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LEGISLATIVE COUNCIL BRIEF

Pharmacy and Poisons Ordinance (Cap. 138)

PHARMACY AND POISONS (AMENDMENT) (NO. 4) 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. 4) 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 12 drugs 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) “Acalabrutinib; its salts”

(i) “Agalsidase alfa”;

(ii1) “Alpelisib; its salts”;

(iv) “Carglumic acid; its salts; its esters; their salts”;

(v) “Darolutamide; its salts”;

(vi) “Dinutuximab beta”;

(vii) “Human cytomegalovirus immunoglobulin”;

(viii)“Lutetium-177; its salts; when contained in
pharmaceutical products”;

(ix) “Pegaspargase”;

(x) “Remdesivir; its salts”;

(xi) “Siponimod; its salts; its esters; their salts”; and

(xii) “Upadacitinib; 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 30 October 2020
Date of Commencement 30 October 2020

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
October 2020
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Section 1

Pharmacy and Poisons (Amendment) (No. 4) 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)

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)

M

)

3

“)

®

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

“Acalabrutinib; its salts”.

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

“Agalsidase alfa”.

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

“Alpelisib; its salts”.

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

“Carglumic acid; its salts; its esters; their salts”.

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

Annex A
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Section 2 2
“Darolutamide; its salts”.
(6) Schedule 1, Division A, after item “Dimethyl fumarate when
contained in pharmaceutical products”™—
Add
“Dinutuximab beta”.
(7) Schedule 1, Division A, after item “Hexobendine; its salts™—
Add
“Human cytomegalovirus immunoglobulin®.
(8) Schedule 1, Division A, after item “Lurasidone; its salts”—
Add
“Lutetium-177; its salts; when contained in pharmaceutical
products”.
(9) Schedule 1, Division A, after item “Pegaptanib; its salts”—
Add
“Pegaspargase”.
(10) Schedule 1, Division A, after item “Regorafenib; its salts”—
Add
“Remdesivir; its salts”.
(11) Schedule 1, Division A, after item “Simvastatin”-—
Add
“Siponimod; its salts; its esters; their salts”.
(12) Schedule 1, Division A, after item “Umeclidinium; its salts”—
Add
“Upadacitinib; its salts”.
(13) Schedule 1, Chinese text, Division A—

(@) Repeal item “Secukinumab”;
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Section 3 3
(b) after item “F|EEFL"—
Add
BB R
3. 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)

(D

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

“Acalabrutinib; its salts”.

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

“Agalsidase alfa”.

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

“Alpelisib; its salts™.

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

“Carglumic acid; its salts; its esters; their salts”.

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

“Darolutamide; its salts”.

Schedule 3, Division A, after item “Dimethyl fumarate when
contained in pharmaceutical products”—

Add

“Dinutuximab beta”.
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0

(®)

©

(10)

an

(12)

(13)

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

“Human cytomegalovirus immunoglobulin”.

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

“Lutetium-177; its salts; when contained in pharmaceutical
products”.

Schedule 3, Division A, after item “Pegaptanib; its salts”—
Add
“Pegaspargase”.
Schedule 3, Division A, after item “Regorafenib; its salts”—
Add
“Remdesivir; its salts”.
Schedule 3, Division A, after item “Simvastatin”—
Add
“Siponimod; its salts; its esters; their salts”.
Schedule 3, Division A, after item “Umeclidinium; its salts”—
Add
“Upadacitinib; its salts”.
Schedule 3, Chinese text, Division A—
(a) Repeal item “Secukinumab”;
(b) after item “EH]FEELL—
Add
“HEIEEECEST.
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Section 4

4, Schedule 10 amended (Poisons List)

M

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

Add
“Acalabrutinib; its salts”.

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

Add

“Agalsidase alfa”.

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

Add

“Alpelisib; its salts”.

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

Add

“Carglumic acid; its salts; its esters; their salts”.

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

Add
“Darolutamide; its salts”.

Schedule 10, section 2, Table, Part 1, Division A, after item
“Dimethyl fumarate when contained in pharmaceutical
products”™—

Add
“Dinutuximab beta”.

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

Pharmacy and Poisons (Amendment) (No. 4) Regulation 2020

Section 4

®
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(10)

(1)

(12)

(13)

Add
“Human cytomegalovirus immunoglobulin”.

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

Add

“Lutetium-177; its salts; when contained in pharmaceutical
products”.

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

Add
“Pegaspargase”.

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

Add
“Remdesivir; its salts”.

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

Add
“Siponimod,; its salts; its esters; their salts”.

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

Add
“Upadacitinib; its salts™.

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

(@) Repeal item “Secukinumab”;
(b) after item “H|EHLK—
Add
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Section 4

B

23 October 2020

Chairman,
Pharmacy and Poisons Board

Pharmacy and Poisons (Amendment) (No. 4) Regulation 2020
Explanatory Note
Paragraph 1 8

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

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

2. The specified provisions relate to requirements concerning sale,

supply, labelling and storage. The Regulation adds 12 items to the
specified provisions. Main effects of the amendments include—

(a) that the sale, by retail, of substances specified in those 12
new items—

(i) may only be effected 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; and

(i) 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 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 amends the Chinese text of the specified

provisions to refer to an existing item by its Chinese name instead of
its English name.



Annex B

Pharmacy and Poisons (Amendment) (No. 4) Regulation 2020
Supplementary Information to the Legislative Council
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Drug Name

L2

Proposed Classification
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Remarks
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Acalabrutinib; its salts

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

PR 1005 1ER - YR fff 3 e54E

This drug is used for the treatment of adult patients with mantle cell lymphoma who have
received at least one prior therapy.

It is also used for the treatment of adult patients with chronic lymphocytic leukemia or
small lymphocytic lymphoma.

Side effects include anemia, thrombocytopenia, headache, neutropenia and diarrhea.

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

Agalsidase alfa

PeTOIAERE o

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

P10 S5 1ER > MR 3254 | I

This drug is used for long-term enzyme replacement therapy in adult patients with a
confirmed diagnosis of Fabry Disease (a-galactosidase A deficiency).

Side effects include headache, flushing, nausea, pyrexia and fatigue.

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

By BEEAISE © HLERAH

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

IZRA0MEELET - Tl R a3 daE

This drug is used in combination with fulvestrant for the treatment of postmenopausal
women, and men, with hormone receptor positive, human epidermal growth factor
receptor 2 negative, PIK3CA- mutated, advanced or metastatic breast cancer following
progression on or after an endocrine-based regimen.

Side effects include glucose increased, creatinine increased, diarrhoea, rash and

lymphocyte count decreased.

Its use should be decided by a doctor based on the patient’s conditions.
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Carglumic acid; its
salts; its esters; their
salts

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

P10 S5 1ER - TR R fff 3 e54E

This drug is used in paediatric patients for the treatment of:

hyperammonaemia due to N-acetylglutamate synthase primary deficiency.
hyperammonaemia due to isovaleric acidaemia.

hyperammonaemia due to methymalonic acidaemia.

hyperammonaemia due to propionic acidaemia.

Side effects include increased sweating.

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

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

P10 S5 1ER - YR fff 3 e54E

This drug is used for the treatment of adult patients with non-metastatic
castration-resistant prostate cancer.

Side effects include fatigue, pain in extremity and rash.

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

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

PR 106Y 515 > YR fff #3545

This drug is used for the treatment of high-risk neuroblastoma in patients aged 12 months
and above, who have previously received induction chemotherapy and achieved at least a
partial response, followed by myeloablative therapy and stem cell transplantation, as well
as patients with history of relapsed or refractory neuroblastoma, with or without residual
disease. Prior to the treatment of relapsed neuroblastoma, any actively progressing
disease should be stabilised by other suitable measures.

In patients with a history of relapsed/refractory disease and in patients who have not
achieved a complete response after first line therapy, this drug should be combined with
interleukin-2.

Side effects include pyrexia, pain, hypersensitivity, vomiting and diarrhoea.

Its use should be decided by a doctor based on the patient’s conditions.
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Drug Name Proposed Classification Remarks
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Human Part 1 of Schedule 10, Schedule 1 and |This drug is used for prophylaxis of clinical manifestations of cytomegalovirus (CMV)

cytomegalovirus
immunoglobulin

NEEARERE R
BKEH

Schedule 3 poison

P10 S5 1ER > YR fff 3 e54E

infection in patients subjected to immunosuppressive therapy, particularly in transplant
recipients.

The concomitant use of adequate virostatic agents should be considered for
CMV-prophylaxis.

Side effects include haemolytic anaemia, anaphylactic shock, headache, vomiting and
rash.

Its use should be decided by a doctor based on the patient’s conditions.
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Lutetium-177; its salts;
when contained in
pharmaceutical
products

$8-177 ; HEFE  H
PRI A 2T B

A&

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

PR 105515 > YR i3 e545

This drug is a radiopharmaceutical precursor, and it is not intended for direct use in
patients. It is to be used only for the radiolabelling of carrier molecules that have been
specifically developed and authorised for radiolabelling with Lutetium (177Lu) chloride.
Side effects include anaemia, thrombocytopenia, nausea, vomiting, and alopecia

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

FEPIA 1

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

P10 S5 1ER > YR ff 3 e54E

This drug is used as a component of antineoplastic combination therapy in acute
lymphoblastic leukaemia in paediatric patients from birth to 18 years, and adult patients.

Side effects include febrile neutropenia, anaemia, pancreatitis, diarrhoea and abdominal
pain.

Its use should be decided by a doctor based on the patient’s conditions.
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L 22

Proposed Classification
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Remdesivir; its salts

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

PR 105515 - YR i3 e545

This drug is used for Severe Acute Respiratory Syndrome Coronavirus 2 (SARS-CoV-2)
infection in adult and paediatric patients.

Side effects include headache, nausea, transaminases increased and rash.

Its use should be decided by a doctor based on the patient’s conditions.
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Siponimod,; its salts; its
esters; their salts

PHfE A - HE
HEH . EMavEes

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

PR 105515 > YR i3 e54E

This drug is used for the treatment of adult patients with secondary progressive multiple
sclerosis with active disease evidenced by relapses or imaging features of inflammatory
activity.

Side effects include headache, hypertension, dizziness, nausea and diarrhoea.

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

L 22 et vl (S
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Upadacitinib; its salts  [Part 1 of Schedule 10, Schedule 1 and [This drug is used for the treatment of moderate to severe active rheumatoid arthritis in
Schedule 3 poison adult patients who have responded inadequately to, or who are intolerant to one or more
disease-modifying anti-rheumatic drugs. It may be used as monotherapy or in combination
with methotrexate.

Side effects include upper respiratory tract infections, nausea, blood creatine
phosphokinase increased and cough.

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