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LEGISLATIVE COUNCIL BRIEF

Pharmacy and Poisons Ordinance (Cap. 138)

PHARMACY AND POISONS (AMENDMENT) (NO. 5) REGULATION 2020

INTRODUCTION

The Pharmacy and Poisons Regulations (“the Regulations™) (Cap.
138A) were made under section 29 of the Pharmacy and Poisons
Ordinance (“the Ordinance”) (Cap. 138). The Pharmacy and Poisons
(Amendment) (No. 5) Regulation 2020 (“the Amendment Regulation”) at
Annex A is to amend Schedule 1, Schedule 3 and Schedule 10 to the
Regulations.

JUSTIFICATIONS
Background

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

Proposal of the Pharmacy and Poisons Board
3. Arising from an ongoing review of sales control of
pharmaceutical products and applications for registration of

pharmaceutical products, the Board proposes —

(@) adding the following 8 drug substances to Division A of
Schedule 1 (relating to the requirement to keep sales



records), Division A of Schedule 3 (relating to the
requirements to supply in accordance with a
prescription and to keep dispensing records) and
Division A of Part 1 of the Poisons List in Schedule 10
(relating to the requirements for sales to be conducted
in a pharmacy by a registered pharmacist or in his
presence and under his supervision, and for the drug to
be kept in a locked receptacle) to the Regulation:

(1) “Antisera, antitoxins, immunoglobulins and
vaccines against Severe Acute Respiratory
Syndrome Coronavirus 2” (by adding ““Severe
Acute Respiratory Syndrome Coronavirus 2
under the entry of sub-item (b) “directed against
the following diseases, viruses or organisms -
under ““Antisera, antitoxins, immunoglobulins
and vaccines -”);

(i) “Brolucizumab”;

(iii) “Capmatinib; its salts”;

(iv) “Icatibant; its salts; its esters; their salts”;

(v) “Lemborexant; its salts”;

(vi) “Ripretinib; its salts”;

(vii) “Satralizumab”; and

(viii)“Trospium chloride”;

(b) adding the following 2 drug substances to Division A of
Part 1 of the Poisons List in Schedule 10 (relating to the
requirements for sales to be conducted in a pharmacy
by a registered pharmacist or in his presence and under
his supervision, and for the drug to be kept in a locked
receptacle) to the Regulation:

(i) Azelaic acid; and
(ii) Diprophylline; its salts.

4, Details of the above drugs (in paragraph 3) 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 drugs.



THE AMENDMENT REGULATION

5. The Amendment Regulation proposes amending the relevant
Schedules to the Regulations in accordance to paragraph 3.

LEGISLATIVE TIMETABLE

6. The legislative timetable shall be —
Publication in the Gazette 11 December 2020
Date of Commencement 11 December 2020 or

11 December 20212

IMPLICATIONS OF THE PROPOSAL

7. The proposal shall impose appropriate control on pharmaceutical
products which consist of the above drugs (in paragraph 3). The
proposal allows the pharmaceutical products to be sold in the market
upon fulfillment of relevant regulations.

ENQUIRY

8. For any enquiries, please contact Miss Wendy WONG, Assistant
Secretary for Food and Health (Health), at 3509 8956.

Food and Health Bureau
December 2020

" For the drugs in paragraphs 3(a) (i)-(vii).
2 For the drugs in paragraphs 3(a) (viii) and 3(b), the Board recommends that the proposed

amendments to take effect one year after the date of publication in the Gazette.
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Section 1

Pharmacy and Poisons (Amendment) (No. 5) Regulation

2020

(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. Commencement

D

@

Subject to subsection (2), this Regulation comes into operation
on the day on which it is published in the Gazette.

Sections 3(8), 4(8) and 5(2), (5), (8) and (11) come into
operation on 11 December 2021.

2. Pharmacy and Poisons Regulations amended
The Pharmacy and Poisons Regulations (Cap. 138 sub. leg. A) are
amended as set out in sections 3, 4 and 5.

3. Schedule 1 amended (substances to which certain restrictions

with respect to the sale, supply, labelling and storage apply under
regulations 3, 5, 6, 22 and 24)

€]

2
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Schedule 1, Division A, item “Antisera, antitoxins,
immunoglobulins and vaccines”, paragraph (b), after sub-item
“Rubella”—

Add

“Severe acute respiratory syndrome coronavirus 2 (SARS-
CoV-2)”.

Schedule 1, Division A, after item “Brodalumab”—
Add
“Brolucizumab”.

Schedule 1, Division A, after item “Capecitabine; its salts”—

Annex A

Pharmacy and Poisons (Amendment) (No. 5) Regulation 2020

Section 4
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Add

“Capmatinib; its salts”.

Schedule 1, Division A, after item “Ibrutinib; its salts”—
Add

“Icatibant; its salts; its esters; their salts™.

Schedule 1, Division A, after item “Leflunomide; its salts®™—
Add

“Lemborexant; its salts”.

Schedule 1, Division A, after item “Riociguat; its salts”—
Add

“Ripretinib; its salts”.

Schedule 1, Division A, after item “Sarilumab”—

Add

“Satralizumab”.

Schedule 1, Division A, after item “Tropisetron; its salts”—
Add

“Trospium chloride”.

Schedule 3 amended (substances required by regulation 9 to be

sold by retail only upon a prescription given by a registered
medical practitioner, registered dentist or registered veterinary
surgeon)

M

Schedule 3, Division A, item “Antisera, antitoxins,
immunoglobulins and vaccines”, paragraph (b), after sub-item
“Rubella”—

Add

“Severe acute respiratory syndrome coronavirus 2 (SARS-
CoV-2)".
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Schedule 3, Division A, after item “Brodalumab”™—

Add

“Brolucizumab”.

Schedule 3, Division A, after item “Capecitabine; its salts”™—
Add

“Capmatinib; its salts”.

Schedule 3, Division A, after item “Ibrutinib; its salts”——
Add

“Icatibant; its salts; its esters; their salts”.

Schedule 3, Division A, after item “Leflunomide; its salts”—
Add

“Lemborexant; its salts”.

Schedule 3, Division A, after item “Riociguat; its salts”—
Add

“Ripretinib; its salts”.

Schedule 3, Division A, after item “Sarilumab”—

Add

“Satralizumab”.

Schedule 3, Division A, after item “Tropisetron; its salts”—
Add

“Trospium chloride”.

Schedule 10 amended (Poisons List)

(1) Schedule 10, section 2, Table, Part 1, Division A, item
“Antisera, antitoxins, immunoglobulins and vaccines”,

paragraph (b), after sub-item “Rubella”—
Add
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“Severe acute respiratory syndrome coronavirus 2 (SARS-
CoV-2)".

Schedule 10, section 2, Table, Part 1, Division A, after item

“Azauridine; its derivatives™—

Add

“Azelaic acid”.

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

Add
“Brolucizumab”.

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

Add

“Capmatinib; its salts”.

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

Add

“Diprophylline; its salts”.

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

Add

“Icatibant; its salts; its esters; their salts”.

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

Add

“Lemborexant; its salts”.

Schedule 10, section 2, Table, Part 1, Division A, item
“Pharmaceutical products for human parenteral administration
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Section 5 5
containing the following or their salts, as active ingredients,
except in mixture with insulin”—

Repeal sub-item “Diprophylline”.
(9) Schedule 10, section 2, Table, Part 1, Division A, after item

“Riociguat; its salts”—
Add
“Ripretinib; its salts”.

(10) Schedule 10, section 2, Table, Part 1, Division A, after item
“Sarilumab”™—
Add
“Satralizumab”.

(11)  Schedule 10, section 2, Table, Part 1, Division A, after item
“Tropisetron; its salts™—
Add
“Trospium chloride”.

(12) Schedule 10, Chinese text, section 2, Table, Part 1, Division
A—
(2) item “SEE a0 HEE"
(b) item “FIEIREE ; HEE";
(c) item “4-EAE-1-FEE-4-RLORIE 5 ELERHA;
C) §te’r’n “A-FAE-2- TR A4 0 A-TIORET i HE
Repeal the items.

(13) Schedule 10, Chinese text, section 2, Table, Part 1, Division A,

after item “EIF K 8N N U siBU AT A LTAE
Y1 e e —
Add

“EEmE - HEH
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8 December 2020

Chairman,
Pharmacy and Poisons Board



Pharmacy and Poisons (Amendment) (No. 5) Regulation 2020
Explanatory Note
Paragraph 1 7

Explanatory Note

This Regulation amends the following provisions of the Pharmacy
and Poisons Regulations (Cap. 138 sub. leg. A) (specified
provisions)—

(a) Division A of Schedule 1;
(b) Division A of Schedule 3; and

(¢) Division A of Part 1 of the Poisons List set out in
Schedule 10.

2. The substances listed in the specified provisions are subject to
specific requirements concerning sale, supply, labelling and storage.
The Regulation adds certain substances to the specified provisions.
Main effects of the amendments include—

(a) that the sale, by retail, of the newly added substances—

(i) may only be effected on the registered premises of
an authorized seller of poisons by a registered
pharmacist or in the presence and under the
supervision of a registered pharmacist; and

(ii) may only be effected on and in accordance with a
prescription by a registered medical practitioner,
registered dentist or registered veterinary surgeon
(except for Azelaic acid and Diprophylline and its
salts); and

(b) that the newly added substances, if stored in retail
premises, must be stored in a part of the premises to which
customers are not permitted access.

3. The Regulation also updates the arrangement order of certain
substances in the Chinese text of Division A of Part 1 of the Poisons
List set out in Schedule 10.
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Supplementary Information to the Legislative Council
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Drug Name

L2

Proposed Remarks
Classification
et 2ol sk

Antisera, antitoxins,
immunoglobulins and
vaccines against Severe
Acute Respiratory
Syndrome Coronavirus
2

Part 1 of Schedule 10, |These drugs are used against Severe Acute Respiratory Syndrome
Schedule 1 and Coronavirus 2.

Schedule 3 poison
Their use should be decided by a doctor based on the patient’s conditions.
(by adding ““Severe
acute respiratory
syndrome coronavirus
2 (SARS-CoV-2)”
under the entry of
sub-item ““(b) directed
against the following
diseases, viruses or
organisms-""under

Annex B



Drug Name Proposed Remarks
Classification
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Drug Name Proposed Remarks
Classification
&Y pecE L bl et
Azelaic acid Part 1 of Schedule 10 |This drug is used in the topical treatment of mild to moderate

poison

2 10HY 5 Ll 5 4%

inflammatory acne and for the inflammatory papules and pustules of
mild to moderate rosacea in adults and adolescents.

Side effects include burning, stinging, pruritus, dryness and scaling.

Its sales should be supervised by a pharmacist.
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Brolucizumab

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

This drug is used in adults for the treatment of neovascular (wet)
age-related macular degeneration.

Side effects include hypersensitivity, reduced visual acuity, retinal




Drug Name Proposed Remarks
Classification
&Y bt 2l st
haemorrhage, uveitis and iritis.
Its use should be decided by a doctor based on the patient’s conditions.
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Capmatinib; its salts

Schedule 1 and
Schedule 3 poison

Part 1 of Schedule 10,

This drug is used for the treatment of adult patients with metastatic
non-small cell lung cancer whose tumors have a mutation that leads to
mesenchymal-epithelial transition exon 14 skipping.

Side effects include peripheral oedema, nausea, fatigue, vomiting and
dyspnoea.

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




Drug Name
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Proposed
Classification
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Diprophylline; its salts

TR AR - H IR

Part 1 of Schedule 10
poison
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This drug is used as a bronchodilator in reversible airways obstruction.

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

Its sales should be supervised by a pharmacist.

BEEEY) Ry SORETRENRA > FHS Al VR SR aE H 3E -




Drug Name
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Icatibant; its salts; its
esters; their salts
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Part 1 of Schedule 10,
Schedule 1 and
Schedule 3 poison

FF 2108 Z5 150 > B
R 35545

This drug is used for the symptomatic treatment of acute attacks of
hereditary angioedema in adults, adolescents and children aged 2 years
and older, with C1-esterase-inhibitor deficiency.

Side effects include injection site reactions, dizziness, headache, nausea
and rash.

Its use should be decided by a doctor based on the patient’s conditions.
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Drug Name
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Classification
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Lemborexant; its salts

Part 1 of Schedule 10,
Schedule 1 and
Schedule 3 poison
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This drug is used for the treatment of adult patients with insomnia,
characterized by difficulties with sleep onset and/or sleep maintenance.

Side effects include somnolence or fatigue, headache, and nightmare or
abnormal dreams.

Its use should be decided by a doctor based on the patient’s conditions.
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Drug Name
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Proposed
Classification
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Ripretinib; its salts
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Part 1 of Schedule 10,
Schedule 1 and
Schedule 3 poison
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This drug is used for the treatment of adult patients with advanced
gastrointestinal stromal tumor who have received prior treatment with 3
or more Kinase inhibitors, including imatinib.

Side effects include alopecia, fatigue, nausea, abdominal pain and
constipation.

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

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

This drug is used as a monotherapy or in combination with
Immunosuppressive therapy for the treatment of neuromyelitis optica

spectrum disorders in adult and adolescents in whom aquaporin-4 IgG




Drug Name Proposed Remarks
Classification
&Y bt 2l st
antibodies are detected (i. e. who are AQP4 IgG seropositive).
Side effects include headache, arthralgia, leucopenia and injection
related reactions.
Its use should be decided by a doctor based on the patient’s conditions.
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Trospium chloride

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

This drug is used for the treatment of symptoms associated with
involuntary loss of urine (wetting) and/or increased frequency of
urination and imperative urge of urination in adult patients with
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Drug Name Proposed Remarks
Classification
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hyperactive urinary bladder (involuntary urge of urination and voiding
problems of unknown origin or due to nervous system disorders).
Side effects include dryness of the mouth, constipation, nausea,
abdominal pain and dyspepsia.
Its use should be decided by a doctor based on the patient’s conditions.
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