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COVID-19 vaccine
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Online Reporting System
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* 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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I am writing to appesl to yma to report suspected AEFT of COYIER-1% vaccine io the Dnig
Dea r Infinrmation and Pharmmoovigilance Divisiom of the Pneg Office, Deparimem of Health (DE )

22 Febmnry J021

As we ol know that COVID-19 yeccane is one of the critical miervensons agalns
Healthca re COVID-19 pancdiemic, the umprecodented mpid development of e COVID-1% vaccines. on

nivvel platforms falkeed by it rapid deployment on 8 mass scale poses umigue challenges in
memitoring vaccine safely. Timely reposting of pdverse cvenls  fiollowing COVID-1®

P f - I immaunization is the firg step in ensurirg the cantirued safety of the vaccine, The Covernment
ro ESSIona has procared COYTD-EY smccines to serve the whole of the Homg Kong populstion ond would
arrange for memhers of the puhlic o receive vaccination as carly &5 possible under the set

pricaity. bt ig very impaortant that report of AEF] com provide vital information for monitoring the
Letter anfety of the vaccine, Therefore, vour pranctive support in identifiving the associntian hetween

AEFT and e veocine, snd timely report 1o us via the daficabed COVIE-19 Voccine Adverse
Event Onlbne Reportimg ayem at

AL il e pardoen e il 1] He

sl N drugotiice. g e L
mitke coniribution ba the soocess of Tmmanization progrms.

Some comenon iminor reactions afier vaccinatioes such ow miner Jocol reaciions and
fw-grade fever are not reguired to be reported. Meverilebess, you are encoursged o nepon
AEF1A if they are doubsiul of the relatomshiip or chnbsally spfcance beltween (he vacelie and
the AEF] concemed, Additonal infarmation oo the reparting of COVID-19 Vecme Advers:
Event can be found in our guidanee ol ihe above mentinned websie

COVITD-1% vaccines. You may alse wish io visi the Dinig Offles's websise for subseription and
broweimg of *Dnap News" which ls6 mosthly diget of dreg ssfery news and lnformsation issued

BHEE (i Tice
Department of Health ook E

“ Flzase reler 1o the astoched Annex for a summery guidance of Reponing of AEF] of
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Reporting of

ADVERSE EVENT FOLLOWING IMMUNIZATION (AEFI)
of COVID-19 VACCINES for Healthcare Professionals

DO YOUR PART TO MONITOR COVID-19 VACCINES’ ADVERSE EVENTS !

Monior  whether a
patient experienced an
adverse event after

1 ﬁ |

to the Drug Office of

Contact Drug Office of
the Department of
Health if you have any

An adverse event following
immunization (AEFI) is any
untoward medical occurrence
which follows immunization and
which does not necessarily have a
causal relationship with the usage
of the vaccine.

What is an AESI?

According to World Health
Organization (WHO), an Adverse
Event of Special Ir;b“;al (AESI) is

a pre-identified predefined
medncally—sigtﬁcmtevemmathm
the potential to be causally
associated with a vaccine product
that needs to be carefuly
monitored and confirmed by further

special studies.

COVID-19 vaccination. | Health using covio-19 | questions about AEFI
Vaccine  Adverse Event | Feporting at 2319 2920.
Online Reporting system.
QUESTIONS & ANSWERS
What is an AEFI? What types of adverse events What does NOT need to be re-

should be reported?

You should report any event which
may be related to vaccine. Of
particular importance are events
which are serious, or unusual or
unexpected events. Submitting a
report does not mean that the
vaccine caused the event.

Why is it important to report an
AEFI?

When you report an AEFI you

report on vaccine safety to the
public, which contributes to the
success of COVID-19
immunization program.

ported?

Some common or mild events do
not need to be reported. These
include: low-grade fever or minor
local reactions.

Who should report an AEFI?

If in doubt, please report.
You do not need to be certain that

the adverse event is related to the
COVID-19 vaccine.

The COVID-19 Vaccine Adverse Event Online Reporting system, the list of AESI adopted by the Department of Health, and the
Guidance for Healthcare Professionals - RepuimdeuseEvalmemmdoo\ﬂo-me\emdlmw
hwrw 'do, healthcare adr index. htmi



ERIFERS
=4

Adverse Event
Following

Immunization
- AEFI
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* 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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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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Unexpected

AEFI
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* 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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Unexpected
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COVID-19
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Acute peripheral facial paralysis
(Bell's Palsy)

AR R BEBEURIE
Anaphylactoid reaction

IR 3% Er B B B FE Anaphylaxis

EEABRNRRRREEE
HENTOUEMEREMERIFR
Any other severe and unusual
events that are thought by health
workers or the public to be related
to immunization

SATEHEERERHEEAER
EE14) Death when associated with
COVID-19 vaccine adverse event

SR (BRI IR TS AR
Disability when associated with
COVID-19 vaccine

f& % B X Encephalomyelitis

- [&¥Encephalopathy

= - BEARSE (X3S - B
#r & iE) Guillain Barré
Syndrome

FheaFEER MR mFEEERE
E B EMH) Hospitalization when
associated with COVID-19 vaccine
adverse event

ODILZE [ /LB % Myocarditis/
Pericarditis

IR S MESepsis
B [MYiE Septicaemia
M/Vo=E MAE/ [MAR A /) ViR

MREE Thrombocytopenia/
Thrombosis with
thrombocytopenia syndrome

(TTS)

& M IRFe 4R 5 iEToxic shock
syndrome e

& E M H BEX Transverse myelitis
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* According to WHO, an AESl 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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REZ R R EIE
Multisystem inflammatory
syndrome in children

=M IR E B 4R S E Acute
respiratory distress syndrome
=MOMEEE Acute
cardiovascular injury

#¢ M 22 &L Coagulation disorder
M BI85 Acute kidney injury
BB Generalized
convulsion

= - BERSEXES - B
EC4R &) Guillain Barré
Syndrome

= MR85 Acute liver injury
[RE TR « IRE K Anosmia,
ageusia

B RIESChilblain - like lesions
E R ENEIME X Single organ
cutaneous vasculitis

Z ML BE Erythema multiforme

7R 28 B 28 1B B & Anaphylaxis
=M EEM IR Acute aseptic
arthritis

s fE A& 3¢ Meningoencephalitis

=MEEEUMERS B B3R 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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Adverse Drug

Reactions
(Reporting)
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®__  Drug Office
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The Government of the Hong Kong Special Administrative Region
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SEARCH |Enter search keyword(s)
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Adverse Drug Reactions (Reporting)

As part of the post-market drug surveillance activities, the Drug Office of the Department of Health collects adverse drug reaction reports of
pharmaceutical products for use in Hong Kong from healthcare professionals and conducts causality assessment to assist subseguent
formulation of risk management strategies when necessary.

Healthcare professionals induding dectors, Chinese medicine practitioners, dentists, pharmacists and nurses are encouraged to report
suspected adverse drug reaction of their patients voluntarily. For further enguires, please contact the Adverse Drug Reaction and Adverse
Ewent Following Immunization Unit of Drug Office at 2319 2920.

COVID-19 Vaccine™ Adverse Event Reporting

# Guidance for Healthcare Professionals - Reporting of Adverse Event Following Immunization of COVID-19
Vaccine
[For Pharmaceutical Industry, please click here

® (lick here to read the presentation slides of Reporting_of Adverse Event Following_ Immunization {AEFT) of
COVID-19 Vaccine

® |ists of adverse events following immunization {AEFI) and adverse events of spedal interests (AEST) for
COVID-19 vaccdines

&‘ COVID-19 Vaccine Adverse Event Online Reporting {For Healthcare Professionals) (English Only)

» Handling of AEFI reports

Mon COVID-19 Vaccine ADR Reporting
+ Guidance for Healthcare Professionals
» For Pharmaceutical Industry, please dick here
» For suspected Chinese medicine poisoning cases that reguire investigation,
please use the form, which can be downloaded at

http:/fwww. chp. gow. hk/files/pdf/hpf-form3-en-20140219. pdf

» Adwverse Drug Reactions {ADR) Report Form (Non COWID-19 Vaccine)

Notes:

# "COVID-19 Vaccing" refers to "Severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2) vaccing”
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®_ Drug Office
Department of Health
The Government of the Hong Kang Special Administrative Region

Healthcare

t# Providers

Mobile Version I
Home I

Safety Alerts and Products I
Recalls

Warning and Advisories for I
Healthcare Providers

About Us I
News & Information

ADR. reporting

Related Links

Registered Pharmaceutical
Products

Licensed Drug Dealers
Search Drug Dealers

Login - e-CTS

News Subscription

|
|
|
|
Search Clinical Trial |
|
|
|
|

J

Consumer

Pharmaceutical
rade

¢ Adverse Drug Reactions (Reporting)

https://www.drugoffice.gov.hk/eps/do/en/healthcare_providers/adr_reporting/index.html

HONG
HONG
=—-\’ gazo*

| £| siremar| =

SEARCH |Enter search keyword(s)

Adverse Drug Reactions (Reporting)

As part of the post-market drug surveillance activities, the Drug Office of the Department of Health collects adverse drug reaction reports of
pharmaceutical products for use in Hong Kong from healthcare professionals and conducts causality assessment to assist subseguent
formulation of risk management strategies when necessary.

Healthcare professionals induding doctors, Chinese medicine practitioners, dentists, pharmacists and nurses are encouraged to report
suspected adverse drug reaction of their patients voluntarily. For further enguires, please contact the Adverse Drug Reaction and Adverse
Event Following Immunization Unit of Drug Office at 2319 2920.

COVID-19 Vaccine™ Adverse Event Reporting

# Guidance for Healthcare Professionals - Reporting of Adverse Event Following Immunization of COVID-19
Vaccine
[For Pharmaceutical Industry, please click here

® (lick here to read the presentation slides of Reporting_of Adverse Event Following Immunization {AEFT) of
COVID-19 Vaccine

® |ists of adverse events following immunization {AEFI) and adverse events of spedal interests (AEST) for
COVID-19 vaccines

D-19 Vaccine Adverse Event Online Reporting {For Healthcare Professionals) {English o

» Handling of AEFI reports

Mon COVID-19 Vaccine ADR Reporting
» Guidance for Healthcare Professionals
» For Pharmaceutical Industry, please dick here
s For suspected Chinese medicine poisoning cases that reguire investigation,

please use the form, which can be downloaded at
http:/fwww.chp.gow.hk/files/pdf/hpf-form3-en-20140219. pdf

» Adverse Drug Reactions {ADR) Report Form (Non COWID-19 Vaccine)
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Privacy Policy

STATEMENT OF PURPOSES

Purpose of Collection

This personal data are provided by reporter for the purposes of reporting adverse event following
immunization of the vaccine recipient to the Department of Health (DH). The personal data provided will be
used by DH for the following purposes:

{a) follow-up of the case report; and
(b) surveillance of drug-related events.

2 The provision of personal data is voluntary. If vou do not provide sufficient information, we may not
be able to assess the report properly.

Classes of Transferees

3 The personal data yvou provide are mainly for use within DH. Apart from this, the data may only be

a Il il a4 4 i

]

-

You need to read the complate content of the Statement of Purposes before you are able to click the check box below.

[} | have read, understood and agreed to the above Statement of Purposes.
[T} | confirmad that prior consent has been sought from vaccine recipients if personal data (e.g. HKID) is disclosed in this report.

| Continue | | Cancel |
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COVID-19 Vaccine”Adverse Event Online Reporting

Page 1 of 7
Notes:
1. Item marked with = is compulsory field.
2. If the answer of C3 is “Guillain—Barré syndrome (GBS)”, please complete the “Guillain—Barré Syndrome (following COVID-19

Vaccination) Report” on the same page.
3. ¥ "COVID-19 Vaccine" refers to "Severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2) vaccine"

Do you want to report a new case on adverse event after COVID-19 vaccination or to provide a follow-up report
2%

@® Report a new adverse event case
O Provide a follow-up report

Post / title and Name:*
|Enter Post/Title | Enter Name

Occupation :*
[Medical Doctor v

Registration Number :*
M_ |

E-mail :*
(Enter E-mail |

Contact Tel / Mobile phone number :*
|Enter contact tel / mobile phone number |

18
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Information
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COVID-19 Vaccine”Adverse Event Online Reporting

Date of Report:
Page 2 of 7

Section (A): Vaccine Recipient Information

Al. Enter surname, Enter first name (as shown in the HKID):
[Enter surname | , [Enter first name |

A2.1. Date of birth:
[Enter Day| / |Enter Mo| / |Enter Yee| (dd/mm/yyyy) Or A2.2 Age in years:

*A3.1. Sex:
0 Male O Female

A4. Ethnic group:
0 Chinese O Asian (not Chinese) O African O Caucasian
© Unknown O Others, please specify [Enter efhnic group

*A5. HKID [ Identity Document Number:
O HKID © Identity Document

19



B8. Administration site:

COVID-19 Vaccine”Adverse Event Online Reporting © Rightam © Leftarm © Rightleg © Leftleg O Others

B9.1. Vaccination facility:
i © HA dlinic © Private hospital & Community vaccination centre
Date of Report: - © Private clinic © Outreach team

Page 3of 7
Section (B): COVID-19 Vaccine# B10. Vaccination facility address:
- Enter address
*B1. Date given: (dmmyyyyy)
B2. Time: (Cam/ Opm) 4
rl + + *B3. Vaccine brand name: B11. Vaccination facility tel. no.:
|} n © CoronaVac COVID-19 Vaccine (Vero Cell), Inactivated
Yy ‘ © Comirnaty COVID-19 mRNA Vaccine 30mcg/dose (Adult) * B12. Was the concerned vaccine stored in condition according to the recommendations of the manufacturer
q 2 © Comirnaty COVID-19 mRNA Vaccine 10mcg/dose (Children) prior to administration? (For storage condition details, please refer to product package insert)
O Comirnaty COVID-19 mRNA Vaccine 3mcg/dose (Toddler) © Yes O No O Unknown
© Comirnaty Original/Omicron BA.4-5 Bivalent Vaccine 15/15mcg/dose
( O V I D - l ) B4. Dose no.: = B13. Was the temperature of the vaccine storage refrigerator monitored?
© 1st dose O Yes ONo
O 2nd dose O Unknown
u © 3rd dose
a ‘ ‘ I I I e © 4th dose _ * B14. Did the handling method of the vaccine comply with the recommendatiens of the manufacturer? (Please
© Others refer to product package insert)
O Yes O No
B5.1. Vaccine batch ber: [Enter baich no. < Unknown
B5.2. Vaccine expiry date: [Enter Mo/ (mm/yyyy) = B15. Was there any suspected sterility or quality issue of the vaccine administered?
B6.1. Diluent batch number (if applicable): O Yes
B6.2. Diluent expiry date (if applicable): / (mm/yyyy) O No O Unknown

B7. Administration route:

® Intramuscular © Subcutaneous O Intranasal © Others[Enterdetals |

. 20
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Adverse Event

BHEE
Department of Health

COVID-19 Vaccine” Adverse Event Online Reporting

Date of Report: N
Page 4 of 7

Section (C): Adverse Event

*C1.1. Adverse event: (can tick more than 1 box if appropriate)

[ Acute aseptic arthritis &
() Acute cardiovascular injury A
O Acute cardiovascular injury (Arrhythmia) A
[ Acute cardiovascular injury
(Coronary artery disease) A
) Acute cardiovascular injury (Heart failure) A
) Acute cardiovascular injury (Microangiopathy) &
[ Acute cardiovascular injury
(Stress cardiomyopathy) A
O Acute disseminated encephalomyelitis A
[ Acute kidney injury A
[ Acute liver injury A
O Acute respiratory distress syndrome A
) Acute Pancreatitis A
[ Acute peripheral facial paralysis (Bell's palsy) A
) Anaphylactoid reaction
) Anaphylaxis A
O Anosmia, ageusia A
[ Chilblain-like lesions A
[ Coagulation disorder A
) Coagulation disorder (Haemorrhagic disease) A
[ Coagulation disorder (Thromboembalism) A
) COVID-19 disease A
) Death A
[ Disability
O Encephalomyelitis
[ Encephalopathy
[ Enhanced disease following immunization
(Vaccine-associated enhanced disease)
O Erythema multiforme A

A Adverse Event of Special Interest.

) Fever =38°C
[J Generalized convulsion A
) Guillain—Barré syndrome (GBS) A

) Hospitalization

[ Hypersensitivity reactions
[J Injection site abscess (bacterial / sterile)

[ Meningoencephalitis A

O Multisystem inflammatory syndrome in children A
[ Myocarditis & / Pericarditis

[ Narcolepsy A

[ Neuralgia

[ Neuritis

[J Paraesthesia

[ Radiculoneuropathy

[J Rhabdomyolysis A

) Sepsis

[ Septicaemia

[J severe allergic reaction

O Severe local reaction

[ single Organ Cutaneous Vasculitis A
[J subacute thyroiditis A

[J Thrombocytopenia A / Thrombosis with thrombocytopenia

syndrome (TTS)

[ Toxic shock syndrome
[ Transverse myelitis A
[J Type I Diabetes A

[ Vasculitis

) Others, Please specify: [Enter event ] =]

C1.2, If more than the above selected events, please list below:
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Adverse Event

HEE
Department of Health

COVID-19 Vaccine?Adverse Event Online Reporting

Date of Report: NN
Page 4 of 7

Section (C): Adverse Event

*C1.1. Adverse event: (can tick more than 1 box if appropriate)

[ Acute aseptic arthritis A
[ Acute cardiovascular injury A
) Acute cardiovascular injury (Arrhythmia) &
) Acute cardiovascular injury

(Coronary artery disease) A
[ Acute cardiovascular injury (Heart failure) A
[ Acute cardiovascular injury (Microangiopathy) A
) Acute cardiovascular injury

(Stress cardiomyopathy) A
[ Acute disseminated encephalomyelitis A
[0 Acute kidney injury A
[ Acute liver injury A
[ Acute respiratory distress syndrome &
[ Acute Pancreatitis A
) Acute peripheral facial paralysis (Bell’s palsy) A
) anaphylactoid reaction
[ Anaphylaxis A
) Anosmia, ageusia &
[ Chilblain-like lesions A
) Coagulation disorder &
) Coagulation disorder (Haemorrhagic disease) A
) Coagulation disorder {Thromboembolism}) A
) COVID-19 disease A
) Death A
O Disability
' Encephalomyelitis
) Encephalopathy
[ Enhanced disease following immunization

(Vaccine-associated enhanced disease)
[ Erythema multiforme A

A Adverse Event of Special Interest,

[ Fever =38°C
[ Generalized convulsion A
[ Guillain—Barré syndrome (GBS) A

[ Hospitalization

[ Hypersensitivity reactions
[ Injection site abscess (bacterial / sterile)

[} Meningoencephalitis A

O Multisystem inflammatory syndrome in children A
[ Myocarditis A / Pericarditis

[ Narcolepsy A

[ Meuralgia

[ Neuritis

[} Paraesthesia

[ Radiculoneuropathy

O Rhabdomyolysis A

[ Sepsis

[ Septicaemia

[ Severe allergic reaction

[ Severe local reaction

[} Single Organ Cutaneous Wasculitis A
[ Subacute thyroiditis A

[ Thrombecytopenia & / Thrombesis with thrombocytopenia

syndrome (TTS)
) Toxic shock syndrome

[ Transverse myelitis A
[} Type I Diabetes A

O vasculjt

[ Others, Please specify: [Enter event |
) Others, Please specify: [Enter event |

[ Others, Please specify: [Enter event

Others, Please specify: [Enter event

C1.2. If more than the above selected events, please list below:
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*C2. Adverse Event Details:

Events

Vi

Vi

Vi

Vi

Vi

Date and time of onset
(dd/mm/yyyy)

[Enter date of onset

[Enter hou| : | Enter min|
(OCam/ Opm)

[Enter date of onset

[Enter hou| : | Enter min|
(Oam/ Opm)

[Enter date of onset

[Enter hou| : | Enter min|

_(Oam/ Opm)

[Enter date of onset

[Enter hou] : | Enter min|
(Oam/ Opm)

[Enter date of onset

[Enter hou| : [Enter min|

‘(Oam! Opm)

[Enter date of onset

[Enter hou| : | Enter min|
(OCam/ Opm)

Event recovered?

O Yes O No
O Recovering
O Unknown

O Yes O No

O Recovering
O Unknown

O Yes O No
O Recovering
O Unknown

O Yes O No
O Recovering
O Unknown

O Yes O No
O Recovering
O Unknown

O Yes O No

O Recovering
O Unknown

C3 Descriptions of adverse events, with timeline, signs and symptoms:

Date and time of recovery

(dd/mm/yyyy)
(if applicable)

Enter date and time of reco|
Enter hou| : | Enter min|

‘(Oam/ Opm)

Enter date and time of reco/|
Enter hou| : | Enter min|
(OCam/ Opm)

Enter date and time of reco|
Enter hou| : |Enter min|

(OCam/ Opm)

Enter date and time of recoj
Enter hou| : | Enter min|
(OCam/ Opm)

Enter date and time of reco|
Enter ho| : [Enter min|

‘(Oam/ Opm)

Enter date and time of reco/|
Enter hou| : | Enter min|
(Cam/ Opm)

C4. Treatment of adverse event, with dosage, frequency, route & duration:

23



(5.1. Examination and laboratory result, with timeline & reference range:

Type of examination / Test Date

laboratory test (dd/mm/yyyy) Result s
[Enter test date | [Enter resur | [Enter reference range |
|Enter test date | |Enter resuk | |Enter reference range |
|Enter test date | |Enter resuk | |Enter reference range |
(Enter test date ] |[Enterresut ] [Enter reference range |
[Enter test date | |[Enterresuk ] [Enter reference range |
|Ente test date | |Enter resut | |Enter reference range |
C5.2. Descriptions of examination and laboratory test result: *(8. Sequelae (can tick T jate):

|=|—'| O Involved persistent or significant disability or incapacity
O Congenital anomaly or birth defect
@~ O Medically important event or reaction (Details

O None of the above

Adverse Event | e ————

O Yes (Details: [Enerdetsis ___ |) O No O Unable to assess

(6. Adverse event category (can tick more than 1 box if appropriate):

O Allergic reaction O Local reaction O Systemic reaction O Neurological disorder * C10. If yes, .
-How many other cases have been detected in the cluster¥E~=ric |cases
*(7. Severity (can tick more than 1 box if appropriate): -Did all the cases in the cluster receive vaccine from the same vial?

O Vacdne Recipient died (Died on [Enr date | (dd/mm/yyyy) O Yes (Details: [Encer detais ])
(Cause of death (Enter Derais ) O No (Details: [Ertercetais  |)
Autopsy done? O Yes, on [Ener date ] (dd/mmiyyyy) O No © Unknown

O No, planned on [Enter date (dd/mm/yyyy)
at [Enter Ho) : [Enter Mir] (Oam / O pm)
O Life threatening
O Involved or prolonged inpatient hospitalization (Admitted on [Enter date (dd/mm/yyyy)

(Hospitalized for [Enter Da] days or discharged on [Enter date (dd/mmyyyyy)
O Hospitalisation NOT required

“
BHEE
Department of Health
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COVID-19 Vaccine”Adverse Event Online Reporting

Date of Report: (NN
Page 5 of 7

Section (D): Further Vaccine Recipient Information

D1. History of similar event:
O Yes
O No O Unknown

D2. History of adverse event after vaccinations:
O Yes
O No O Unknown

D3. Allergies to vaccine, drug or food:
O Yes
O No O Unknown

D4. Pre-existing comorbidity / congenital disorder:
O Yes
O No O Unknown

D5. Pre-existing acute illness 30 days prior to vaccination:
O Yes
O No O Unknown

D6. COVID-19 tested positive prior to vaccination:
O Yes
O No

D7. Hospitalization 30 days prior to vaccination:
O Yes
O No O Unknown
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D8. Details of All Drug Therapies / Vaccines prior to Adverse Event:

All Drug
Therapies/Vaccines
Prior to Adverse
events

Enter Therapies/Vaccines |

E—DIEm%
EEER

[Enter Therapies/Vaccines |

F U rt h e r [Enter TherapiesiVaccines | |

Vaccine S
Recipient
Information

[Enter Therapies/Vaccines |

| Enter Therapies/Vaccines |

O Yes
O No O Unknown

“

BHEE
Department of Health

Please
tick
the

suspected
drug

(]

(]

Daily
Dosage
(dose Date Date
number for Route Begun Stopped
vaccines (dd/mm/yyyy) (dd/mm/yyyy)
e.g.
15t DTP)
|Enter Daily D| | |Enter Route | | [Enter Date | |Enter Date
[Enter Daily D| [Enter Route | |[Enter Date | [Enter Date |
|Enter Daily D| | |Enter Route | | [Enter Date | |Enter Date |
|Enlet Daily D| |Enter Route | |Emer Date | IEn!ef Date
[Enter Daily D| | [Enter Route | | [Enter Date | [Enter Date |
|Enter Daily D| | Enter Route | | [Enter Date | |Enter Date |

D9. Family history of disease relevant to the adverse event or allergy?

Reason for Use
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Reporter
Information

“
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COVID-19 Vaccine”’Adverse Event Online Reporting

Date of Report: [
Page 6 of 7
Section (E): Reporter Information

*E2.1. Occupation: [0 Medical Doctor [ Chinese Medidne Practitioner [§] Dentist [ Nurse [0 Pharmadst

*€2.2. Reatstration no. I

E3. Sector of service: O Private © Public

E4. Address: [Enwer saorezz ]

ES. Contact Tel / Mobile phone number: [

E6. Comment of the reporting healthcare professional / vacdine recipient. acquaintance of vaccine
recipient on the c lity of adverse event.

-~

~

E7. Have you reported this case to other party? (can tick more than 1 box if appropriate)
© Yes ( [ Manufacturer (Company Name: [Enter manufectone: )]

[ Distributor / Importer (Company Name: [Enter aistnoutor / importc])

O oOthers [Enter detas 1)

O No

*ESB. Dovouaoreemmofhoetopamthe rmnlzeddelalsofmlscasemﬂiewthmuonholdal
registration certificate holder of the COVID-19 Vaccine# for their global safety signal itoring?

O Yes O No

Section (F): Report type

*F1. Type of report:
O Spontaneous O Literature O Study O Solidited

(Revised In 02/2021)

IESEEN -

Please enter the five letters as shown above. | |

[ Preview | [ Sack |
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- BB R A£G B EE R B S (AEF)RYRFE -

EE’J%E@I‘EEE#@%%EE%ZF&%%%15%E’Jﬂﬁﬁ

- R BRE B R A CEERBRNRKERE -

- 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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EWmBEEE

EEREH
Report AEFI

o ERIMZE Information
verification

s RENEHEEEESE
HHREXRZE=EMN

serious AEFIs assessed by
Expert Committee

EXEE
Causality
Algorithm

o 5EEA M Temporal relationship
H /R [A Alternate explanations
« 1HEA5E BB Proof of association
* JCRIFE1E Prior evidence
o WU SR AC #5% Record from

research or journal
o ERAE#RVFE TR Population-

based evidence
=l=a=—1}

» B 5= 845 Background rate

o MRS Biological
plausibility

o BHEMHERD REFERHUNBRE
il 83ERelevant data provided

from the vaccine manufacturer
and WHO VigilLyze

75H

Classification

o ARG IEERERE G

E Consistent with causal

association to
immunization

o KRHETE Indeterminate

o B Y5 IRV RE 4

R—% Inconsistent with

causal association to
immunization

o 5K 5748 Unclassifiable
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