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Prevention and Control of Disease (Use of Vaccines) 
(Amendment) Regulation 2022

(Made by the Chief Executive in Council under section 8 of the 
Prevention and Control of Disease Ordinance (Cap. 599))

1. Prevention and Control of Disease (Use of Vaccines) Regulation 
amended

The Prevention and Control of Disease (Use of Vaccines) 
Regulation (Cap. 599 sub. leg. K) is amended as set out in 
sections 2 to 14.

2. Part 1 heading added

Before section 1—

Add

“Part 1

Preliminary”.

3. Section 2 amended (interpretation)

 (1) Section 2—

Renumber the section as section 2(1).

 (2) Section 2(1), definition of registered, before “means”—

Add

“, in relation to a vaccine,”.

 (3) Section 2(1), definition of specified purpose, paragraph 
(a)—

Repeal

everything after “out a”

《2022年預防及控制疾病 (使用疫苗 ) (修訂 )規例》

(由行政長官會同行政會議根據《預防及控制疾病條例》(第 599章 )
第 8條訂立 )

1. 修訂《預防及控制疾病 (使用疫苗 )規例》
《預防及控制疾病 (使用疫苗 )規例》(第 599章，附屬法例 K)

現予修訂，修訂方式列於第 2至 14條。

2. 加入第 1部標題
在第 1條之前——

加入

“第 1部

導言”。

3. 修訂第 2條 (釋義 )

 (1) 第 2條——
將該條重編為第 2(1)條。

 (2) 第 2(1)條，註冊的定義，在“指”之前——
加入
“就疫苗而言，”。

 (3) 第 2(1)條，指明目的的定義，(a)段——
廢除
在“執行”之後的所有字句
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代以
“政府疫苗接種計劃的目的；或”。

 (4) 第 2(1)條，指明目的的定義，(b)(i)段——
廢除
“認可”

代以
“指明”。

 (5) 第 2(1)條——
按筆劃數目順序加入
“指明疫苗 (specified vaccine)指——

 (a) 認可疫苗；或
 (b) 經註冊的疫苗；
政府疫苗接種計劃 (Government vaccination programme)

指由政府推行的計劃，而該計劃旨在對公眾人士或
部分公眾人士施用指明疫苗，以——

 (a) 預防、抵禦、阻延或以其他方式控制指明疾病
的個案或傳播；或

 (b) 緩解指明疾病所引致的嚴重或可危及性命的病
況；

配發 (dispense)具有《藥劑業及毒藥條例》(第 138章 )第
2(1)條所給予的涵義；

獲授權人員 (authorized officer)指根據第 8B(1)條委任的
公職人員；

職能 (function)包括權力及責任；”。

Substitute

“Government vaccination programme; or”.

 (4) Section 2(1), definition of specified purpose, paragraph  
(b)(i)—

Repeal

“an authorized”

Substitute

“a specified”.

 (5) Section 2(1)—

Add in alphabetical order

“authorized officer (獲授權人員) means a public officer 
appointed under section 8B(1);

dispense (配發) has the meaning given by section 2(1) of 
the Pharmacy and Poisons Ordinance (Cap. 138);

function (職能) includes a power and a duty;

Government vaccination programme (政府疫苗接種計劃) 
means a programme that is conducted by the 
Government to administer specified vaccines to 
members of the public, or a section of the public, 
for—

 (a) preventing, protecting against, delaying or 
otherwise controlling the incidence or 
transmission of the specified disease; or

 (b) mitigating a serious or life-threatening condition 
arising from the specified disease;

specified vaccine (指明疫苗) means—

 (a) an authorized vaccine; or

 (b) a registered vaccine;”.
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 (6) 在第 2(1)條之後——
加入

 “(2) 就本規例而言，某人如符合以下情況，即屬負責對
某接種者施用疫苗——

 (a) 該人對該接種者施用該疫苗；或
 (b) 該人屬監督對該接種者施用該疫苗的註冊醫

生。”。

4. 加入第 2部標題
在第 3條之前——

加入

“第 2部

疫苗的認可”。

5. 修訂第 3條 (局長可為指明目的認可疫苗 )

 (1) 第 3(1)條——
廢除
在“可應申請”之前的所有字句
代以

 “(1) 局長”。
 (2) 第 3(4)(a)(ii)條，在“單；”之後——

加入
“及”。

 (6) After section 2(1)—

Add

 “(2) For the purposes of this Regulation, a person is 
responsible for administering a vaccine to a recipient 
if—

 (a) the person administers the vaccine to the 
recipient; or

 (b) the person is a registered medical practitioner 
who supervises the administration of the vaccine 
to the recipient.”.

4. Part 2 heading added

Before section 3—

Add

“Part 2

Authorization of Vaccine”.

5. Section 3 amended (Secretary may authorize vaccine for specified 
purpose)

 (1) Section 3(1)—

Repeal

everything before “Secretary”

Substitute

 “(1) The”.

 (2) Section 3(4)(a)(ii), after “WHO;”—

Add

“and”.



 
第 6條

 
Section 6

Prevention and Control of Disease (Use of Vaccines) (Amendment) Regulation 
2022

《2022年預防及控制疾病 (使用疫苗 ) (修訂 )規例》

2022年第 176號法律公告
B4088

L.N. 176 of 2022
B4089

 (3) 第 3(4)(b)條——
廢除
“緊急”。

 (4) 第 3(4)(b)條——
廢除
“；及”

代以句號。
 (5) 第 3(4)條——

廢除 (c)段。

6. 加入第 3部標題
在第 7條之前——

加入

“第 3部

疫苗的使用”。

7. 修訂第 7條 (疫苗的使用 )

 (1) 在第 7(2)條之後——
加入

 “(2A) 就為指明目的而使用的經註冊的疫苗而言，如根據
《第 138A章》第 36A條，更改該疫苗的任何須註冊
詳情獲批准，則——

 (a) 儘管有該項更改及《第 138A章》第 36(1B)及
36A(6)(a)條的規定，該疫苗視為繼續獲註冊；
及

 (3) Section 3(4)(b)—

Repeal

“urgently”.

 (4) Section 3(4)(b)—

Repeal

“; and”

Substitute a full stop.

 (5) Section 3(4)—

Repeal paragraph (c).

6. Part 3 heading added

Before section 7—

Add

“Part 3

Use of Vaccine”.

7. Section 7 amended (use of vaccine)

 (1) After section 7(2)—

Add

 “(2A) For a registered vaccine to be used for a specified 
purpose, if  a change of any of the registrable 
particulars of the vaccine is approved under 
regulation 36A of Cap. 138A—

 (a) despite the change and regulations 36(1B) and 
36A(6)(a) of Cap. 138A, the vaccine is taken to 
remain registered; and
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 (b) 就該項更改而言，《第 138A章》第 36A(6)(b)
及 (c)條並不適用。”。

 (2) 第 7(3)條——
廢除
“認可”

代以
“指明”。

 (3) 第 7(4)條，政府合約的定義——
廢除句號
代以分號。

 (4) 第 7(4)條——
按筆劃數目順序加入
“須註冊詳情 (registrable particulars)具有《第 138A章》

第 35A條所給予的涵義。”。

8. 修訂第 8條 (施用認可疫苗須取得知情同意 )

第 8條——
廢除第 (2)款。

9. 加入第 4部
在第 8條之後——

加入

 (b) regulation 36A(6)(b) and (c) of Cap. 138A does 
not apply in relation to the change.”.

 (2) Section 7(3)—

Repeal

“authorized”

Substitute

“specified”.

 (3) Section 7(4), definition of Government contract—

Repeal the full stop

Substitute a semicolon.

 (4) Section 7(4)—

Add in alphabetical order

“registrable particulars (須註冊詳情) has the meaning 
given by regulation 35A of Cap. 138A.”.

8. Section 8 amended (authorized vaccine to be administered with 
informed consent)

Section 8—

Repeal subsection (2).

9. Part 4 added

After section 8—

Add
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“第 4部

在政府疫苗接種計劃以外施用指明疫苗的相關
規定

 8A. 收集和提供關於施用疫苗的資料
 (1) 如在政府疫苗接種計劃以外，對某接種者施用指明

疫苗，則負責如此施用指明疫苗的註冊醫生須——
 (a) 收集以下資料——

 (i) 該接種者的姓名；
 (ii) 該接種者的出生日期；
 (iii) 該接種者的性別；
 (iv) 以下資料——

 (A) 如該接種者是身分證的持有人——
該身分證的號碼；或 

 (B) 在其他情況下——該接種者的有效
身分證明文件的種類及號碼；

 (v) 該疫苗的名稱及批次編號；
 (vi) 施用日期；及
 (vii) 該疫苗的劑次；及

“Part 4

Requirements for Administration of Specified 
Vaccine other than under Government Vaccination 

Programme

 8A. Collection and provision of information regarding 
administration of vaccine 

 (1) A registered medical practitioner who is responsible 
for administering a specified vaccine to a recipient 
other than under a Government vaccination 
programme must—

 (a) collect the following information—

 (i) the name of the recipient;

 (ii) the date of birth of the recipient;

 (iii) the sex of the recipient;

 (iv) the following information—

 (A) if  the recipient is the holder of an 
identity card—the number of the 
identity card; or

 (B) otherwise—the type and number of a 
valid identification document of the 
recipient;

 (v) the name and batch number of the vaccine;

 (vi) the date of the administration; and

 (vii) the dose sequence of the vaccine; and
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 (b) 按照第 (2)款——
 (i) 向署長申報 (或安排向署長申報 )施用該

疫苗；及
 (ii) 向署長提供 (或安排向署長提供 ) (a)段所

述的資料。
 (2) 就第 (1)(b)款而言，申報施用有關疫苗和提供有關

資料，須符合以下規定——
 (a) 須採用醫健通 (資助 )系統 (或由署長指明的、

代替該系統的另一電子系統 )；及
 (b) 須在施用該疫苗後，於合理地切實可行的範圍

內，盡快作出，而如署長指明某時限，則須在
施用該疫苗後的該時限內作出。

 (3) 由署長根據第 (2)款指明的事宜，須以在衞生署網
站發布公告的方式指明。

 (4) 在本條中——
身分證 (identity card)具有《人事登記條例》(第 177章 )

第 1A(1)條所給予的涵義。

 8B. 獲授權人員
 (1) 為施行本部，署長可書面委任公職人員為獲授權人

員。

 (b) in accordance with subsection (2)—

 (i) report, or cause to be reported, to the 
Director the administration of the vaccine; 
and

 (ii) provide the Director with, or cause the 
Director to be provided with, the 
information mentioned in paragraph (a).

 (2) For subsection (1)(b), the reporting and provision of 
information must be done—

 (a) by using the eHealth System (Subsidies) or 
another electronic system specified by the 
Director in place of the eHealth System 
(Subsidies); and

 (b) as soon as reasonably practicable (and, if  a time 
is specified by the Director, within that time) 
after the administration of the vaccine.

 (3) A matter to be specified by the Director under 
subsection (2) must be specified by means of a notice 
published on the website of the Department of 
Health.

 (4) In this section—

identity card (身分證) has the meaning given by section 
1A(1) of the Registration of Persons Ordinance  
(Cap. 177).

 8B. Authorized officers

 (1) The Director may, in writing, appoint any public 
officer as an authorized officer for the purposes of 
this Part.
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 (2) 獲授權人員如被要求在根據第 8C條執行職能之前，
出示其委任的書面證明，則須在如此執行職能之
前，出示該證明。

 (3) 如獲授權人員 (或在其指示下行事的人 )在根據第
8C條執行職能時，或在看來是根據第 8C條執行職
能時，真誠地作出任何作為或有任何不作為，該人
員或該人無需為該作為或不作為，承擔個人法律責
任。

 (4) 第 (3)款並不在任何方面，影響政府須為獲授權人
員或在其指示下行事的人的作為或不作為而承擔的
任何法律責任。

 8C. 進行查究和要求資料等的權力
如獲授權人員有理由懷疑，有人正在或曾經不遵守第
8A(1)條，該人員可採取任何或所有以下行動——

 (a) 進行任何查究，以取得第 8A(1)(a)條所述的任
何資料；

 (b) 要求任何管有該等資料的人，向該人員提供該
等資料；

 (c) 要求任何人向該人員提供協助，但限於該人員
合理地認為對令自己能夠採取 (a)或 (b)段所
述的行動屬必要者。

 8D. 禁止妨礙獲授權人員等
 (1) 任何人不得阻延、妨礙、阻撓或騷擾正在根據第

8C條執行職能的獲授權人員。

 (2) An authorized officer must, if  so required, produce 
written proof of his or her appointment before 
performing a function under section 8C. 

 (3) No personal liability is incurred by an authorized 
officer or a person acting under the officer’s direction 
in respect of any act done or omitted to be done by 
the officer or person in good faith in the performance 
or purported performance of a function under 
section 8C. 

 (4) Subsection (3) does not in any way affect any liability 
of the Government in respect of any act done or 
omitted to be done by an authorized officer or a 
person acting under the officer’s direction.

 8C. Powers to conduct inquiry and require information etc.

If  an authorized officer has reason to suspect that section 
8A(1) is not being or has not been complied with, the 
officer may do any or all of the following—

 (a) conduct any inquiry in order to obtain any 
information mentioned in section 8A(1)(a);

 (b) require any person in possession of such 
information to provide the officer with such 
information;

 (c) require any person to provide the officer with 
the assistance that the officer reasonably 
considers necessary to enable the officer to do 
anything mentioned in paragraph (a) or (b).

 8D. Obstruction of authorized officer etc. prohibited

 (1) A person must not delay, obstruct, hinder or molest 
an authorized officer who is performing a function 
under section 8C.
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 (2) 凡獲授權人員根據第 8C(b)或 (c)條，對任何人作
出要求，該人須予遵從。

 (3) 任何人違反第 (1)或 (2)款，即屬犯罪，一經定罪，
可處第 3級罰款。

 (4) 被控犯第 (3)款所訂罪行的人，如確立自己對有關
違例行為，有合理辯解，即為免責辯護。

 (5) 在以下情況下，某人須視作已確立需要就第 (4)款
所訂的免責辯護而確立的事宜——

 (a) 有足夠證據，就該事宜帶出爭論點；及
 (b) 控方沒有提出足以排除合理疑點的相反證明。

 (6) 任何人明知或罔顧實情地提供任何在要項上屬虛假
或具誤導性的資料，充作遵從根據第 8C(b)條作出
的要求，即屬犯罪，一經定罪，可處第3級罰款。”。

10. 加入第 5部標題
在第 9條之前——

加入

 (2) A person must comply with a requirement made by 
an authorized officer under section 8C(b) or (c).

 (3) A person who contravenes subsection (1) or (2) 
commits an offence and is liable on conviction to a 
fine at level 3.

 (4) It is a defence for a person charged under subsection 
(3) to establish that the person had reasonable excuse 
for the contravention.

 (5) A person is taken to have established a matter that 
needs to be established for a defence under subsection 
(4) if—

 (a) there is sufficient evidence to raise an issue with 
respect to that matter; and 

 (b) the contrary is not proved by the prosecution 
beyond reasonable doubt.

 (6) A person who, in purported compliance with a 
requirement made under section 8C(b), knowingly or 
recklessly provides any information that is false or 
misleading in a material particular commits an 
offence and is liable on conviction to a fine at  
level 3.”.

10. Part 5 heading added

Before section 9—

Add



 
第 11條
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Prevention and Control of Disease (Use of Vaccines) (Amendment) Regulation 
2022

《2022年預防及控制疾病 (使用疫苗 ) (修訂 )規例》

2022年第 176號法律公告
B4100

L.N. 176 of 2022
B4101

“第 5部

雜項條文”。

11. 修訂第 9A條 (某些委員會及顧問團成員的豁免 )

第 9A(1)(a)及 (b)條——
廢除
“認可”

代以
“指明”。

12. 修訂第 10條 (司法管轄權及豁免 )

 (1) 第 10(1)(a)條——
廢除
“認可”

代以
“指明”。

 (2) 第 10(1)(a)條——
廢除
“指明目的”

代以
“執行政府疫苗接種計劃而”。

 (3) 第 10(1)(b)條——
廢除
在“負責為”之後的所有字句

“Part 5

Miscellaneous”.

11. Section 9A amended (immunity of members of certain 
committees and panel)

Section 9A(1)(a) and (b)—

Repeal

“an authorized”

Substitute

“a specified”.

12. Section 10 amended (jurisdiction and immunity)

 (1) Section 10(1)(a)—

Repeal

“an authorized”

Substitute

“a specified”.

 (2) Section 10(1)(a)—

Repeal

“a specified purpose”

Substitute

“the purpose of carrying out a Government vaccination 
programme”.

 (3) Section 10(1)(b)—

Repeal

everything after “administering”



 
第 13條
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代以
“執行政府疫苗接種計劃，而對接種者施用指明疫苗。”。

 (4) 在第 10(3)條之後——
加入

 “(3A) 就《2022年預防及控制疾病 (使用疫苗 ) (修訂 )規例》
的生效日期前的作為或不作為而言——

 (a) 經該規例修訂的第 (1)及 (2)款並不適用；及
 (b) 在緊接該生效日期前有效的第 (1)及 (2)款繼

續適用。”。

13. 修訂第 11條 (若干公告並非附屬法例 )

第 11條——
廢除
“或 6(3)(b)條刊登”

代以
“、6(3)(b)或 8A(3)條刊登或發布”。

14. 修訂第 12條 (失效日期 )

 (1) 第 12(1)條——
廢除
“2022”

代以
“2023”。

Substitute

“a specified vaccine to a recipient for the purpose of 
carrying out a Government vaccination programme.”.

 (4) After section 10(3)—

Add

 “(3A) For an act done or omitted to be done before the 
commencement of the Prevention and Control of 
Disease (Use of Vaccines) (Amendment) Regulation 
2022—

 (a) subsections (1) and (2) as amended by the 
Regulation do not apply; and

 (b) subsections (1) and (2) as in force immediately 
before the commencement continue to apply.”.

13. Section 11 amended (certain notices are not subsidiary 
legislation)

Section 11—

Repeal

“or 6(3)(b)”

Substitute

“, 6(3)(b) or 8A(3)”.

14. Section 12 amended (expiry)

 (1) Section 12(1)—

Repeal

“2022”

Substitute

“2023”.



 
第 14條

 
Section 14
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 (2) 第 12條——
廢除第 (2)款
代以

 “(2) 儘管有第 (1)款的規定，以下條文在本規例失效後
繼續有效，猶如該等條文未有失效一樣——

 (a) 第 2條 (只限於關乎 (b)或 (c)段所列條文的範
圍內 )；

 (b) 第 8B(3)及 (4)、9(2)及 (3)、9A及 10(1)、(2)、
(3)及 (3A)條 (只限於關乎本規例失效前的作
為或不作為的範圍內 )；及

 (c) 第 10(4)條 (只限於關乎在本規例失效前施用
認可疫苗的範圍內 )。”。

行政會議秘書
江嘉敏

行政會議廳

2022年 9月 6日

 (2) Section 12—

Repeal subsection (2)

Substitute

 “(2) Despite subsection (1), the following provisions 
continue to have effect after the expiry of this 
Regulation as if  those provisions had not expired—

 (a) section 2 (in so far as it relates to a provision set 
out in paragraph (b) or (c));

 (b) sections 8B(3) and (4), 9(2) and (3), 9A and 
10(1), (2), (3) and (3A) (in so far as they relate 
to an act done or omitted to be done before the 
expiry of this Regulation); and

 (c) section 10(4) (in so far as it relates to the 
administration of an authorized vaccine before 
the expiry of this Regulation).”.

Carmen KONG
Clerk to the Executive Council

COUNCIL CHAMBER

6 September 2022
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註釋
第 1段

Explanatory Note
Paragraph 1

註釋

 因應可能會有 2019冠狀病毒病疫苗 (疫苗 )根據《藥劑業及
毒藥規例》(第 138章，附屬法例 A) (《第 138A章》)註冊，本
規例修訂《預防及控制疾病 (使用疫苗 )規例》(第 599章，附
屬法例 K) (《主體規例》)，以——

 (a) 訂明凡有根據《第 138A章》註冊的疫苗 (經註冊的
疫苗 )為指明目的 (包括為執行政府疫苗接種計劃
的目的 )而使用，則儘管該疫苗的須註冊詳情 (例
如其標籤或包裝附頁 )有所更改，該疫苗視為繼續
獲註冊，而且不須根據《第 138A章》收回；及

 (b) 將以下事項擴及經註冊的疫苗——
 (i) 《主體規例》第 7(3)條所指的監察機制；及
 (ii) 《主體規例》第 9A及 10條所指的豁免。

2. 此外，本規例修訂《主體規例》，以——
 (a) 對根據《主體規例》認可疫苗 (認可疫苗 )須符合的

某些條件，作出調整；
 (b) 規定須收集和提供關於在政府疫苗接種計劃以外施

用經註冊的疫苗或認可疫苗的某些資料，並訂定採
取相關行動的權力；及

Explanatory Note

 To cater for the possibility of a coronavirus disease 2019 
(COVID-19) vaccine (vaccine) being registered under the 
Pharmacy and Poisons Regulations (Cap. 138 sub. leg. A) (Cap. 
138A), this Regulation amends the Prevention and Control of 
Disease (Use of Vaccines) Regulation (Cap. 599 sub. leg. K) 
(principal Regulation) to—

 (a) provide that a vaccine registered under Cap. 138A 
(registered vaccine) that is to be used for a specified 
purpose (including for carrying out a Government 
vaccination programme) is taken to remain registered 
and is not subject to recall under Cap. 138A despite 
a change of the vaccine’s registrable particulars (such 
as its label or package insert); and

 (b) extend the following matters to cover registered 
vaccines—

 (i) the monitoring mechanism under section 7(3) 
of the principal Regulation; and

 (ii) the immunity under sections 9A and 10 of the 
principal Regulation.

2. In addition, this Regulation amends the principal Regulation 
to—

 (a) adjust certain conditions for authorizing a vaccine 
under the principal Regulation (authorized vaccine);

 (b) require the collection and provision of certain 
information regarding the administration of a 
registered vaccine or authorized vaccine other than 
under a Government vaccination programme, and 
provide for the powers to take related actions; and
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註釋
第 2段

Explanatory Note
Paragraph 2

 (c) 將其失效日期由 2022年 12月 23日延展至 2023年
12月 23日。

 (c) extend the expiry date of the principal Regulation 
from 23 December 2022 to 23 December 2023.
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