyriprole ; H.E&SH
(5% : Pyriprole &

faerp S )

Part 1 of Schedule
10, Schedule 1 and
Schedule 3 poison

fy 25—
fif=—

i =55k

This drug is used for the treatment and prevention
of flea and tick infestations in dogs.

Side effects include pruritus, lethargy and emesis.

Its use should be decided by a veterinary surgeon
based on the animal’s conditions.
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Secukinumab

Secukinumab

(5L - BT S TE)

Part 1 of Schedule
10, Schedule 1 and
Schedule 3 poison

iy 25—k
iy — K

iy = 754

This drug is used for the treatment of moderate to
severe plaque psoriasis in adults who are
candidates for systemic therapy.

Side effects include upper respiratory tract
infection, oral herpes and diarrhoea.

Its use should be decided by a doctor based on the
patient’s conditions.
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