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《預防及控制
疾病（使用疫
苗）規例》
（第599K章）
Prevention and 
Control of 
Disease (Use of 
Vaccines) 
Regulation, Cap. 
599K

根據《預防及控制疾病(使用疫苗)規例》(法例第
599K章)，醫務衞生局局⾧須訂立機制，以監察任何
發生在該等接種者身上的，與施用認可使用的疫苗
相關的異常事件。

 According to the Prevention and Control of Disease 
(Use of Vaccines) Regulation, Cap. 599K, the Secretary 
for Health must put in place a mechanism for 
monitoring any adverse event occurred to the 
recipients associated with the administration of the 
authorized vaccines.
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疫苗接種異常
事件
Adverse Event 
Following 
Immunization 
- AEFI

根據世界衞生組織（WHO）的指引，
疫苗接種異常事件(AEFI) 是指接種疫苗
後發生的任何異常醫學事件，並不㇐定
與疫苗的使用有因果關係。

According to WHO, AEFI refers to any 
untoward medical occurrence which 
follows immunization and which does not 
necessarily have a causal relationship 
with the usage of the vaccine
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嚴重的疫苗接
種異常事件
Serious AEFI

嚴重的疫苗接種異常事件
(Serious AEFI)是指在接種疫苗
後出現的以下情況：

 致命；

 危及性命；

 導致病人入院或延⾧住院時
間；

 引致持續性或重要的殘疾／
功能喪失；

 導致先天性異常／胎兒缺陷；

 需要醫療介入以防止上述任
何㇐種結果（醫學上重要的）

A serious AEFI is any untoward 
medical occurrence which 
follows immunization that: 

 results in death; 

 is life-threatening; 

 requires in-patient 
hospitalization or prolongation 
of existing hospitalization;

 results in persistent or 
significant disability/ incapacity;

 is a congenital anomaly/birth 
defect;

 requires intervention to 
prevent one of the outcomes 
above (medically important).
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非預期的疫苗
接種異常事件
Unexpected 
AEFI

非預期的疫苗接種異常事件(AEFI)是指
所涉異常事件的性質、嚴重程度、專㇐
性，或結果與本地產品標籤所載的資料
或說明不符。

An unexpected AEFI is an AEFI whose 
nature, severity, specificity, or outcome is 
not consistent with the term or 
description used in the local product 
labelling
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嚴重或非預期
新冠疫苗接種
異常事件
Serious or 
Unexpected 
AEFI of 
COVID-19 
Vaccines

• 急性外周面部癱瘓(貝爾面癱)
Acute peripheral facial paralysis
(Bell’s Palsy)

• 類速發嚴重過敏反應
Anaphylactoid reaction

• 速發嚴重過敏反應Anaphylaxis

• 由醫護人員或公眾認為免疫接種
相關的任何其他嚴重和異常情況
Any other severe and unusual
events that are thought by health
workers or the public to be related
to immunization

• 死亡(與新冠疫苗接種相關異常
事件) Death when associated with
COVID-19 vaccine adverse event

• 残疾(與新冠疫苗接種相關)
Disability when associated with
COVID-19 vaccine

• 腦脊髓炎Encephalomyelitis

• 腦病Encephalopathy

• 吉蘭．巴雷綜合症 (又名吉．巴
氏綜合症) Guillain Barré 
Syndrome

• 住院治療(與新冠疫苗接種相關
異常事件) Hospitalization when 
associated with COVID-19 vaccine 
adverse event

• 心肌炎 / 心包炎Myocarditis/
Pericarditis

• 膿毒症Sepsis

• 敗血症Septicaemia

• 血小板減少症/ 血栓伴血小板減
少綜合症 Thrombocytopenia/
Thrombosis with 
thrombocytopenia syndrome
(TTS)

• 中毒性休克综合症Toxic shock 
syndrome

• 橫貫性脊髓炎Transverse myelitis
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疫苗接種關注
事件
Adverse Event 
of Special 
Interest - AESI

根據世界衞生組織（WHO）的指引，疫苗接
種關注事件（AESI）是㇐件預先確定和預先
定義的，醫學上需關注重要的事件，可能與
疫苗有潛在的因果關係，需要進行仔細的監
測和通過進㇐步的特殊研究確認。

According to WHO, an AESI is a pre-
identified and pre-defined medically-
significant event that has the potential to be 
causally associated with a vaccine product 
that needs to be carefully monitored and 
confirmed by further special studies
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新冠疫苗的疫
苗接種關注事
件例子
Examples of 
AESI for 
COVID-19 
Vaccine

• 兒童多系統炎症綜合症
Multisystem inflammatory
syndrome in children

• 急性呼吸窘迫綜合症Acute
respiratory distress syndrome

• 急性心血管損害Acute
cardiovascular injury

• 凝血紊亂Coagulation disorder

• 急性腎損傷Acute kidney injury

• 全身性驚厥Generalized
convulsion

• 吉蘭．巴雷綜合症 (又名吉．巴
氏綜合症) Guillain Barré
Syndrome

• 急性肝損傷Acute liver injury

• 嗅覺喪失、味覺喪失Anosmia,
ageusia

• 凍瘡類損傷Chilblain – like lesions

• 單器官皮膚血管炎 Single organ
cutaneous vasculitis

• 多形性紅斑 Erythema multiforme

• 速發嚴重過敏反應Anaphylaxis

• 急性無菌性關節炎Acute aseptic
arthritis

• 腦膜腦炎Meningoencephalitis

• 急性播散性腦脊髓炎Acute
disseminated encephalomyelitis

Source: https://www.who.int/publications/m/item/aesi-form-covid-19-vax?ua=1 (Version: May 2020)
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藥品異常反應
呈報
Adverse Drug 
Reactions 
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藥品異常反應
呈報
Adverse Drug 
Reactions 
(Reporting)
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接種新冠疫
苗異常事件
網上呈報系統
COVID-19 
Vaccine Adverse 
Event Online 
Reporting 
system
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異常事件
Adverse Event
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Adverse Event
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呈報者資料
Reporter 
Information
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因果關係評估
Causality 
Assessment

這是㇐個系統性地對疫苗接種異常事件(AEFI)的評估，
目的是確定事件與所接種疫苗之間因果關係的可能
性。

因果關係評估有助於判定這種關係的關聯程度。
 Causality assessment is the systematic review of data 

about an AEFI case; it determines the likelihood of a 
causal association between the event and the vaccine(s) 
received. 

 It is meant to assist in determining the level of certainty 
of such an association. 
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因果關係評估
流程
Flow of 
Causality 
Assessment

呈報疫苗接
種異常事件
Report AEFI

• 資料核實 Information 
verification

• 嚴重的疫苗接種異常事
件由專家委員會評估
serious AEFIs assessed by 
Expert Committee

因果演算
Causality 

Algorithm

• 時間關聯性Temporal relationship

• 其他原因Alternate explanations

• 相關證明 Proof of association

• 先前證據 Prior evidence

• 研究或文獻紀錄Record from 
research or journal

• 基於人群的證據Population-
based evidence

• 背景數據 Background rate

• 生物學的合理性Biological 
plausibility

• 疫苗供應商及世衛提供的相關資
料數據Relevant data provided 
from the vaccine manufacturer 
and WHO VigiLyze

分類
Classification

• 與免疫接種因果關係㇐
致Consistent with causal 
association to 
immunization

• 不確定 Indeterminate

• 與免疫接種的因果關係
不㇐致 Inconsistent with 
causal association to 
immunization

• 無法分類Unclassifiable
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