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LEGISLATIVE COUNCIL BRIEF

Pharmacy and Poisons Ordinance (Cap. 138)

PHARMACY AND POISONS (AMENDMENT) REGULATION 2021

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) Regulation 2021 (“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 nine 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) Awvapritinib; its salts;

(i) Fremanezumab;

(i) Gilteritinib; its salts;

(iv) Inclisiran; its salts;

(v) Lanadelumab;

(vi) Ozanimod, its salts;

(vii) Ravulizumab;

(viii)Tildrakizumab; and

(ix) Trifarotene; its salts; its esters; their 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 25 June 2021
Date of Commencement 25 June 2021



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
June 2021
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Section 1 1

Pharmacy and Poisons (Amendment) Regulation 2021

(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

1.

Secretary for Food and Health)

Pharmacy and Poisons Regulations amended

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

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)

(1) Schedule 1, Division A, after item “Avanafil; its salts™—
Add
“Avapritinib; its salts”.

(2) Schedule 1, Division A, after itern “Fotemustine; its salts™—

Add
“Fremanezumab”.
(3) Schedule 1, Division A, after item “Gemtuzumab
ozogamicin™—
Add

“@Gilteritinib; its salts™.

(4) Schedule 1, Division A, after item “Imiquimod; its salts"—
Add
“Inclisiran; its salts™.

(5) Schedule 1, Division A, after item “Lamotrigine; its salts”—
Add

Annex A
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Section 3 2
“Lanadelumab”.
(6) Schedule 1, Division A, after item “Oxytocins™—
Add

“Qzanimod; its salts™.

(7)  Schedule 1, Division A, after item “Rasburicase; its salts”—
Add
“Ravulizumab”.

(8) Schedule 1, Division A, after item “Ticlopidine: its salts™—
Add
“Tildrakizumab™.

(9) Schedule 1, Division A, after item “2,2,2-Trichloroethyl
alcohol, esters of: their salts”—

Add
“Trifarotene; its salts; its esters; their salts™.

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)

(1) Schedule 3, Division A, after item “Avanafil; its salts”—
Add
“Avapritinib; its salts™.

(2) Schedule 3, Division A, after item “Fotemustine; its salts”—
Add
“Fremanezumab®.

(3) Schedule 3, Division A, after item “Gemtuzumab
0zogamicin™—

Add
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“Gilteritinib; its salts™.

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

“Inclisiran; its salts”,

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

“Lanadelumab®.

Schedule 3, Division A, after item “Oxytocins™—

Add

“Qzanimod; its salts™.

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

“Ravulizumab™.

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

“Tildrakizumab”,

Schedule 3, Division A, after item “2,2,2-Trichloroethyl
alcohol, esters of: their salts™—

Add
“Trifarotene; its salts; its esters; their salts™.

Schedule 10 amended (Poisons List)

M

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

Add
“Avapritinib; its salts™.
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Schedule 10, section 2, Table, Part 1, Division A, after item
“Fotemustine; its salts™—

Add
“Fremanezumab™.

Schedule 10, section 2, Table, Part'l, Division A, after item
“Gemtuzumab ozogamicin™—

Add

“Gilteritinib; its salts™.

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

Add

“Inclisiran; its salts™.

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

Add
“Lanadelumab™.

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

Add
“Ozanimod; its salts™.

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

Add
“Ravulizumab™.

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

Add
“Tildrakizumab”.
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Section 4 5

(9) Schedule 10, section 2, Table, Part 1, Division A, after item
#2,2,2-Trichloroethyl alcohol, esters of: their salts™—

Add
“Trifarotene; its salts; its esters; their salts™.

Chairman,
Pharmacy and Poisons Board

18 June 2021
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Explanatory Note
Paragraph 1 6

Explanatory Note

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

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) thatthe 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;
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.
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Part 1 of Schedule 10,
Schedule 1 and
Schedule 3 poison
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This drug is used as monotherapy for the treatment of adult patients
with unresectable or metastatic gastrointestinal stromal tumours
harbouring the platelet-derived growth factor receptor alpha D842V
mutation.

Side effects include nausea, vomiting, diarrhoea, decreased appetite and
anaemia.

Its use should be decided by a doctor based on the patient’s conditions.
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Fremanezumab Part 1 of Schedule 10, | This drug is used for the preventive treatment of migraine in adults.
Schedule 1 and
Schedule 3 poison Side effects include injection site reactions.
Its use should be decided by a doctor based on the patient’s conditions.
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Gilteritinib; its salts

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

This drug is used as monotherapy for the treatment of adult patients
who have relapsed or refractory acute myeloid leukaemia with a FLT3
mutation.
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Side effects include diarrhoea, fatigue, nausea, constipation and cough.

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

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

This drug is used in adults with primary hypercholesterolaemia
(heterozygous familial and non-familial) or mixed dyslipidaemia, as an
adjunct to diet:

- in combination with a statin or statin with other lipid-lowering
therapies in patients who are unable to reach LDL-C goals with the
maximum tolerated dose of a statin, or
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- alone or in combination with other lipid-lowering therapies in
patients who are statin-intolerant, or for whom a statin is
contraindicated.

Side effects include injection site reaction, injection site pain, injection
site erythema and injection site rash.

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

SEEYI R RS M= B EIRIE (FEEZRMERIESIRNE) Buke
VEMmASEF AR ERE - (FRBhEE -

- R E BRI 2B E R e g - (KRS E EEEEE)
RS HEUKOPRYESE - A DU St T2t ) T s HAth 2 e A
EER > B

- BT AN 2B AR TR o A IR AR G

AR A -




Drug Name

BEH

Proposed
Classification

e 2 bl

Remarks

(i3

BIVE B IR SO S ~ RS AL ~ RS B0 LBE ROE 5
HMLEZE -

{SE LB > JHFHBE AW NI DURE

Lanadelumab
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Part 1 of Schedule 10,
Schedule 1 and
Schedule 3 poison
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This drug is used for routine prevention of recurrent attacks of
hereditary angioedema in patients aged 12 years and older.

Side effects include injection site reactions, hypersensitivity, dizziness,
rash maculo-papular and myalgia.

Its use should be decided by a doctor based on the patient’s conditions.
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Ozanimod: 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 relapsing forms of multiple
sclerosis, to include clinically isolated syndrome, relapsing-remitting
disease, and active secondary progressive disease, in adults.

Side effects include upper respiratory infection, orthostatic hypotension,
urinary tract infection, back pain and hypertension.

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

Part 1 of Schedule 10,

Schedule 1 and

This drug is used for:
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Schedule 3 poison - the treatment of adult patients with paroxysmal nocturnal
hemoglobinuria.

- the treatment of adults and pediatric patients one month of age and
older with atypical hemolytic uremic syndrome to inhibit
complement-mediated thrombotic microangiopathy.

Side effects include upper respiratory tract infection, headache,

diarrhoea, nausea and vomiting.

Its use should be decided by a doctor based on the patient’s conditions.
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Tildrakizumab
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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 adults with moderate to severe
plaque psoriasis who are candidates for systemic therapy.

Side effects include upper respiratory tract infections, headache,
gastroenteritis, nausea and diarrhoea.

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

=2 pece 2 bl et
Trifarotene; its salts; its |Part 1 of Schedule 10, | This drug is used for the cutaneous treatment of acne vulgaris of the face
esters; their salts Schedule 1 and and/or the trunk in patients from 12 years of age and older, when many
Schedule 3 poison comedones, papules and pustules are present.

Side effects include application site irritation, application site pruritus
and sunburn.

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