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Causality Assessment
Information Dissemination
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Information to healthcare
professionals and general public

Risk Management and Actions
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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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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



A serious AEFI is any untoward
medical occurrence which
follows immunization that:
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Serious AEFI
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R * results in death;
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* is life-threatening;
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° 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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* 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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Acute peripheral facial paralysis
(Bell's Palsy)

PR EREBBYRE
Anaphylactoid reaction

R 3% R E 1B B FE Anaphylaxis

EEABR N RR R REERE
HENE A EMEREMES B
Any other severe and unusual
events that are thought by health
workers or the public to be related
to immunization

SEC (MR EEHEER
S5 14) Death when associated with
COVID-19 vaccine adverse event

5 5 (B TS 0 FR 1 AR A )
Disability when associated with
COVID-19 vaccine

fi& % BE X Encephalomyelitis
f&fmEncephalopathy

= - BEARSEXEE - B
S #R & 4iE) Guillain Barré
Syndrome

EBe e B (B s mE e H R
EEZEH) Hospitalization when
associated with COVID-19 vaccine
adverse event

DHILZE [ LEL % Myocarditis/
Pericarditis

IR & ESepsis

B M fiE Septicaemia

I/ IR AE ) AR A I M
'L ¥R EE Thrombocytopenia/
Thrombosis with

thrombocytopenia syndrome
(TTS)

hEMINELR S AE Toxic shock
syndrome

=B M B FEK Transverse myelitis
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: Accordinc? 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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REZRFRIEARSIE
Multisystem inflammatory
syndrome in children

= MR E B4R S E Acute
respiratory distress syndrome

=MOMEBE Acute
cardiovascular injury

5t M 22 &l Coagulation disorder
ZMEBIE1E Acute kidney injury
F B M EM Generalized

convulsion

= BEEREEXES - B
FC 4% & ) Guillain Barré
Syndrome

Z 4 HFE18 Acute liver injury
[RE TR ~ IRE T KAnosmia,

ageusia

RIE #8188 Chilblain - like lesions

E R EKEME X Single organ
cutaneous vasculitis

ZH AL Erythema multiforme

4R 88 Bz B2 18 B 2 & Anaphylaxis
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=R RGN SR Acute aseptic
arthritis

PRER S Meningoencephalitis

=M ERUE NN BB R 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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Safety Monitoring of
Authorized Vaccine

Safety Monitoring at
Global Level
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Safety Surveillance
System of COVID-
19 Vaccine
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Passive & Stimulated AEHE 1 SETE

Surveillance
(CARE Programme)

Passive Surveillance




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

®__ Drug Office HONG
Department of Health HKONG
The Government of the Hong Kong Special Administrative Region ‘*
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¢ Adwerse Drug Reactions {Reporting)

Adverse Drug Reactions (Reporting)

AN 4
Maobile Version
E | As part of the post-market drug surveillance activities, the Drug Office of the Department of Health collects adwerse drug reaction reports of
- N 'u\ Home | pharmaceutical products for use in Hong Kong from healthcare professionals and conducts causality assessment to assist subsequent

formulation of risk management strategies whan necessary.

SnaiEI",sAJer‘ts and Products | Healthcare professicnals induding dectors, Chinese medicine practitioners, dentists, pharmacists and nurses are encouraged to report
suspected adverse drug reaction of their patients voluntarily. For further enquires, please contact the Adverse Drug Feaction and Adverse

Warning and Advisories for | Event Following Immunization Unit of Drug Office at 2319 2920.

Healthcare Providers

About Us | COVID-19 Vaccine™ Adverse Event Reporting

) ® Guidance for Healthcare Professionals - Reporting_of Adverse Event Following Immunization of COVID-19
News & Informaticn Vaccine
[For Pharmaceutical Industry, please click here
ADR reporting

& (lick here to read the presentation slides of Reporting of Adverse Event Following_Immunization {AEFT)_of
COVID-19 Vaccine

Reactions -

Registered Pharmaceutical ® |ists of adverse events following_immunization {AEFI) and adverse events of special interests (AEST) for
Products COVID-19 vacdines

|
Search Clinical Trial @E/’
( Re p O ﬂ I n g ) e | COWVID-19 Yaccine Adverse Event Online Reporting_{For Healthcare Professionals) (English Onlr

Licensed D Deal
o= T e Handling of AEFI reports

Search Drug Dealers

Lognise it Mon COVID-19 Vaccine ADR Reporting

News Subscription » Guidance for Healthcare Professionals

— » For Pharmaceutical Industry, please click here

C
el Ll + For suspected Chinese medicine poisoning cases that require investigation,

3 -,
|
mpharmdceutical please use the form, which can be downloaded at
i S0 Trade http:ffvovewe. chp. gov. hkffiles/pdf/hpf-form3-en-20140219, pdf

= Adverse Drug Beactions {ADR) Report Form (Mon COVID-19 Vaccine)
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% "COVID-192 Vaccine" refers to "Severs acute respiratory syndrome coronavirus 2 (SARS-CoV-2) vaccing”



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
t | % ® Report a new adverse event case
m E Z3N O Provide a follow-up report
C OVI D - 1 Post / title and Name:*
| Enter Post/Title |Enter Name
|
Vaccine Adverse Occupation

| Medical Doctor M
Event Online Registration Number |
Re p O rt I n g |IIEE-n|1:;? Ellm:u |
Syste m Contact Tel / Mobile phone number :*

|Enter contact tel / mobile phone number |

| Continue | | Back |
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- The Expert Committee was established by the Department of Health, to

continuously monitor the potential adverse events following immunization (AEFI)
of COVID-19 vaccines, and to provide expert advice and recommendations on
the safety monitoring of the authorized COVID-19 vaccines.

* The Committee was co-chaired by Co-convenors Professor HUNG Fan-ngai, lvan,

of the Infectious Diseases Division, University of Hong Kong and Dr LEE Cheuk-
kwong of the Hong Kong Red Cross Blood Transfusion Service, Hospital Authority.
Other members of the committee come from local universities, the Hospital
Authority and the Department of Health, and their professional areas cover
forensic pathology, hematology, immunology, microbiology, neurology,
pediatrics, pharmacology, pharmacy, etc.

13
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- 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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Report AEFI

ERMZE Information
verification
BENEEEEERES
HHEXRZEZFE

serious AEFIs assessed by
Expert Committee

EXES
Causality
Algorithm

o [R5 8 B tE Temporal relationship
H1thR[A Alternate explanations
« 1HE8ZE A Proof of association
* YCRIFE 1 Prior evidence
o BTFLEN X BRAC #E Record from

research or journal

o ERABEMFEIE Population-
based evidence

« 5 =#(¥% Background rate

o EYEEIEM Biological
plausibility

o BHEMEHAEFRRENEEAE
1} 2l 3% Relevant data provided

from the vaccine manufacturer
and WHO Vigilyze

7358

Classification

Bl T iR tE K SRR &R —
2 Consistent with causal

association to
immunization

ARHEE Indeterminate

B G R ERI R R B &

AR—% Inconsistent with

causal association to
iImmunization

5% 97 $8 Unclassifiable

15
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COVID-19 Thematic
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https://www.coronavirus.gov.hk/

The Government of
the Hong Kong Special Administrative Region

Latest News | Recent FAGs ‘ Enquiries | News Videos | What is COVID-19 | Clarifications | Useful Information |
\ Health Tips

L on

&=l Jmnefl] s wa| Bahasa Indonesia] Tagalog| &oen@ 203283®| LT ©INI| Tidéng Viet

G lowers P level in relation to COVID-19 epidemic to Alert level. For details,
please refer to the P r
c‘?‘ ST T BRTEETS % d+ Points to Note for F:elsuns who Tested a
n
Arrangements for Inbound Persons %ﬂ Virus testing

https://www.chp.gov.hk/tc/features/106934.html

Centre for Health Protection
Departnent o Heath
tha Ragion

s A E ﬁ Enter search keyword(s) §

T2 (Hindi) | TSR (Nepali) | 2 (Urdu) | Twa (Thai) | Bahass Indonesia | Tagalog

Hot searches: Dengue, COVID-13, Mpox, Mental Healt
Heat strok

COVID-19 Vaccination Programme

#r Home > Feature Togic > COVID-10 Vacsination Frogramme

COVID-19 Vaccination Programme B9

=

4 kugust 2022

Updated arrangements

CHP acknowledges WHO's statement on antigen compasition of COVID-18
waceines (18 May 2023)

Arrangement of 2023 Additional COVID-18 Vaccine Booster for
Citizens Belonging to Priority Groups.

¥ % 201953 iR i %
' EJ_}EJ_LTIIJ J %ﬁ?\:n-mv for Pe th Prior COVID-19

COVID-19/Vaccination Programme r——

Paints to Note and Fraquently Asked Questions an COVID-18 Vaccination for

Childran and Adolescents
Booking Status

1’ Vaccination Record

COVID-18 vaccine are
recommended for me?

&) How many doses of Statistics on Government
COVID-18 vaccination

programme

%_]T Book Vaccination

io Search for Venues

e Private Doctors and F 1 Privata Clinics Praviding
it Clinics Providing T ' BloNTach Ancastral Strain
Mlals  sinovac vaceination Bl or Bivalent vaccination

bout the Programme Q About the Vaccines
v 0
o  Education & @ & Healthoare Professional
E 7 Media Resources 7Y Corner

Persans with
Non-local Vaccination

eHealth
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https://www.drugoffice.gov.hk/eps/do/en/doc/Safety_Monitoring_of_COVID-19_Vaccines_in_Hong_Kong.pdf

Safety Monitoring of COVID-19 Vaccines in
Hong Kong

This report contains data of adverse event reports up to 31 May 2023

Contents

1. COVID-19 vaccines and pharmacovigilance system in Hong Kong
Summary of AEFI reports received

AEFI reports received between 1 March 2023 and 31 May 2023

A

Specific reports

1. COVID-19 vaccines and pharmacovigilance system in

Hong Kong

The ongoing COVID-19 pandemic causes a significant disease burden worldwide. In
Hong Kong, surveillance of severe and fatal cases is continued. To reduce the impacts of
COVID-19 on health and society, vaccines against COVID-19 is considered an important

public health tool for containing the pandemic in the medium and long term.

The two platforms of COVID-19 vaccines authorized for use in Hong Kong have been

17
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The Expert Committee will issue
regular report to provide updates on
the statistics and summaries of
assessments

Statistics released in designated
webpage

Accumulated number of vaccination

New AEFIs since last update and
accumulated number of AEFIs

Frequently reported AEFIs

Covid-19 vaccine safety warning

18
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28 March 2023
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COVID-19 mRNA Vaccine

Comirnaty [ {8 %z |

(#E#EH nucleoside modified)
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Vaccination Fact Sheet
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THE GOVERNMENT OF KONG
EMRAFREER L SPACUL ADURKSTRATIVE REGICH
WML E DRUG OFFICE
L TS 100 DEPARTMENT OF HEALTH

T TLRC 20 B 2002405 00 s Mg Terg

EWEM Our Rat:
W Ted: (B52) 3674 4117
N Faxc (BS2) 2106 5043
22 Febraary 2021
Diear Healtheare Professionals,

Tam wnhmwwpedmymmr!mrtsmmdhEFl quﬂ\’[D-l'?vnu:mwﬂmmg
Information and Pharmacovigilance Division of the Drog Office, Department of Health (DH).

Az we all know that COVID-19 waocine is one of the crifical mnferventions against
COVID-19 panderie, the unprecedented rapid development of the COVID-1% vaccines on
novel platforms followed by its rapid deployment on a mass scale poses umique challenges in
monitoring  vaccine  safety. Timely reporting of adverse events following COVID-1%
immunizaiion is the firs slep in ensuring the continued safely of the vaccine. The Government
has procured COVID-1% vaccines 1o serve the whole of the Hong Kong popalation and would
armunge for members of the public W receive vaccination as early as possible under the sel
priarity. It is very imponant that report of AEFI can provide vital information for umﬂtarlugm:
safety of the vaccine. Therefore, your proactive support in identifving the association belween
AEFI and the vaccine, and timely report 1o us via the dedicated COVID-19 Vaccine Adverss
Event Unline E.cpcn'l.mg syslem al

m.ul)e l:u'ln'llnmn'n.in ﬂ'lc SUCCESS nfmmlﬂlnnprwums

Some common miner reactions after waccinations such as miner Incal resctions amd
how-grade fever are oot required to be reported. Nevertheless, vou are encouraged 1o report
AEFIs if they are doubdfial of the relationship or clinically significance between the vaccine and
the AEFI concerned. Additional information an the reparting of COVID-19 Yaccine Adverse
Event can be found in our guidance ot the ahove mentioned wehsite,

Please nefir 1o the attached Annex for a summary guidance of Reporting of AEF] of
COVII-19 vaccines, You moy also wish to visit the Drog Office’s website for subscription and
browsing of "[rug Mews® which is a monthly digest of drug safety news and information issued
by Dirug Dffice.

Yours faithfully,

ke ow
Jar Assistant Director (Drugh
We build & healthy Hong Kong and
aspire fo be an internationally remowned public fealth anthority

T Annex

Buites 2000-05, 20F, Al4 Kirsdsan Towar, Lasdsark East

Reporting of
ADVERSE EVENT FOLLOWING IMMUNIZATION (AEFI)
of COVID-19 UA'CG MES for Healthcare Professionals

DO YOUR PART TO MOMITOR COVID-19 VACCINES ADVERSE EVENTS |

Monitor whather a | Report adverse events | Contacf Drug Office of
patient experienced an | to the Drug Office of the Department of
adverse event after | the Department of  Health if you have any
COVID-19 vaccination. | Health using COviD-15  questions about AEFI

Vaccine Adverse Event raporting at 2319 2920,
Onling Reporting systerm.
QUESTIONS & ANSWERS
What is an AEFI7 ‘What types of adverse svents ‘What does ROT need to be re-
An  adverss  evert following | | Should be reported? ]
immunization  (AEFT]  is  any “ou should report any event which Soma common ar mild eeents do
unipward  medical  oooumance may be relabed it vamcing. Of not nesd o be reported. These
which Tollows immurization and paficular impatance are events ncluge krw-grade fever of mingr
which doss ol have 8 which Bre serious, o unususl or Iccal reactions.
causal relalianship with the usage unexpecied events. Submitting &
af the vaccine report does not mean that the
vecsing: ceused the event Wha should report an ABFI?
—————— ;ﬁﬂm pralessionals I:;E;l
What Is an AESI? yaiclang, [ENE
i Why is it im| ] are ancouraged o
:ﬁwm o okt Healh Wy B i Impuoriet i mypart an ﬁmﬂ‘ﬂﬂ;ﬂdm& e AEFl. Mok
Everd af Special interest (AESI) is When you report an AEFI you 18 Vaccing Advarss Onine

8 preddertfioc and precetnad | | provkde veal informaticn thal & | | pacccing system,

Hin doubd, please rpo,
You do nob nesd o be cartain that

TI‘HDD’-B—W'.’HEHHM Evanl Onling Repanting syslam, thi Bl of AEE| adophed by the Deparment of Health, ard the
Tor Healin I Hmﬁmsmmlmmmbﬂn}-mmnﬂmt
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