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LEGISLATIVE COUNCIL BRIEF

Pharmacy and Poisons Ordinance (Cap. 138)

PHARMACY AND POISONS (AMENDMENT) (NO.2) REGULATION 2016

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. 2) Regulation 2016 (“the Amendment Regulation”) at
Annex A is to amend the First, Third and Tenth Schedules 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. Arising from applications for registration of six pharmaceutical
products, the Board proposes to add the following substances to Division A
of the First Schedule, Division A of the Third Schedule and Division A of
Part | of the Poisons List set out in the Tenth Schedule to the Regulations:

(@) Aclidinium; its salts
(b) Asunaprevir; its salts
(c) Daclatasvir; its salts
(d) Evolocumab

(e) Lenvatinib; its salts



(f) Siltuximab
4. 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

5. The Amendment Regulation is to add the above drugs (in
paragraph 3) to the relevant Schedules to the Regulations.

LEGISLATIVE TIMETABLE

6. The legislative timetable will be —
Publication in the Gazette 29 April 2016
Date of Commencement 29 April 2016

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, please contact Mr Lam Fong-tat James,
Assistant Secretary for Food and Health at 3509 8956.

Food and Health Bureau
April 2016



Annex A

Pharmacy and Poisons (Amendment) (No. 2) Regulation 2016 Pharmacy and Poisons (Amendment) (No. 2) Regulation 2016

Section 1 1 Section 3 2

(5) Schedule 1, Division A, after item “Lenalidomide; its salts”—
Pharmacy and Poisons (Amendment) (No. 2) Regulation Add

2016 “Lenvatinib; its salts”.

(6) Schedule 1, Division A, after item “Sildenafil; its salts; any
compound containing the chemical structure of 5-(2-
ethoxyphenyl)-1-methyl-3-propyl-1H-pyrazolo[4,3-
dlpyrimidin-7(6 H)-one substituted to any degree or without
substitution; its salts”—

(Made by the Pharmacy and Poisons Board under section 29(1B) of the
Pharmacy and Poisons Ordinance (Cap. 138) subject to the approval of the
Secretary for Food and Health)

1. Pharmacy and Poisons Regulations amended
The Pharmacy and Poisons Regulations (Cap. 138 sub. leg. A) are Add
amended as set out in sections 2, 3 and 4. “Siltuximab”.

2. Schedule 1 amended (substances to which certain restrictions 3. Schedule 3 amended (substances required by regulation 9 to be
with respect to the sale, supply, labelling and storage apply sold by retail only upon a prescription given by a registered
under regulations 3, 5, 6, 22 and 24) medical practitioner, registered dentist or registered veterinary
(1) Schedule 1, Division A, after item “Acitretin; its salts; its surgeon)

esters”— (1) Schedule 3, Division A, after item “Acitretin; its salts; its
Add esters”—
Add

“Aclidinium; its salts”.

(2) Schedule 1, Division A, after item “Asenapine; its salts; its “Aclidinium; its salts”.

isomers”— (2) Schedule 3, Division A, after item “Asenapine; its salts; its
Add isomers”—
Add

“Asunaprevir; its salts”.
(3) Schedule 1, Division A, after item “Dacarbazine”— “Asunaprevir; its salts”.
Add

“Daclatasvir; its salts”.

(3) Schedule 3, Division A, after item “Dacarbazine”—
Add

(4) Schedule 1, Division A, after item “Everolimus; its salts; its “Daclatasvir; its salts”.

esters; their salts”— (4) Schedule 3, Division A, after item “Everolimus; its salts; its
Add esters; their salts”—

“Evolocumab”. Add



Pharmacy and Poisons (Amendment) (No. 2) Regulation 2016

Section 4 3
“Evolocumab”.
(5) Schedule 3, Division A, after item “Lenalidomide; its salts™—
Add
“Lenvatinib; its salts”.
(6) Schedule 3, Division A, after item “Sildenafil; its salts; any

compound containing the chemical structure of 5-(2-
ethoxyphenyl)-1-methyl-3-propyl-1H-pyrazolo[4,3-
d]pyrimidin-7(6H)-one substituted to any degree or without
substitution; its salts”—

Add
“Siltuximab”.

4. Schedule 10 amended (Poisons List)

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

Add

“Aclidinium; its salts”.

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

Add

“Asunaprevir; its salts”.

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

Add
“Daclatasvir; its salts”.

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

Add

Pharmacy and Poisons (Amendment) (No. 2) Regulation 2016

Section 4 4
“Evolocumab”.
(5) Schedule 10, section 2, Table, Part 1, Division A, after item
“Lenalidomide; its salts”—
Add
“Lenvatinib; its salts”.
(6) Schedule 10, section 2, Table, Part 1, Division A, after item

“Sildenafil; its salts; any compound containing the chemical
structure  of  5-(2-ethoxyphenyl)-1-methyl-3-propyl-1H-
pyrazolo[4,3-d]pyrimidin-7(6 H)-one substituted to any degree
or without substitution; its salts™—

Add

“Siltuximab”.

Chairman,
Pharmacy and Poisons Board

25 April 2016



Pharmacy and Poisons (Amendment) (No. 2) Regulation 2016

Explanatory Note
Paragraph 1

Explanatory Note

This Regulation—

(@)

®)

adds 6 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

adds 6 substances to Division A of Part 1 of the Poisons
List set out in Schedule 10 to the principal Regulations
so that, among other applicable requirements, 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.
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Pharmacy and Poisons (Amendment) (No. 2) Regulation 2016

Supplementary Information to the Legislative Council
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Aclidinium; its salts |Part 1 of the Tenth |This drug is used as a maintenance bronchodilator
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treatment to relieve symptoms in adult patients
with chronic obstructive pulmonary disease.

Side effects include sinusitis, nasopharyngitis,
headache, cough, diarrhoea and nausea.

Its use should be decided by a doctor based on the
patient’s conditions.
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Asunaprevir; its salts
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by —
i o bR — R

RoHLE

This drug is used in combination with other
medicinal products for the treatment of chronic
hepatitis C virus infection in adults with
compensated liver disease, including cirrhosis.

Side effects include fatigue, headache, diarrhoea,
pruritus, insomnia, nausea and cough.

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

Part 1 of the Tenth
Schedule, First and
Third Schedules
poison
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This drug is used in combination with other
medicinal products for the treatment of chronic
hepatitis C virus infection in adults with
compensated liver disease, including cirrhosis.

Side effects include fatigue, headache, nausea,
diarrhoea, insomnia, pyrexia and dizziness.

Its use should be decided by a doctor based on the
patient’s conditions.
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Evolocumab
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This drug is used in patients of the target age as an
adjunct to diet and (i) maximally tolerated statin
therapy with heterozygous familial
hypercholesterolemia or clinical atherosclerotic
cardiovascular disease; or (ii) other low density
lipoprotein-lowering therapies with homozygous
familial  hypercholesterolemia, who require
additional lowering of low density lipoprotein
cholesterol.

Side effects include nasopharyngitis, upper
respiratory tract infection, back pain and cough.

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

Part 1 of the Tenth
Schedule, First and
Third Schedules
poison

ff =AY —
i o bR — Ko

REHEE

This drug is used for the treatment of adult
patients with progressive, locally advanced or
metastatic, differentiated thyroid carcinoma,
refractory to radioactive iodine.

Side effects include hypertension, diarrhoea,
decreased appetite, weight decreased, nausea,
proteinuria, stomatitis and vomiting.

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

el
Az
ifs
i
4_\_‘..
4

Part 1 of the Tenth
Schedule, First and
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This drug is used for the treatment of adult
patients with multicentric Castleman’s disease
who are human immunodeficiency virus negative
and human herpesvirus-8 negative.

Side effects include upper respiratory tract
infection, nasopharyngitis, neutropenia,
thrombocytopenia, hypertension, abdominal pain,
pruritus, renal impairment and weight increased.

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