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Introduction 

South Australia’s COVID-19 vaccination program commenced on 22 February 2021 
with Pfizer’s Comirnaty vaccine, and on 5 March 2021 with AstraZeneca’s COVID-19 
vaccine.  

An adverse event following immunisation (AEFI) refers to any untoward medical 
occurrence that follows immunisation, whether expected or unexpected, and whether 
triggered by the vaccine or only coincidentally occurring after receipt of a vaccine.  

Adverse reactions definitions and the TGA listed AEFI and adverse events of special 
interest (AESI) for the Pfizer vaccine and AstraZeneca vaccines are listed in Appendix 
1.  

As part of the vaccine safety surveillance system for the South Australian COVID-19 
Vaccination Program, reports are received and analysed by the South Australian 
Vaccine Safety Surveillance System (SAVSSS). Each report is automatically uploaded 
to the TGA.  Any report requiring follow up is analysed by the COVID-19 Vaccination 
Program - Immunisation Coordination Unit and reported to the COVID-19 Vaccine 
Safety Committee for review.  

This report provides a record of all reports received into SAVSSS on Table 1. 

Details of AEFIs and AESIs received following Pfizer’s COVID-19 Comirnaty vaccine 
and AstraZeneca vaccines administered are recorded on Table 2 and Table 3. These 
will be reviewed by the Committee on weekly basis. The report will be tabled up to 24 
hours prior to the Committee meeting.   

Table 4 will outlines the Therapeutic Goods Administration COVID-19 vaccine weekly 
safety report.   
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Table 1: Summary of all COVID-19 vaccine AEFI report received into SAVSSS 
as 10/03/2021 16:28 
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Date vaccinated:  

Dose number :1 
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Table 4: Summary of the TGA COVID-19 vaccine weekly safety report 

COVID-19 vaccine weekly safety report #1 - 03-03-2021 
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The most common reactions reported in the first week were: 

• Feeling faint
• Dizziness
• Headache
• Nausea
• Sweating

Evaluation of these reports is ongoing.

Adverse events reported to the TGA may not be caused by the vaccine. Not all
adverse events are reported, especially for minor and well-known side effects.

The information the TGA receives in reports reflects the view of the reporter. As
analysis of these reports is ongoing, the information may change as the data
quality are reviewed or further information is provided. Total numbers may also
change as duplicate reports are identified.
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Appendix 1: TGA listed AEFI and adverse events of special interest (AESI) 
for the Pfizer vaccine and AstraZeneca vaccines 

Vaccines, like any medication or natural therapy, can have side effects. An adverse 
event following immunisation (AEFI) refers to any untoward medical occurrence that 
follows immunisation, whether expected or unexpected, and whether triggered by the 
vaccine or only coincidentally occurring after receipt of a vaccine.1  

Adverse event case definitions: 
Adverse reactions observed during clinical studies are listed below according to the following frequency 
categories:  

> Very common (≥ 1/10)

> Common (≥ 1/100 to < 1/10)

> Uncommon (≥ 1/1,000 to < 1/100)

> Rare (≥ 1/10,000 to < 1/1,000)

> Very rare (< 1/10,000)

Therapeutic Goods Administration (TGA) definition of serious Adverse Events 
Following Immunisation (AEFI) and Adverse Events of Special Interest (AESI): 
Serious adverse event following immunisation (AEFI): 
Any AEFI that is serious as defined by the WHO Global manual on surveillance of adverse events 
following immunization: 

> results in death – requires rapid escalation.

> is life-threatening

> requires in-patient hospitalisation or prolongation of existing hospitalisation

> results in persistent or significant disability/incapacity

> is a congenital anomaly/birth defect, or

> requires intervention to prevent one of the outcomes above.

Adverse Events of Special Interest (AESI) – COVID-19 vaccines: 
Category 1: AESI related to COVID-19 vaccination in general 

> Generalised convulsion

> Guillain-Barre Syndrome (GBS)

> Acute disseminated encephalomyelitis (ADEM)

> Anaphylaxis

> Vasculitides (incl. single organ cutaneous vasculitis, Kawasaki Disease)

> Encephalitis/encephalomyelitis/myelitis (*include transverse myelitis?)

> Idiopathic peripheral facial nerve palsy (see also Category 2 below)

> Thrombocytopenia

> Enhanced disease following immunisation/VAED (also considered a Category 2 & 3 AESI)

Category 2: AESI relevant to specific vaccine platforms for potential COVID-19 vaccines 
> Nil for the registered COVID-19 vaccines in Australia at this point in time

Category 3: AESI related to COVID-19 disease
> Enhanced disease following immunisation/VAED (also considered a Category 1 & 2 AESI)
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> Multisystem inflammatory syndrome

> Acute respiratory distress syndrome (ARDS)/vaccine-associated (VA)-ARDS

> Acute cardiac injury (includes myocarditis, pericarditis, arrhythmias, heart failure, infarction)

> Coagulation disorder

> (includes coagulopathy, thrombosis, thromboembolism, internal/external bleed, stroke,
disseminated intravascular coagulation)

> Acute kidney injury

> Acute liver injury

Category 3: AESI related to COVID-19 disease 
> Anosmia, ageusia

> Chilblain-like lesions

> Single organ cutaneous vasculitis

> Erythema multiforme

> Subacute thyroiditis

> Pancreatitis

> Rhabdomyolysis

Category 4: AESI related to TGA clinical evaluation 
> Pregnancy and birth outcomes
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Appendix 1 -Table 1: Adverse reactions from Pfizer– Comirnaty 
(BNT162b2[mRNA]) COVID-19 Vaccine#

# Information sourced from the Therapeutic Goods Administration - Australian product information – Comirnaty™ (bnt162b2 [mRNA]) COVID-19 

vaccine. 

*A higher frequency of pyrexia was observed after the 2nd dose. 

†Throughout the safety follow-up period to date, acute peripheral facial paralysis (or palsy) was reported by four participants in the COMIRNATY 

group. Onset was Day 37 after Dose 1 (participant did not receive Dose 2) and Days 3, 9, and 48 after Dose 2. No cases of acute peripheral facial 

paralysis (or palsy) were reported in the placebo group.
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Appendix 1 - Table 2: Adverse reactions from COVID-19 Vaccine 
AstraZeneca 
(ChAdOx1-S)* 

* Product information for AusPAR - COVID-19 VACCINE ASTRAZENECA – ChAdOx1-S - AstraZeneca Pty Ltd – PM-2020-06115-1- 2

FINAL 15        February 2021 

References: 
1. Australian Technical Advisory Group on Immunisation (ATAGI). Australian Immunisation

Handbook, Australian Government Department of Health, Canberra, 2018,
immunisationhandbook.health.gov.au.
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List of Tables 
Table 1: Summary of all COVID-19 vaccine AEFI report received into SAVSSS as 28 April 2021 

Table 2: Details of serious adverse events received following Pfizer’s COVID-19 Comirnaty vaccine 
administered 

Table 3: Details of serious adverse events received following AstraZeneca’s COVID-19 Vaccine 
administered 

Table 4: TGA COVID 19 vaccine weekly safety report 

Summary 
Vaccination recorded to the Australian Immunisation Register as at 28 April 2021* 

Total doses/episodes: 145,592  

Individuals received dose 1 = 124,400 

Individuals received dose 2 = 21,160 

Pfizer doses = 57,280 

AstraZeneca = 88,312 

*Latest available data from Australian Immunisation Regsiter report
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Background 
South Australia’s COVID-19 vaccination program commenced on 22 February 2021 
with Pfizer’s Comirnaty vaccine and on 5 March 2021 with AstraZeneca’s COVID-19 
vaccine.  

An adverse event following immunisation (AEFI) refers to any untoward medical 
occurrence that follows immunisation, whether expected or unexpected, and whether 
triggered by the vaccine or only coincidentally occurring after receipt of a vaccine.  

Adverse reactions definitions and the TGA listed AEFI and adverse events of special 
interest (AESI) for the Pfizer vaccine and AstraZeneca vaccines are listed in Appendix 
1.  

As part of the vaccine safety surveillance system for the South Australian COVID-19 
Vaccination Program, reports are received and analysed by the South Australian 
Vaccine Safety Surveillance System (SAVSSS). Each report is automatically uploaded 
to the TGA.  Any report requiring follow up is analysed by the COVID-19 Vaccination 
Program - Immunisation Coordination Unit and reported to the COVID-19 Vaccine 
Safety Committee for review.  

This report provides a record of all reports received into SAVSSS on Table 1. 

Details of AEFIs and AESIs received following Pfizer’s COVID-19 Comirnaty vaccine 
and AstraZeneca vaccines administered are recorded on Table 2 and Table 3 
respectively. These will be reviewed by the Committee on weekly basis.  

The report will be tabled up to 24 hours prior to the Committee meeting. 

Table 4 will outlines the Therapeutic Goods Administration COVID-19 vaccine weekly 
safety report.   
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Visual disturbance 12 

Injection site pain restricting limb mobility 11 

Death 10 

Dysgeusia 10 

Insomnia 10 

Migraine 10 

Paresthesia 10 

Vasovagal episode (syncope, faint) +/-tonic clonic movements 10 

Vertigo 10 

Individual Brands AstraZeneca COVID 19 vaccine 450 

Pfizer Comirnaty 216 
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Table 4: Summary of the TGA COVID-19 vaccine AEFI/AESI update 
Total adverse event following immunisation (AEFI) reports received up to 25 April 2021 

Last week, the TGA received a total of 1942 AEFI reports for COVID-19 vaccines, 
including 518 for the Comirnaty vaccine, 1400 for the AstraZeneca COVID-19 vaccine, 
and 24 reports where the vaccine tradename was not reported. The most common 
adverse events reported for COVID-19 vaccines during this period were:  

• Headache
• Muscle pain
• Fever
• Injection site reactions
• Lethargy

Adverse events of special interest reported for the Comirnaty vaccine were: 

• Anaphylaxis (52 reports)
• Bleeding disorder (27 reports)
• Seizure (13 reports)
• Facial weakness (11 reports)
• Loss of sense of taste or smell (9 reports)
• Cardiac event (5 reports)
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Adverse events of special interest reported for the AstraZeneca COVID-19 vaccine 
include: 

• Bleeding disorder (97 reports)
• Anaphylaxis (59 reports)
• Seizure (27 reports)
• Cardiac Event (15 reports)
• Loss of sense of taste or smell (12 reports)
• Low platelets (12 reports)
• Facial weakness (10 reports)
• Liver injury (4 reports)
• Guillian-Barre Syndrome (1 report)

Close monitoring of adverse events involving blood clots with low platelets.  
The TGA received 73 reports of venous thromboembolism for the AstraZeneca COVID-
19 vaccine in Australia during the reporting period to 18 April 2021, including 51 reports 
in the week from 12-18 April. These reports were of blood clots in the veins or arteries 
(including venous thrombosis or venous thromboembolism).  

The overall number of reports received is no higher than the expected background rate 
for the more common type of blood clots in Australia, which occur in around 50 
Australians every day irrespective of their vaccination status.  

The increase in cases of blood clots submitted to the TGA appears to be due to 
reporting of coincidental blood clots unrelated to vaccination, due to increased 
awareness of investigations into a rare and unusual clotting syndrome involving 
thrombosis (blood clots) with thrombocytopenia (low blood platelet count) following the 
AstraZeneca COVID-19 vaccine.  

Published safety information: 

The TGA has published the following COVID-19 safety-related information: 

AstraZeneca ChAdOx1-S COVID-19 vaccine: Three additional Australian cases of TTS 
likely linked to vaccine – 23 April 2021 

A Vaccine Safety Investigation Group (VSIG) was convened by the TGA, has 
concluded that three recently reported cases of thrombosis with thrombocytopenia are 
likely to be linked to vaccination. All three patients are clinically stable, have responded 
well to treatment and are recovering. Whilst meeting the international and UK criteria, 
two of the three cases appear to be milder forms of the syndrome that were recognised 
very early by the treating health professionals and are responding well to treatment. 
There are now six Australian reports of cases of thrombosis with thrombocytopenia 
following the AstraZeneca COVID-19 vaccine.  Five cases are in people aged less than 
50 years, who were vaccinated prior to the decision by the Australian Technical 
Advisory Group on Immunisation (ATAGI) and the announcement by Government on 8 
April 2021 that the Pfizer vaccine was preferred for patients under 50 years old.  
To 22 April there have been about 1.1 million doses of AstraZeneca COVID-19 vaccine 
administered in Australia. 
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List of Tables 
 
Table 1: Summary of all COVID-19 vaccine AEFI report received into SAVSSS as 05/05/2021. 

Table 2: Details of serious adverse events received following Pfizer’s COVID-19 Comirnaty vaccine 
administered 

Table 3: Details of serious adverse events received following AstraZeneca’s COVID-19 Vaccine 
administered 

Table 4: TGA COVID 19 vaccine weekly safety report 

Summary  
 
Vaccination recorded to the Australian Immunisation Register as at 04 May 2021* 
 
Total doses/episodes: 174,063 

Individuals received dose = 148,200  

Individuals received dose 2 = 25,790 

Pfizer doses = 67,446 

AstraZeneca = 106,617 

 

*Latest available data from Australian Immunisation Regsiter report 
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Background 
South Australia’s COVID-19 vaccination program commenced on 22 February 2021 
with Pfizer’s Comirnaty vaccine and on 5 March 2021 with AstraZeneca’s COVID-19 
vaccine.  

An adverse event following immunisation (AEFI) refers to any untoward medical 
occurrence that follows immunisation, whether expected or unexpected, and whether 
triggered by the vaccine or only coincidentally occurring after receipt of a vaccine.  

Adverse reactions definitions and the TGA listed AEFI and adverse events of special 
interest (AESI) for the Pfizer vaccine and AstraZeneca vaccines are listed in Appendix 
1.  

As part of the vaccine safety surveillance system for the South Australian COVID-19 
Vaccination Program, reports are received and analysed by the South Australian 
Vaccine Safety Surveillance System (SAVSSS). Each report is automatically uploaded 
to the TGA.  Any report requiring follow up is analysed by the COVID-19 Vaccination 
Program - Immunisation Coordination Unit and reported to the COVID-19 Vaccine 
Safety Committee for review.  

This report provides a record of all reports received into SAVSSS on Table 1.  

Details of AEFIs and AESIs received following Pfizer’s COVID-19 Comirnaty vaccine 
and AstraZeneca vaccines administered are recorded on Table 2 and Table 3 
respectively. These will be reviewed by the Committee on weekly basis.  

The report will be tabled up to 24 hours prior to the Committee meeting.   

Table 4 will outlines the Therapeutic Goods Administration COVID-19 vaccine weekly 
safety report.   
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Table 4: Summary of the TGA COVID-19 vaccine updates 
Last data reported available on TGA website 25 April 2021 as 5 May 2021 15:30 Total adverse event 
following immunisation (AEFI) reports received up to 25 April 2021.  

This data was presented in Vaccine Safety Surveillance Committee Report 8. 

Once data is updated this report will be included in retrospectively.  
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List of Tables 
 
Table 1: Summary of all COVID-19 vaccine AEFI report received into SAVSSS as 12/05/2021 

Table 2: Details of serious adverse events received following Pfizer’s COVID-19 Comirnaty vaccine 
administered 

Table 3: Details of serious adverse events received following AstraZeneca’s COVID-19 Vaccine 
administered 

Table 4: Special Interest AEFI Topics 

Table 5: Summary of the TGA COVID-19 vaccine updates 

Appendices 

Appendix 1: TGA AEFI/AESI Definitions  

Appendix 2: Adverse reactons Pfizer-Comirnaty (BNT162b2[mRNA]) COVID Vaccine  

Appendix 3: Adverse reactons Pfizer-Comirnaty (BNT162b2[mRNA]) COVID Vaccine 

Summary  
 
Vaccination recorded to the Australian Immunisation Register as at 12 May 2021* 
 
Total doses/episodes: 201,927 

Individuals received dose 1 = 172.078 

Individuals received dose 2 = 29,741 

Pfizer doses = 76,291 

AstraZeneca = 125,636 

 

 

*Latest available data from Australian Immunisation Regsiter report 
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Background 
South Australia’s COVID-19 vaccination program commenced on 22 February 2021 with Pfizer’s 
Comirnaty vaccine and on 5 March 2021 with AstraZeneca’s COVID-19 vaccine.  

An adverse event following immunisation (AEFI) refers to any untoward medical occurrence that follows 
immunisation, whether expected or unexpected, and whether triggered by the vaccine or only 
coincidentally occurring after receipt of a vaccine.  

Adverse reactions definitions and the TGA listed AEFI and adverse events of special interest (AESI) for 
the Pfizer vaccine and AstraZeneca vaccines are listed in Appendix 1.  

As part of the vaccine safety surveillance system for the South Australian COVID-19 Vaccination 
Program, reports are received and analysed by the South Australian Vaccine Safety Surveillance System 
(SAVSSS). Each report is automatically uploaded to the TGA.  Any report requiring follow up is analysed 
by the COVID-19 Vaccination Program - Immunisation Coordination Unit and reported to the COVID-19 
Vaccine Safety Committee for review.  

This report provides a record of all reports received into SAVSSS on Table 1.  

Details of AEFIs and AESIs received following Pfizer’s COVID-19 Comirnaty vaccine and AstraZeneca 
vaccines administered are recorded on Table 2 and Table 3 respectively. These will be reviewed by the 
Committee on weekly basis.  

The report will be tabled up to 24 hours prior to the Committee meeting.   

Table 5 will outlines the Therapeutic Goods Administration COVID-19 vaccine weekly safety report.   
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Individual Brands AstraZeneca COVID 19 vaccine 614 

Pfizer Comirnaty 306 
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Table 2: Events received following Pfizer’s Comirnaty vaccine  
Event ID 
Number 

TGA  
AEFI/AESI 
Cat 

Age and 
Gender  

Incident details Recommendation 
from Committee 

   Date and time vaccinated:  
 
Dose number:  
 
Details:  
 
Treatment:  
 
Medical History:  
 

Uncommon – refer 
back to GP for review 
 
Uncommon – refer 
back to GP 
suggesting Specialist 
review 
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Table 4: Special Interest AEFI Topics:  

  YTD Week 10 

 Total Number of reports  354 45 

 Myalgia 303 35 

 Arthralgia 131 19 

 Abdominal Pain (pancreatitis) 54 (2 pancreatitis) 8 (1 pancreatitis) 

 Chest Pain (chest tightness, angina)  46 13 

 Pain 38 18 

 Clot 33 10 

 Visual disturbance 17 2 

 Epistaxis 16 4 

 Death 15 0 

 Stroke 9 1 

 Atrial fibrillation 8 0 

 Cellulitis at the injection site 5 3 

 Thrombocytopenia 3 2 

 Hyperglycaemia 2 1 

 Miscarriage 1 1 

 Pericaditis 4 3 

 

TGA unmatched reports x 4 

•  
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Table 5: Summary of the TGA COVID-19 vaccine update 

Last data reported available on TGA website 6 May 2021  

https://www.tga.gov.au/periodic/covid-19-vaccine-weekly-safety-report-06-05-2021 
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Appendix 1: TGA listed AEFI and AESI definitions COVID-19 vaccines 

Vaccines, like any medication or natural therapy, can have side effects. An adverse event following 
immunisation (AEFI) refers to any untoward medical occurrence that follows immunisation, whether 
expected or unexpected, and whether triggered by the vaccine or only coincidentally occurring after 
receipt of a vaccine.1  

Adverse event case definitions: 
Adverse reactions observed during clinical studies are listed below according to the following frequency 
categories:  

 Very common (≥ 1/10)  

 Common (≥ 1/100 to < 1/10)  

 Uncommon (≥ 1/1,000 to < 1/100)  

 Rare (≥ 1/10,000 to < 1/1,000)  

 Very rare (< 1/10,000) 

Therapeutic Goods Administration (TGA) definition of serious Adverse Events Following 
Immunisation (AEFI) and Adverse Events of Special Interest (AESI):  

Serious adverse event following immunisation (AEFI): 
Any AEFI that is serious as defined by the WHO Global manual on surveillance of adverse events 
following immunization: 

 results in death – requires rapid escalation. 

 is life-threatening 

 requires in-patient hospitalisation or prolongation of existing hospitalisation 

 results in persistent or significant disability/incapacity 

 is a congenital anomaly/birth defect, or 

 requires intervention to prevent one of the outcomes above. 

Adverse Events of Special Interest (AESI) – COVID-19 vaccines:  

Category 1: AESI related to COVID-19 vaccination in general 
 Generalised convulsion 

 Guillain-Barre Syndrome (GBS) 

 Acute disseminated encephalomyelitis (ADEM)  

 Anaphylaxis 

 Vasculitides (incl. single organ cutaneous vasculitis, Kawasaki Disease) 

 Encephalitis/encephalomyelitis/myelitis (*include transverse myelitis?) 

 Idiopathic peripheral facial nerve palsy (see also Category 2 below) 

 Thrombocytopenia 

 Enhanced disease following immunisation/VAED (also considered a Category 2 & 3 AESI) 

Category 2: AESI relevant to specific vaccine platforms for potential COVID-19 vaccines 
 Nil for the registered COVID-19 vaccines in Australia at this point in time 
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Category 3: AESI related to COVID-19 disease 
 Enhanced disease following immunisation/VAED (also considered a Category 1 & 2 AESI) 

 Multisystem inflammatory syndrome  

 Acute respiratory distress syndrome (ARDS)/vaccine-associated (VA)-ARDS 

 Acute cardiac injury (includes myocarditis, pericarditis, arrhythmias, heart failure, infarction) 

 Coagulation disorder 

 (includes coagulopathy, thrombosis, thromboembolism, internal/external bleed, stroke, 
disseminated intravascular coagulation) 

 Acute kidney injury 

 Acute liver injury 

Category 3: AESI related to COVID-19 disease  
 Anosmia, ageusia 

 Chilblain-like lesions 

 Single organ cutaneous vasculitis 

 Erythema multiforme 

 Subacute thyroiditis 

 Pancreatitis 

 Rhabdomyolysis  

Category 4: AESI related to TGA clinical evaluation  
 Pregnancy and birth outcomes 
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Appendix 2: TGA published AEFI definitions Pfizer COVID-19 vaccine #  

 
# Information sourced from the Therapeutic Goods Administration - Australian product information – Comirnaty™ (bnt162b2 [mRNA]) COV D-19 vaccine. 

*A higher frequency of pyrexia was observed after the 2nd dose. 

†Throughout the safety follow-up period to date, acute peripheral facial paralysis (or palsy) was reported by four participants in the COMIRNATY group. Onset 

was Day 37 after Dose 1 (participant did not receive Dose 2) and Days 3, 9, and 48 after Dose 2. No cases of acute peripheral facial paralysis (or palsy) were 

reported in the placebo group. 
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Appendix 3: TGA published AEFI definitions AstraZeneca COVID-19 vaccine *

Product information for AusPAR - COV D-19 VACCINE ASTRAZENECA – ChAdOx1-S - AstraZeneca Pty Ltd – PM-2020-06115-1- 2 F NAL 15 February 2021 
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1. COVID-19 Vaccine Program Adverse Event Following Immunisation  

Background 
The South Australian COVID-19 vaccination program commenced on 22 February 2021. 

As part of the safety monitoring for this program, a vaccine safety surveillance system for the South 
Australian COVID-19 Vaccination Program actively collects reports on Adverse Events Following 
Immunisation (AEFI) and Adverse Events of Special Interest (AESI).  

An adverse event following immunisation (AEFI) refers to any untoward medical occurrence that follows 
immunisation, whether expected or unexpected, and whether triggered by the vaccine or only 
coincidentally occurring after receipt of a vaccine. Appendices 1 to 3 of this report provide further details 
on (1) a list of Serious AEFI and AESI as highlighted by the TGA within the context of the COVID-19 
vaccination program, (2) frequency of AEFI associated with the Pfizer vaccine and (3) frequency of AEFI 
associated with the  Astra Zeneca vaccines (within the MedDra System Organ Class hierarchy). 

AEFI/AESI reports are received online via the South Australian Vaccine Safety Surveillance System 
(SAVSSS), by phone or infrequently via the DHW Safety Learning System (SLS). Each report received 
through SAVSSS is automatically uploaded to the TGA with any additional reports received through other 
mechanisms that meet the criteria for categorisation as a Serious AEFI or AESI also reported to the TGA 
by the Vaccine Safety Surveillance Team (VSST).  Reports that meet the definition of a Serious AEFI or 
are an identified AESI requiring further analysis i.e. Category 1 AESI (as defined in the Vaccine Safety 
Surveillance – Incident Management and Escalation Matrix) are analysed by the COVID-19 Vaccination 
Program Vaccine Surveillance Safety Team and reported to the COVID-19 Vaccine Safety Surveillance 
Committee (VSSC) for review immediately if/as required, otherwise they are reviewed on a weekly basis 
by the VSSC. 

Case Definitions 

The Brighton Collaboration provides Case Definitions for Category 1 AESI, as follows; 

• Interim Case Definition of Thrombosis with Thrombocytopenia Syndrome (TTS) 
• Generalised convulsion 
• Guillain-Barre Syndrome (GBS) 
• Acute disseminated encephalomyelitis (ADEM)  
• Anaphylaxis 
• Encephalitis/encephalomyelitis/myelitis (*include transverse myelitis?) 
• Idiopathic peripheral facial nerve palsy 
• Thrombocytopenia 
• Enhanced disease following immunisation/VAED 

These Case Definitions inform analysis and classification of reports by the VSST. No Brighton 
Collaboration Case Definition is currently available for ‘Vasculitides (incl. single organ cutaneous 
vasculitis, Kawasaki Disease)’. 
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Summary of Vaccination Activity 
 
Vaccination recorded to the Australian Immunisation Register as at 23/06/2021* 
 
Total doses/episodes: 500,299 

Individuals received dose 1 = 409,598 

Individuals received dose 2 = 89,382 

Pfizer doses = 191,453 (Dose 1: 124,369 – Dose 2: 66,968)  

AstraZeneca doses = 308,846 (Dose 1:285,350 – Dose 2: 22,417) 

*Latest available data from Australian Immunisation Regsiter report 
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Hypertension 23 0.01 

Abdominal Pain 22 0.01 

Diarrhoea 21 0.01 

Rash unspecified 20 0.01 

Tachycardia 20 0.01 

Urticaria 20 0.01 

Vertigo 19 0.01 

Fever mild 18 0.01 

Flushing 17 0.01 

Injection-site pain 17 0.01 

Dyspnoea 16 0.01 

Death 14 0.01 

Sweating 14 0.01 

Menstrual Irregularity 13 0.01 

Vasovagal episode (syncope, faint) +/-tonic clonic 

movements 

12 
0.01 

Itching 11 0.01 

Throat soreness 11 0.01 

Visual disturbance 11 0.01 

Numbness 10 0.01 
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Table 3: TGA reported TTS Summary as at 23 June 2021 YTD: 

Confirmed Probable (deemed to 
meet criteria*, awaiting 
TGA determination)  

Possible Unlikely Unclassified 
on TGA 
listing 

Total 

2 3 4 2 2 13 

Summary of cases: 

 
  

Age    Vaccine  

 

 

53   
 

 

 

 
 

Astra 
Zeneca - 1 

 

 

 

87    
 

 

Astra 
Zeneca - 1 

 

 

 

70   
 

 
 

 Astra 
Zeneca – 1 

 
 

 
 

 

 

 

68   
 

 

 

 
 

Astra 
Zeneca 1 

 

 
 

 

 

 

26    

 

Astra 
Zeneca-1 

 

 
 

 

 

47    

 

Astra 
Zeneca 1 

 

 
 

 

 

72   
 
 
 

 

 
 

Astra 
Zeneca -1 
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58   
 

 

 Astra 
Zeneca – 1 

 

 
 

 

 

 

89   
 

 

   

 Astra 
Zeneca 1 

 

 

 

 

73    Astra 
Zeneca -1 

 

 

 

71    

 
 

Astra 
Zeneca 1 

 

 

 

91   
 

 

 
 

Astra 
Zeneca 1 

- 

 

 

65    
 
 

Astra 
Zeneca 1 

- 

Table 4: TGA unmatched AEFI reports as at 23 June 2021: 

Number unmatched reports: 2 
*Reporter contacted to submit SAVSS

report 

81  
 

76 * 
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Table 7: Summary of the TGA COVID-19 vaccine updates  

Last data reported available on TGA website https://www.tga.gov.au/periodic/covid-19-vaccine-weekly-
safety-report  

TGA weekly report as at 17 June 2021: https://www.tga.gov.au/periodic/covid-19-vaccine-weekly-safety-
report-17-06-2021 
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Appendix 1: TGA listed AEFI and adverse events of special interest (AESI) for the 
Pfizer vaccine and AstraZeneca vaccines 

Vaccines, like any medication or natural therapy, can have side effects. An adverse event following 
immunisation (AEFI) refers to any untoward medical occurrence that follows immunisation, whether 
expected or unexpected, and whether triggered by the vaccine or only coincidentally occurring after 
receipt of a vaccine.1  

Adverse event case definitions: 
Adverse reactions observed during clinical studies are listed below according to the following frequency 
categories:  

 Very common (≥ 1/10)  

 Common (≥ 1/100 to < 1/10)  

 Uncommon (≥ 1/1,000 to < 1/100)  

 Rare (≥ 1/10,000 to < 1/1,000)  

 Very rare (< 1/10,000) 

Therapeutic Goods Administration (TGA) definition of serious Adverse Events Following 
Immunisation (AEFI) and Adverse Events of Special Interest (AESI):  

Serious adverse event following immunisation (AEFI): 
Any AEFI that is serious as defined by the WHO Global manual on surveillance of adverse events 
following immunization: 

 results in death – requires rapid escalation. 

 is life-threatening 

 requires in-patient hospitalisation or prolongation of existing hospitalisation 

 results in persistent or significant disability/incapacity 

 is a congenital anomaly/birth defect, or 

 requires intervention to prevent one of the outcomes above. 

Adverse Events of Special Interest (AESI) – COVID-19 vaccines:  

Category 1: AESI related to COVID-19 vaccination in general 
 Generalised convulsion 

 Guillain-Barre Syndrome (GBS) 

 Acute disseminated encephalomyelitis (ADEM)  

 Anaphylaxis 

 Vasculitides (incl. single organ cutaneous vasculitis, Kawasaki Disease) 

 Encephalitis/encephalomyelitis/myelitis (*include transverse myelitis?) 

 Idiopathic peripheral facial nerve palsy (see also Category 2 below) 

 Thrombocytopenia 

 Enhanced disease following immunisation/VAED (also considered a Category 2 & 3 AESI) 

Category 2: AESI relevant to specific vaccine platforms for potential COVID-19 vaccines 
 Nil for the registered COVID-19 vaccines in Australia at this point in time 
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Category 3: AESI related to COVID-19 disease 
 Enhanced disease following immunisation/VAED (also considered a Category 1 & 2 AESI) 

 Multisystem inflammatory syndrome  

 Acute respiratory distress syndrome (ARDS)/vaccine-associated (VA)-ARDS 

 Acute cardiac injury (includes myocarditis, pericarditis, arrhythmias, heart failure, infarction) 

 Coagulation disorder 

 (includes coagulopathy, thrombosis, thromboembolism, internal/external bleed, stroke, 
disseminated intravascular coagulation) 

 Acute kidney injury 

 Acute liver injury 

Category 3: AESI related to COVID-19 disease  
 Anosmia, ageusia 

 Chilblain-like lesions 

 Single organ cutaneous vasculitis 

 Erythema multiforme 

 Subacute thyroiditis 

 Pancreatitis 

 Rhabdomyolysis  

Category 4: AESI related to TGA clinical evaluation  
 Pregnancy and birth outcomes 
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Appendix 2: TGA published definitions AEFI Pfizer– Comirnaty COVID-19 vaccine# 

# Information sourced from the Therapeutic Goods Administration - Australian product information – Comirnaty™ (bnt162b2 [mRNA]) COV D-19 vaccine. 

*A higher frequency of pyrexia was observed after the 2nd dose.

†Throughout the safety follow-up period to date, acute peripheral facial paralysis (or palsy) was reported by four participants in the COMIRNATY group. Onset 

was Day 37 after Dose 1 (participant did not receive Dose 2) and Days 3, 9, and 48 after Dose 2. No cases of acute peripheral facial paralysis (or palsy) were 

reported in the placebo group.
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Appendix 3: TGA published AEFI definitions AstraZeneca COVID-19 vaccines* 

 
* Product information for AusPAR - COVID-19 VACC NE ASTRAZENECA – ChAdOx1-S - AstraZeneca Pty Ltd – PM-2020-06115-1- 2 FINAL 15 February 2021 
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1. COVID-19 Vaccine Program Adverse Event Following Immunisation  

Background 
The South Australian COVID-19 vaccination program commenced on 22 February 2021. 

As part of the safety monitoring for this program, a vaccine safety surveillance system for the South 
Australian COVID-19 Vaccination Program actively collects reports on Adverse Events Following 
Immunisation (AEFI) and Adverse Events of Special Interest (AESI).  

An adverse event following immunisation (AEFI) refers to any untoward medical occurrence that follows 
immunisation, whether expected or unexpected, and whether triggered by the vaccine or only coincidentally 
occurring after receipt of a vaccine. Appendices 1 to 3 of this report provide further details on (1) a list of 
Serious AEFI and AESI as highlighted by the TGA within the context of the COVID-19 vaccination program, 
(2) frequency of AEFI associated with the Pfizer vaccine and (3) frequency of AEFI associated with the  
Astra Zeneca vaccines (within the MedDra System Organ Class hierarchy). 

AEFI/AESI reports are received online via the South Australian Vaccine Safety Surveillance System 
(SAVSSS), by phone or infrequently via the DHW Safety Learning System (SLS). Each report received 
through SAVSSS is automatically uploaded to the TGA with any additional reports received through other 
mechanisms that meet the criteria for categorisation as a Serious AEFI or AESI also reported to the TGA 
by the Vaccine Safety Surveillance Team (VSST).  Reports that meet the definition of a Serious AEFI or 
are an identified AESI requiring further analysis i.e. Category 1 AESI (as defined in the Vaccine Safety 
Surveillance – Incident Management and Escalation Matrix) are analysed by the COVID-19 Vaccination 
Program Vaccine Surveillance Safety Team and reported to the COVID-19 Vaccine Safety Surveillance 
Committee (VSSC) for review immediately if/as required, otherwise they are reviewed on a weekly basis 
by the VSSC. 

Case Definitions 

The Brighton Collaboration provides Case Definitions for Category 1 AESI, as follows; 

• Interim Case Definition of Thrombosis with Thrombocytopenia Syndrome (TTS) 
• Generalised convulsion 
• Guillain-Barre Syndrome (GBS) 
• Acute disseminated encephalomyelitis (ADEM)  
• Anaphylaxis 
• Encephalitis/encephalomyelitis/myelitis (*include transverse myelitis?) 
• Idiopathic peripheral facial nerve palsy 
• Thrombocytopenia 
• Enhanced disease following immunisation/VAED 

These Case Definitions inform analysis and classification of reports by the VSST. No Brighton Collaboration 
Case Definition is currently available for ‘Vasculitides (incl. single organ cutaneous vasculitis, Kawasaki 
Disease)’. 
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Summary of Vaccination Activity 
 
Vaccination recorded to the Australian Immunisation Register as at 30/06/2021* 
 
Total doses/episodes: 547,277 

Individuals received dose 1 = 438,501 

Individuals received dose 2 = 108,436 

Pfizer doses = 217,315 (Dose 1: 141,188 – Dose 2: 76,008)  

AstraZeneca doses = 329,962 (Dose 1: 297,460 – Dose 2: 32,431) 

*Latest available data from Australian Immunisation Regsiter report 
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Pain 25 4.50 0.01 

Urticaria 25 4.50 0.01 

Abdominal Pain 23 4.14 0.01 

Diarrhoea 22 3.96 0.01 

Rash unspecified 20 3.60 0.01 

Tachycardia 20 3.60 0.01 

Vertigo 20 3.60 0.01 

Dyspnoea 18 3.24 0.01 

Fever mild 18 3.24 0.01 

Flushing 18 3.24 0.01 

Injection-site pain 18 3.24 0.01 

Death 14 2.52 0.01 

Menstrual Irregularity 14 2.52 0.01 

Vasovagal episode (syncope, faint) +/-tonic clonic 

movements 

14 
2.52 

0.01 

Sweating 12 2.16 0.01 

Visual disturbance 12 2.16 0.01 

Itching 11 1.98 0.01 

Numbness 11 1.98 0.01 

Throat soreness 11 1.98 0.01 

Injection-site swelling 10 1.80 0.005 

Oedema 10 1.80 0.005 

Pruritus 10 1.80 0.005 

Shivering 10 1.80 0.005 

Deep vein thrombosis 1 0.18 0.0005 
* Number of symptoms reported against all AEFI’s reported YTD 
** Number of symptoms reported against all vaccinations administered YTD 
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Myocarditis 0 0.00 0 0 0.00 

* Number of Special Interest symptoms reported against all vaccinations administered YTD
** Number of Special Interest symptoms reported that week against total number of Special Interest symptom reported YTD
***Number of Special Interest symptoms reported that week against all vaccinations administered YTD

Table 3: TGA reported TTS Summary as at 30 June 2021 YTD: 

Confirmed Possible Probable Unlikely Unclassified 
on TGA 
listing 

Removed 
from TTS 
listing 
30/6/2021 

Total 

2 3 4 2 1 1 13 

Summary of cases: 

 
  

Age    Vaccine  

 

 

53   
 

 

 

 
 

Astra 
Zeneca - 1 

 

 

 

87    
 

 

Astra 
Zeneca - 1 

 

 

 

70   
 

 
 

 

 
 

Astra 
Zeneca – 1 

 
 

 
 

 

 

 

68   
 

 

 

 
 

Astra 
Zeneca 1 

 

 
 

 

 

 

26    

 

Astra 
Zeneca-1 

 

 
 

 

 

47    

 

Astra 
Zeneca 1 
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72    
 
 
 

 
  

 

 
 

Astra 
Zeneca -1  

  

 
 

 

58    
 

 

 Astra 
Zeneca – 1  

  

 
 

  

 
 

 
 

89    
 

 

   

  Astra 
Zeneca 1 

  

 
 

 
 

 

73      Astra 
Zeneca -1 

 

 

 
 

 
 
 
 
 
 
 

71      

 
  

Astra 
Zeneca 1  

  

 

 

65     
 
  

Astra 
Zeneca 1  

- 

 
 

 
 

91    
  

  

 
  

Astra 
Zeneca 1 

 
 

 
 

 

Table 4: TGA unmatched AEFI reports as at 30 June 2021: 

Number unmatched reports: 2 
*Reporter contacted to submit SAVSS 

report  

81  
* 

76 * 
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Table 7: Summary of the TGA COVID-19 vaccine updates 

Last data reported available on TGA website https://www.tga.gov.au/periodic/covid-19-vaccine-weekly-
safety-report  

TGA weekly report as at 24June 2021: https://www.tga.gov.au/periodic/covid-19-vaccine-weekly-safety-
report-24-06-2021 
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Appendix 1: TGA listed AEFI and adverse events of special interest (AESI) for the 
Pfizer vaccine and AstraZeneca vaccines 

Vaccines, like any medication or natural therapy, can have side effects. An adverse event following 
immunisation (AEFI) refers to any untoward medical occurrence that follows immunisation, whether 
expected or unexpected, and whether triggered by the vaccine or only coincidentally occurring after 
receipt of a vaccine.1  

Adverse event case definitions: 
Adverse reactions observed during clinical studies are listed below according to the following frequency 
categories:  

 Very common (≥ 1/10)  

 Common (≥ 1/100 to < 1/10)  

 Uncommon (≥ 1/1,000 to < 1/100)  

 Rare (≥ 1/10,000 to < 1/1,000)  

 Very rare (< 1/10,000) 

Therapeutic Goods Administration (TGA) definition of serious Adverse Events Following 
Immunisation (AEFI) and Adverse Events of Special Interest (AESI):  

Serious adverse event following immunisation (AEFI): 
Any AEFI that is serious as defined by the WHO Global manual on surveillance of adverse events 
following immunization: 

 results in death – requires rapid escalation. 

 is life-threatening 

 requires in-patient hospitalisation or prolongation of existing hospitalisation 

 results in persistent or significant disability/incapacity 

 is a congenital anomaly/birth defect, or 

 requires intervention to prevent one of the outcomes above. 

Adverse Events of Special Interest (AESI) – COVID-19 vaccines:  

Category 1: AESI related to COVID-19 vaccination in general 
 Generalised convulsion 

 Guillain-Barre Syndrome (GBS) 

 Acute disseminated encephalomyelitis (ADEM)  

 Anaphylaxis 

 Vasculitides (incl. single organ cutaneous vasculitis, Kawasaki Disease) 

 Encephalitis/encephalomyelitis/myelitis (*include transverse myelitis?) 

 Idiopathic peripheral facial nerve palsy (see also Category 2 below) 

 Thrombocytopenia 

 Enhanced disease following immunisation/VAED (also considered a Category 2 & 3 AESI) 

Category 2: AESI relevant to specific vaccine platforms for potential COVID-19 vaccines 
 Nil for the registered COVID-19 vaccines in Australia at this point in time 
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Category 3: AESI related to COVID-19 disease 
 Enhanced disease following immunisation/VAED (also considered a Category 1 & 2 AESI) 

 Multisystem inflammatory syndrome  

 Acute respiratory distress syndrome (ARDS)/vaccine-associated (VA)-ARDS 

 Acute cardiac injury (includes myocarditis, pericarditis, arrhythmias, heart failure, infarction) 

 Coagulation disorder 

 (includes coagulopathy, thrombosis, thromboembolism, internal/external bleed, stroke, 
disseminated intravascular coagulation) 

 Acute kidney injury 

 Acute liver injury 

Category 3: AESI related to COVID-19 disease  
 Anosmia, ageusia 

 Chilblain-like lesions 

 Single organ cutaneous vasculitis 

 Erythema multiforme 

 Subacute thyroiditis 

 Pancreatitis 

 Rhabdomyolysis  

Category 4: AESI related to TGA clinical evaluation  
 Pregnancy and birth outcomes 
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Appendix 2: TGA published definitions AEFI Pfizer– Comirnaty COVID-19 vaccine#  

 
# Information sourced from the Therapeutic Goods Administration - Australian product information – Comirnaty™ (bnt162b2 [mRNA]) COV D-19 vaccine. 

*A higher frequency of pyrexia was observed after the 2nd dose. 

†Throughout the safety follow-up period to date, acute peripheral facial paralysis (or palsy) was reported by four participants in the COMIRNATY group. Onset 

was Day 37 after Dose 1 (participant did not receive Dose 2) and Days 3, 9, and 48 after Dose 2. No cases of acute peripheral facial paralysis (or palsy) were 

reported in the placebo group. 
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Appendix 3: TGA published AEFI definitions AstraZeneca COVID-19 vaccines* 

 
* Product information for AusPAR - COVID-19 VACC NE ASTRAZENECA – ChAdOx1-S - AstraZeneca Pty Ltd – PM-2020-06115-1- 2 FINAL 15 February 2021 
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1. COVID-19 Vaccine Program Adverse Event Following Immunisation  

Background 
The South Australian COVID-19 vaccination program commenced on 22 February 2021. 

As part of the safety monitoring for this program, a vaccine safety surveillance system for the South 
Australian COVID-19 Vaccination Program actively collects reports on Adverse Events Following 
Immunisation (AEFI) and Adverse Events of Special Interest (AESI).  

An adverse event following immunisation (AEFI) refers to any untoward medical occurrence that follows 
immunisation, whether expected or unexpected, and whether triggered by the vaccine or only coincidentally 
occurring after receipt of a vaccine. Appendices 1 to 3 of this report provide further details on (1) a list of 
Serious AEFI and AESI as highlighted by the TGA within the context of the COVID-19 vaccination program, 
(2) frequency of AEFI associated with the Pfizer vaccine and (3) frequency of AEFI associated with the  
Astra Zeneca vaccines (within the MedDra System Organ Class hierarchy). 

AEFI/AESI reports are received online via the South Australian Vaccine Safety Surveillance System 
(SAVSSS), by phone or infrequently via the DHW Safety Learning System (SLS). Each report received 
through SAVSSS is automatically uploaded to the TGA with any additional reports received through other 
mechanisms that meet the criteria for categorisation as a Serious AEFI or AESI also reported to the TGA 
by the Vaccine Safety Surveillance Team (VSST).  Reports that meet the definition of a Serious AEFI or 
are an identified AESI requiring further analysis i.e. Category 1 AESI (as defined in the Vaccine Safety 
Surveillance – Incident Management and Escalation Matrix) are analysed by the COVID-19 Vaccination 
Program Vaccine Surveillance Safety Team and reported to the COVID-19 Vaccine Safety Surveillance 
Committee (VSSC) for review immediately if/as required, otherwise they are reviewed on a weekly basis 
by the VSSC. 

Case Definitions 

The Brighton Collaboration provides Case Definitions for Category 1 AESI, as follows; 

• Interim Case Definition of Thrombosis with Thrombocytopenia Syndrome (TTS) 
• Generalised convulsion 
• Guillain-Barre Syndrome (GBS) 
• Acute disseminated encephalomyelitis (ADEM)  
• Anaphylaxis 
• Encephalitis/encephalomyelitis/myelitis (*include transverse myelitis?) 
• Idiopathic peripheral facial nerve palsy 
• Thrombocytopenia 
• Enhanced disease following immunisation/VAED 

These Case Definitions inform analysis and classification of reports by the VSST. No Brighton Collaboration 
Case Definition is currently available for ‘Vasculitides (incl. single organ cutaneous vasculitis, Kawasaki 
Disease)’. 
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Summary of Vaccination Activity 
 
Vaccination recorded to the Australian Immunisation Register as at 07/07/2021* 
 
Total doses/episodes: 625, 748 

Individuals received dose 1 = 477,266 

Individuals received dose 2 = 148,482 

Pfizer doses = 256,108 (Dose 1: 164,013 – Dose 2: 92,095)  

AstraZeneca doses = 369,842 (Dose 1: 313,450 – Dose 2: 56,392) 

*Latest available data from Australian Immunisation Regsiter report 
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 Death 14 0.01 0 0.00 0.00 

 Herpes zoster 3 0.00 0 0.00 0.00 

 Pulmonary embolism 3 0.001 1 33.33 0.0004 

 Atrial fibrillation 1 0.000 0 0.00 0.00 

 Hyperglycaemia 2 0.001 1 50.00 0.0004 

 Cerebral vascular accident 
see Stroke 

0 0.000 0 0.00 0.00 

 Stroke 4 0.002 0 0.00 0.000 

 Thrombocytopenia 1 0.000 0 0.00 0.00 

 Bells Palsy 1 0.000 0 0.00 0.00 

 Anaphylaxis 3 0.001 0 0.00 0.00 

 Angina pectoris 0 0.000 0 0.00 0.00 

 Pericarditis 6 0.002 2 33.33 0.0008 

 Arthritis 4 0.002 0 0.00 0.00 

 Menstrual Irregularity 14 0.005 0 0.00 0.00 

 Exacerbation of existing 

medical condition  

4 0.000 0 0.00 0.00 

 Miscarriage 1 0.000 0 0.00 0.00 

* Number of Special Interest symptoms reported against all vaccinations administered YTD 
** Number of Special Interest symptoms reported that week against total number of Special Interest symptom reported YTD 
***Number of Special Interest symptoms reported that week against all vaccinations administered YTD 

Table 3: TGA reported TTS Summary as at 7 July 2021 YTD:  

Confirmed  Probable Unclassified on 
TGA listing  

Removed from TTS 
listing 6/7/21 

 Total 

3 1 1  

*removed from list 
30/6/21 & added 
back to list 6/7/21 

8  13 
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Summary of cases: # indicates the case is also for AEFI discussion in Table 5  

 
  

Age / 

  

   Vaccine    

  72    
 

 

  

 Astra 
Zeneca - 1 

  

 

 

53    
 

 

  

 
  

Astra 
Zeneca - 1 

  

  

 

87      
 

 

Astra 
Zeneca - 1 

  

 
 

 

58    
 

 

 Astra 
Zeneca – 1  

  

 
 

  

 

 

65     
 
  

Astra 
Zeneca 1  

- 

 
 

 
 

91    
  

  

 
  

Astra 
Zeneca 1 

 
 

 
 

 

Table 4: TGA unmatched AEFI reports as at 07/07/2021 YTD:  

Number unmatched reports: 2 
*Reporter contacted to submit SAVSS 

report  

56  

76  
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Table 7: Summary of the TGA COVID-19 vaccine updates: 

Last data reported available on TGA website https://www.tga.gov.au/periodic/covid-19-vaccine-weekly-
safety-report  

TGA weekly report as at 01 July 2021: https://www.tga.gov.au/periodic/covid-19-vaccine-weekly-safety-
report-01-07-2021  
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Appendix 1: TGA listed AEFI and adverse events of special interest (AESI) for the 
Pfizer vaccine and AstraZeneca vaccines 

Vaccines, like any medication or natural therapy, can have side effects. An adverse event following 
immunisation (AEFI) refers to any untoward medical occurrence that follows immunisation, whether 
expected or unexpected, and whether triggered by the vaccine or only coincidentally occurring after 
receipt of a vaccine.1  

Adverse event case definitions: 
Adverse reactions observed during clinical studies are listed below according to the following frequency 
categories:  

 Very common (≥ 1/10)  

 Common (≥ 1/100 to < 1/10)  

 Uncommon (≥ 1/1,000 to < 1/100)  

 Rare (≥ 1/10,000 to < 1/1,000)  

 Very rare (< 1/10,000) 

Therapeutic Goods Administration (TGA) definition of serious Adverse Events Following 
Immunisation (AEFI) and Adverse Events of Special Interest (AESI):  

Serious adverse event following immunisation (AEFI): 
Any AEFI that is serious as defined by the WHO Global manual on surveillance of adverse events 
following immunization: 

 results in death – requires rapid escalation. 

 is life-threatening 

 requires in-patient hospitalisation or prolongation of existing hospitalisation 

 results in persistent or significant disability/incapacity 

 is a congenital anomaly/birth defect, or 

 requires intervention to prevent one of the outcomes above. 

Adverse Events of Special Interest (AESI) – COVID-19 vaccines:  

Category 1: AESI related to COVID-19 vaccination in general 
 Generalised convulsion 

 Guillain-Barre Syndrome (GBS) 

 Acute disseminated encephalomyelitis (ADEM)  

 Anaphylaxis 

 Vasculitides (incl. single organ cutaneous vasculitis, Kawasaki Disease) 

 Encephalitis/encephalomyelitis/myelitis (*include transverse myelitis?) 

 Idiopathic peripheral facial nerve palsy (see also Category 2 below) 

 Thrombocytopenia 

 Enhanced disease following immunisation/VAED (also considered a Category 2 & 3 AESI) 

Category 2: AESI relevant to specific vaccine platforms for potential COVID-19 vaccines 
 Nil for the registered COVID-19 vaccines in Australia at this point in time 
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Category 3: AESI related to COVID-19 disease 
 Enhanced disease following immunisation/VAED (also considered a Category 1 & 2 AESI) 

 Multisystem inflammatory syndrome  

 Acute respiratory distress syndrome (ARDS)/vaccine-associated (VA)-ARDS 

 Acute cardiac injury (includes myocarditis, pericarditis, arrhythmias, heart failure, infarction) 

 Coagulation disorder 

 (includes coagulopathy, thrombosis, thromboembolism, internal/external bleed, stroke, 
disseminated intravascular coagulation) 

 Acute kidney injury 

 Acute liver injury 

Category 3: AESI related to COVID-19 disease  
 Anosmia, ageusia 

 Chilblain-like lesions 

 Single organ cutaneous vasculitis 

 Erythema multiforme 

 Subacute thyroiditis 

 Pancreatitis 

 Rhabdomyolysis  

Category 4: AESI related to TGA clinical evaluation  
 Pregnancy and birth outcomes 
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Appendix 2: TGA published definitions AEFI Pfizer– Comirnaty COVID-19 vaccine#  

 
# Information sourced from the Therapeutic Goods Administration - Australian product information – Comirnaty™ (bnt162b2 [mRNA]) COV D-19 vaccine. 

*A higher frequency of pyrexia was observed after the 2nd dose. 

†Throughout the safety follow-up period to date, acute peripheral facial paralysis (or palsy) was reported by four participants in the COMIRNATY group. Onset 

was Day 37 after Dose 1 (participant did not receive Dose 2) and Days 3, 9, and 48 after Dose 2. No cases of acute peripheral facial paralysis (or palsy) were 

reported in the placebo group. 
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Appendix 3: TGA published AEFI definitions AstraZeneca COVID-19 vaccines* 

 
* Product information for AusPAR - COVID-19 VACC NE ASTRAZENECA – ChAdOx1-S - AstraZeneca Pty Ltd – PM-2020-06115-1- 2 FINAL 15 February 2021 
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1. COVID-19 Vaccine Program Adverse Event Following Immunisation  

Background 
The South Australian COVID-19 vaccination program commenced on 22 February 2021. 

As part of the safety monitoring for this program, a vaccine safety surveillance system for the South 
Australian COVID-19 Vaccination Program actively collects reports on Adverse Events Following 
Immunisation (AEFI) and Adverse Events of Special Interest (AESI).  

An adverse event following immunisation (AEFI) refers to any untoward medical occurrence that follows 
immunisation, whether expected or unexpected, and whether triggered by the vaccine or only coincidentally 
occurring after receipt of a vaccine. Appendices 1 to 3 of this report provide further details on (1) a list of 
Serious AEFI and AESI as highlighted by the TGA within the context of the COVID-19 vaccination program, 
(2) frequency of AEFI associated with the Pfizer vaccine and (3) frequency of AEFI associated with the  
Astra Zeneca vaccines (within the MedDra System Organ Class hierarchy). 

AEFI/AESI reports are received online via the South Australian Vaccine Safety Surveillance System 
(SAVSSS), by phone or infrequently via the DHW Safety Learning System (SLS). Each report received 
through SAVSSS is automatically uploaded to the TGA with any additional reports received through other 
mechanisms that meet the criteria for categorisation as a Serious AEFI or AESI also reported to the TGA 
by the Vaccine Safety Surveillance Team (VSST).  Reports that meet the definition of a Serious AEFI or 
are an identified AESI requiring further analysis i.e. Category 1 AESI (as defined in the Vaccine Safety 
Surveillance – Incident Management and Escalation Matrix) are analysed by the COVID-19 Vaccination 
Program Vaccine Surveillance Safety Team and reported to the COVID-19 Vaccine Safety Surveillance 
Committee (VSSC) for review immediately if/as required, otherwise they are reviewed on a weekly basis 
by the VSSC. 

Case Definitions 

The Brighton Collaboration provides Case Definitions for Category 1 AESI, as follows; 

• Interim Case Definition of Thrombosis with Thrombocytopenia Syndrome (TTS) 
• Generalised convulsion 
• Guillain-Barre Syndrome (GBS) 
• Acute disseminated encephalomyelitis (ADEM)  
• Anaphylaxis 
• Encephalitis/encephalomyelitis/myelitis (*include transverse myelitis?) 
• Idiopathic peripheral facial nerve palsy 
• Thrombocytopenia 
• Enhanced disease following immunisation/VAED 

These Case Definitions inform analysis and classification of reports by the VSST. No Brighton Collaboration 
Case Definition is currently available for ‘Vasculitides (incl. single organ cutaneous vasculitis, Kawasaki 
Disease)’. 
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Summary of Vaccination Activity 
 
Vaccination recorded to the Australian Immunisation Register as at 13/07/2021* 
 
Total doses/episodes: 667,858 

Individuals received dose 1 = 495,800 

Individuals received dose 2 = 172,058 

AstraZeneca doses = 387,883 (Dose 1: 320,287 – Dose 2: 67,596) 

Pfizer doses = 280,181 (Dose 1: 175,714 – Dose 2: 104,467)  

*Latest available data from Australian Immunisation Regsiter report 
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Table 7: Summary of the TGA COVID-19 vaccine updates: 

Last data reported available on TGA website https://www.tga.gov.au/periodic/covid-19-vaccine-weekly-
safety-report  

TGA weekly report as at 08 July 2021: https://www.tga.gov.au/periodic/covid-19-vaccine-weekly-safety-
report-08-07-2021 
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Appendix 1: TGA listed AEFI and adverse events of special interest (AESI) for the 
Pfizer vaccine and AstraZeneca vaccines 

Vaccines, like any medication or natural therapy, can have side effects. An adverse event following 
immunisation (AEFI) refers to any untoward medical occurrence that follows immunisation, whether 
expected or unexpected, and whether triggered by the vaccine or only coincidentally occurring after 
receipt of a vaccine.1  

Adverse event case definitions: 
Adverse reactions observed during clinical studies are listed below according to the following frequency 
categories:  

> Very common (≥ 1/10)  

> Common (≥ 1/100 to < 1/10)  

> Uncommon (≥ 1/1,000 to < 1/100)  

> Rare (≥ 1/10,000 to < 1/1,000)  

> Very rare (< 1/10,000) 

Therapeutic Goods Administration (TGA) definition of serious Adverse Events Following 
Immunisation (AEFI) and Adverse Events of Special Interest (AESI):  

Serious adverse event following immunisation (AEFI): 
Any AEFI that is serious as defined by the WHO Global manual on surveillance of adverse events 
following immunization: 

> results in death – requires rapid escalation. 

> is life-threatening 

> requires in-patient hospitalisation or prolongation of existing hospitalisation 

> results in persistent or significant disability/incapacity 

> is a congenital anomaly/birth defect, or 

> requires intervention to prevent one of the outcomes above. 

Adverse Events of Special Interest (AESI) – COVID-19 vaccines:  

Category 1: AESI related to COVID-19 vaccination in general 
> Generalised convulsion 

> Guillain-Barre Syndrome (GBS) 

> Acute disseminated encephalomyelitis (ADEM)  

> Anaphylaxis 

> Vasculitides (incl. single organ cutaneous vasculitis, Kawasaki Disease) 

> Encephalitis/encephalomyelitis/myelitis (*include transverse myelitis?) 

> Idiopathic peripheral facial nerve palsy (see also Category 2 below) 

> Thrombocytopenia 

> Enhanced disease following immunisation/VAED (also considered a Category 2 & 3 AESI) 

Category 2: AESI relevant to specific vaccine platforms for potential COVID-19 vaccines 
> Nil for the registered COVID-19 vaccines in Australia at this point in time 
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Category 3: AESI related to COVID-19 disease 
> Enhanced disease following immunisation/VAED (also considered a Category 1 & 2 AESI) 

> Multisystem inflammatory syndrome  

> Acute respiratory distress syndrome (ARDS)/vaccine-associated (VA)-ARDS 

> Acute cardiac injury (includes myocarditis, pericarditis, arrhythmias, heart failure, infarction) 

> Coagulation disorder 

> (includes coagulopathy, thrombosis, thromboembolism, internal/external bleed, stroke, 
disseminated intravascular coagulation) 

> Acute kidney injury 

> Acute liver injury 

Category 3: AESI related to COVID-19 disease  
> Anosmia, ageusia 

> Chilblain-like lesions 

> Single organ cutaneous vasculitis 

> Erythema multiforme 

> Subacute thyroiditis 

> Pancreatitis 

> Rhabdomyolysis  

Category 4: AESI related to TGA clinical evaluation  
> Pregnancy and birth outcomes 
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Appendix 2: TGA published definitions AEFI Pfizer– Comirnaty COVID-19 vaccine#  

 
# Information sourced from the Therapeutic Goods Administration - Australian product information – Comirnaty™ (bnt162b2 [mRNA]) COVID-19 vaccine. 

*A higher frequency of pyrexia was observed after the 2nd dose. 

†Throughout the safety follow-up period to date, acute peripheral facial paralysis (or palsy) was reported by four participants in the COMIRNATY group. Onset 

was Day 37 after Dose 1 (participant did not receive Dose 2) and Days 3, 9, and 48 after Dose 2. No cases of acute peripheral facial paralysis (or palsy) were 

reported in the placebo group. 
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Appendix 3: TGA published AEFI definitions AstraZeneca COVID-19 vaccines* 

 
* Product information for AusPAR - COVID-19 VACC NE ASTRAZENECA – ChAdOx1-S - AstraZeneca Pty Ltd – PM-2020-06115-1- 2 FINAL 15 February 2021 
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1. COVID-19 Vaccine Program Adverse Event Following Immunisation  

Background 
The South Australian COVID-19 vaccination program commenced on 22 February 2021. 

As part of the safety monitoring for this program, a vaccine safety surveillance system for the South 
Australian COVID-19 Vaccination Program actively collects reports on Adverse Events Following 
Immunisation (AEFI) and Adverse Events of Special Interest (AESI).  

An adverse event following immunisation (AEFI) refers to any untoward medical occurrence that follows 
immunisation, whether expected or unexpected, and whether triggered by the vaccine or only coincidentally 
occurring after receipt of a vaccine. Appendices 1 to 3 of this report provide further details on (1) a list of 
Serious AEFI and AESI as highlighted by the TGA within the context of the COVID-19 vaccination program, 
(2) frequency of AEFI associated with the Pfizer vaccine and (3) frequency of AEFI associated with the  
Astra Zeneca vaccines (within the MedDra System Organ Class hierarchy). 

AEFI/AESI reports are received online via the South Australian Vaccine Safety Surveillance System 
(SAVSSS), by phone or infrequently via the DHW Safety Learning System (SLS). Each report received 
through SAVSSS is automatically uploaded to the TGA with any additional reports received through other 
mechanisms that meet the criteria for categorisation as a Serious AEFI or AESI also reported to the TGA 
by the Vaccine Safety Surveillance Team (VSST).  Reports that meet the definition of a Serious AEFI or 
are an identified AESI requiring further analysis i.e. Category 1 AESI (as defined in the Vaccine Safety 
Surveillance – Incident Management and Escalation Matrix) are analysed by the COVID-19 Vaccination 
Program Vaccine Surveillance Safety Team and reported to the COVID-19 Vaccine Safety Surveillance 
Committee (VSSC) for review immediately if/as required, otherwise they are reviewed on a weekly basis 
by the VSSC. 

Case Definitions 

The Brighton Collaboration provides Case Definitions for Category 1 AESI, as follows; 

• Interim Case Definition of Thrombosis with Thrombocytopenia Syndrome (TTS) 
• Generalised convulsion 
• Guillain-Barre Syndrome (GBS) 
• Acute disseminated encephalomyelitis (ADEM)  
• Anaphylaxis 
• Encephalitis/encephalomyelitis/myelitis (*include transverse myelitis?) 
• Idiopathic peripheral facial nerve palsy 
• Thrombocytopenia 
• Enhanced disease following immunisation/VAED 

These Case Definitions inform analysis and classification of reports by the VSST. No Brighton Collaboration 
Case Definition is currently available for ‘Vasculitides (incl. single organ cutaneous vasculitis, Kawasaki 
Disease)’. 
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Summary of Vaccination Activity 
 
Vaccination recorded to the Australian Immunisation Register as at 20/07/2021* 
 
Total doses/episodes: 734,717 

Individuals received dose 1 = 526,673 

Individuals received dose 2 = 208,044 

AstraZeneca doses = 413,831 (Dose 1: 329,536 – Dose 2: 84,295) 

Pfizer doses = 321,130 (Dose 1: 197,375 – Dose 2: 123,755)  

*Latest available data from Australian Immunisation Regsiter report 
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 Thrombocytopenia 1 0.0003 0 0.000 0.0000 

 Bells Palsy 1 0.0003 0 0.000 0.0000 

 Anaphylaxis 4 0.0012 1 25.000 0.0003 

 Angina pectoris 0 0.0000 0 0.000 0.0000 

 Pericarditis 7 0.0022 0 0.000 0.0000 

 Arthritis 4 0.0012 0 0.000 0.0000 

 Menstrual Irregularity 16 0.0050 0 0.000 0.0000 

 Exacerbation of existing 

medical condition  

10 0.0031 3 0.000 0.0009 

 Miscarriage 1 0.0003 0 0.000 0.0000 

* Number of Special Interest symptoms reported against all vaccinations administered YTD 
** Number of Special Interest symptoms reported that week against total number of Special Interest symptom reported YTD 
***Number of Special Interest symptoms reported that week against all vaccinations administered YTD 

Table 3: TGA reported TTS Summary as at 20 July 2021 YTD:  

Confirmed  Probable Unlikely  Unclassified  Removed from TTS 
listing 13/7/21 

Total 

3 3 1 1 
 

7 

(*1 removed from list 
30/6/21 & added back 

to list 6/7/21 & 
removed 13/7/21) 

15 

 

Summary of cases:  

 
  

Age / 

  

   Vaccine    

 

 

72    
 

 

  

 Astra 
Zeneca - 1 

  

 

 

53    
 

 

  

 
  

Astra 
Zeneca - 1 

  

  

 

87      
 

 

Astra 
Zeneca - 1 
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58    
 

 

 Astra 
Zeneca – 1  

  

 
 

  

 

 

59    
 

 
  

 

 
 

Astra 
Zeneca – 1  

  

 

 

65     
 
  

Astra 
Zeneca 1  

- 

 
 

 
 

91    
  

  

 
  

Astra 
Zeneca 1 

 
 

 
 

 

 

Table 4: TGA unmatched AEFI reports as at 20/07/2021 YTD:  

Number unmatched reports: 6 
*Reporter contacted to submit SAVSS 

report  

56 * 

76 * 

49    

65   

71   

85   
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Appendix 1: TGA listed AEFI and adverse events of special interest (AESI) for the 
Pfizer vaccine and AstraZeneca vaccines 

Vaccines, like any medication or natural therapy, can have side effects. An adverse event following 
immunisation (AEFI) refers to any untoward medical occurrence that follows immunisation, whether 
expected or unexpected, and whether triggered by the vaccine or only coincidentally occurring after 
receipt of a vaccine.1  

Adverse event case definitions: 
Adverse reactions observed during clinical studies are listed below according to the following frequency 
categories:  

 Very common (≥ 1/10)  

 Common (≥ 1/100 to < 1/10)  
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 Uncommon (≥ 1/1,000 to < 1/100)  

 Rare (≥ 1/10,000 to < 1/1,000)  

 Very rare (< 1/10,000) 

Therapeutic Goods Administration (TGA) definition of serious Adverse Events Following 
Immunisation (AEFI) and Adverse Events of Special Interest (AESI):  

Serious adverse event following immunisation (AEFI): 
Any AEFI that is serious as defined by the WHO Global manual on surveillance of adverse events 
following immunization: 

 results in death – requires rapid escalation. 

 is life-threatening 

 requires in-patient hospitalisation or prolongation of existing hospitalisation 

 results in persistent or significant disability/incapacity 

 is a congenital anomaly/birth defect, or 

 requires intervention to prevent one of the outcomes above. 

Adverse Events of Special Interest (AESI) – COVID-19 vaccines:  

Category 1: AESI related to COVID-19 vaccination in general 
 Generalised convulsion 

 Guillain-Barre Syndrome (GBS) 

 Acute disseminated encephalomyelitis (ADEM)  

 Anaphylaxis 

 Vasculitides (incl. single organ cutaneous vasculitis, Kawasaki Disease) 

 Encephalitis/encephalomyelitis/myelitis (*include transverse myelitis?) 

 Idiopathic peripheral facial nerve palsy (see also Category 2 below) 

 Thrombocytopenia 

 Enhanced disease following immunisation/VAED (also considered a Category 2 & 3 AESI) 

Category 2: AESI relevant to specific vaccine platforms for potential COVID-19 vaccines 
 Nil for the registered COVID-19 vaccines in Australia at this point in time 

Category 3: AESI related to COVID-19 disease 
 Enhanced disease following immunisation/VAED (also considered a Category 1 & 2 AESI) 

 Multisystem inflammatory syndrome  

 Acute respiratory distress syndrome (ARDS)/vaccine-associated (VA)-ARDS 

 Acute cardiac injury (includes myocarditis, pericarditis, arrhythmias, heart failure, infarction) 

 Coagulation disorder 

 (includes coagulopathy, thrombosis, thromboembolism, internal/external bleed, stroke, 
disseminated intravascular coagulation) 

 Acute kidney injury 

 Acute liver injury 
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Category 3: AESI related to COVID-19 disease  
 Anosmia, ageusia 

 Chilblain-like lesions 

 Single organ cutaneous vasculitis 

 Erythema multiforme 

 Subacute thyroiditis 

 Pancreatitis 

 Rhabdomyolysis  

Category 4: AESI related to TGA clinical evaluation  
 Pregnancy and birth outcomes 
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Appendix 2: TGA published definitions AEFI Pfizer– Comirnaty COVID-19 vaccine#  

 
# Information sourced from the Therapeutic Goods Administration - Australian product information – Comirnaty™ (bnt162b2 [mRNA]) COV D-19 vaccine. 

*A higher frequency of pyrexia was observed after the 2nd dose. 

†Throughout the safety follow-up period to date, acute peripheral facial paralysis (or palsy) was reported by four participants in the COMIRNATY group. Onset 

was Day 37 after Dose 1 (participant did not receive Dose 2) and Days 3, 9, and 48 after Dose 2. No cases of acute peripheral facial paralysis (or palsy) were 

reported in the placebo group. 
  



22 
 

Appendix 3: TGA published AEFI definitions AstraZeneca COVID-19 vaccines* 

 
* Product information for AusPAR - COVID-19 VACC NE ASTRAZENECA – ChAdOx1-S - AstraZeneca Pty Ltd – PM-2020-06115-1- 2 FINAL 15 February 2021 
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1. COVID-19 Vaccine Program Adverse Event Following Immunisation  

Background 
The South Australian COVID-19 vaccination program commenced on 22 February 2021. 

As part of the safety monitoring for this program, a vaccine safety surveillance system for the South 
Australian COVID-19 Vaccination Program actively collects reports on Adverse Events Following 
Immunisation (AEFI) and Adverse Events of Special Interest (AESI).  

An adverse event following immunisation (AEFI) refers to any untoward medical occurrence that follows 
immunisation, whether expected or unexpected, and whether triggered by the vaccine or only coincidentally 
occurring after receipt of a vaccine. Appendices 1 to 3 of this report provide further details on (1) a list of 
Serious AEFI and AESI as highlighted by the TGA within the context of the COVID-19 vaccination program, 
(2) frequency of AEFI associated with the Pfizer vaccine and (3) frequency of AEFI associated with the  
Astra Zeneca vaccines (within the MedDra System Organ Class hierarchy). 

AEFI/AESI reports are received online via the South Australian Vaccine Safety Surveillance System 
(SAVSSS), by phone or infrequently via the DHW Safety Learning System (SLS). Each report received 
through SAVSSS is automatically uploaded to the TGA with any additional reports received through other 
mechanisms that meet the criteria for categorisation as a Serious AEFI or AESI also reported to the TGA 
by the Vaccine Safety Surveillance Team (VSST).  Reports that meet the definition of a Serious AEFI or 
are an identified AESI requiring further analysis i.e. Category 1 AESI (as defined in the Vaccine Safety 
Surveillance – Incident Management and Escalation Matrix) are analysed by the COVID-19 Vaccination 
Program Vaccine Surveillance Safety Team and reported to the COVID-19 Vaccine Safety Surveillance 
Committee (VSSC) for review immediately if/as required, otherwise they are reviewed on a weekly basis 
by the VSSC. 

Case Definitions 

The Brighton Collaboration provides Case Definitions for Category 1 AESI, as follows; 

• Interim Case Definition of Thrombosis with Thrombocytopenia Syndrome (TTS) 
• Generalised convulsion 
• Guillain-Barre Syndrome (GBS) 
• Acute disseminated encephalomyelitis (ADEM)  
• Anaphylaxis 
• Encephalitis/encephalomyelitis/myelitis (*include transverse myelitis?) 
• Idiopathic peripheral facial nerve palsy 
• Thrombocytopenia 
• Enhanced disease following immunisation/VAED 

These Case Definitions inform analysis and classification of reports by the VSST. No Brighton Collaboration 
Case Definition is currently available for ‘Vasculitides (incl. single organ cutaneous vasculitis, Kawasaki 
Disease)’. 
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Summary of Vaccination Activity 
 
Vaccination recorded to the Australian Immunisation Register as at 21/07/2021* 
 
Total doses/episodes: 813,474 

Individuals received dose 1 = 566,724 

Individuals received dose 2 = 246,750 

AstraZeneca doses = 444,333 (Dose 1: 340,920 – Dose 2: 103,413) 

Pfizer doses = 369,440 (Dose 1: 226,096 – Dose 2: 143,344)  

*Latest available data from Australian Immunisation Regsiter report 
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 Hyperglycaemia 2 0.001 0 0.000 0.000 

 Cerebral vascular accident 
see Stroke 

0 0.000 0 0.000 0.000 

 Stroke 4 0.001 0 0.000 0.000 

 Thrombocytopenia 1 0.000 0 0.000 0.000 

 Bells Palsy 2 0.001 1 50.000 0.000 

 Anaphylaxis 5 0.001 1 20.000 0.000 

 Angina pectoris 0 0.000 0 0.000 0.000 

 Pericarditis 8 0.002 1 12.500 0.000 

 Arthritis 4 0.001 0 0.000 0.000 

 Menstrual Irregularity 20 0.005 4 20.000 0.001 

 Exacerbation of existing 
medical condition  

13 0.004 3 0.000 0.001 

 Miscarriage 1 0.000 0 0.000 0.000 
* Number of Special Interest symptoms reported against all vaccinations administered YTD 
** Number of Special Interest symptoms reported that week against total number of Special Interest symptom reported YTD 
***Number of Special Interest symptoms reported that week against all vaccinations administered YTD 

Table 3: TGA reported TTS Summary as at 27 July 2021 YTD:  

Confirmed  Probable Unlikely  Unclassified  Removed from TTS 
listing 13/7/21 

Total 

3 3 1 1 
 

7 

(*1 removed from list 
30/6/21 & added back 

to list 6/7/21 & 
removed 13/7/21) 

15 

 

Summary of cases:  

 
 

Age / 

  

   Vaccine    

 

 

72    
 

 

  

 Astra 
Zeneca - 1 

  

 

 

53    
 

 

  

 
  

Astra 
Zeneca - 1 
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2. Summary of the TGA COVID-19 vaccine updates: 

Last data reported available on TGA website https://www.tga.gov.au/periodic/covid-19-vaccine-weekly-
safety-report  

TGA weekly report as at 22 July 2021: https://www.tga.gov.au/periodic/covid-19-vaccine-weekly-safety-
report-22-07-2021  
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Appendix 1: TGA listed AEFI and adverse events of special interest (AESI) for the 
Pfizer vaccine and AstraZeneca vaccines 

Vaccines, like any medication or natural therapy, can have side effects. An adverse event following 
immunisation (AEFI) refers to any untoward medical occurrence that follows immunisation, whether 
expected or unexpected, and whether triggered by the vaccine or only coincidentally occurring after 
receipt of a vaccine.1  

Adverse event case definitions: 
Adverse reactions observed during clinical studies are listed below according to the following frequency 
categories:  

> Very common (≥ 1/10)  

> Common (≥ 1/100 to < 1/10)  

> Uncommon (≥ 1/1,000 to < 1/100)  

> Rare (≥ 1/10,000 to < 1/1,000)  

> Very rare (< 1/10,000) 

Therapeutic Goods Administration (TGA) definition of serious Adverse Events Following 
Immunisation (AEFI) and Adverse Events of Special Interest (AESI):  

Serious adverse event following immunisation (AEFI): 
Any AEFI that is serious as defined by the WHO Global manual on surveillance of adverse events 
following immunization: 

> results in death – requires rapid escalation. 

> is life-threatening 

> requires in-patient hospitalisation or prolongation of existing hospitalisation 

> results in persistent or significant disability/incapacity 

> is a congenital anomaly/birth defect, or 

> requires intervention to prevent one of the outcomes above. 

Adverse Events of Special Interest (AESI) – COVID-19 vaccines:  

Category 1: AESI related to COVID-19 vaccination in general 
> Generalised convulsion 

> Guillain-Barre Syndrome (GBS) 

> Acute disseminated encephalomyelitis (ADEM)  

> Anaphylaxis 

> Vasculitides (incl. single organ cutaneous vasculitis, Kawasaki Disease) 

> Encephalitis/encephalomyelitis/myelitis (*include transverse myelitis?) 

> Idiopathic peripheral facial nerve palsy (see also Category 2 below) 

> Thrombocytopenia 

> Enhanced disease following immunisation/VAED (also considered a Category 2 & 3 AESI) 

Category 2: AESI relevant to specific vaccine platforms for potential COVID-19 vaccines 
> Nil for the registered COVID-19 vaccines in Australia at this point in time 
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Category 3: AESI related to COVID-19 disease 
> Enhanced disease following immunisation/VAED (also considered a Category 1 & 2 AESI) 

> Multisystem inflammatory syndrome  

> Acute respiratory distress syndrome (ARDS)/vaccine-associated (VA)-ARDS 

> Acute cardiac injury (includes myocarditis, pericarditis, arrhythmias, heart failure, infarction) 

> Coagulation disorder 

> (includes coagulopathy, thrombosis, thromboembolism, internal/external bleed, stroke, 
disseminated intravascular coagulation) 

> Acute kidney injury 

> Acute liver injury 

Category 3: AESI related to COVID-19 disease  
> Anosmia, ageusia 

> Chilblain-like lesions 

> Single organ cutaneous vasculitis 

> Erythema multiforme 

> Subacute thyroiditis 

> Pancreatitis 

> Rhabdomyolysis  

Category 4: AESI related to TGA clinical evaluation  
> Pregnancy and birth outcomes 
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Appendix 2: TGA published definitions AEFI Pfizer– Comirnaty COVID-19 vaccine#  

 
# Information sourced from the Therapeutic Goods Administration - Australian product information – Comirnaty™ (bnt162b2 [mRNA]) COVID-19 vaccine. 

*A higher frequency of pyrexia was observed after the 2nd dose. 

†Throughout the safety follow-up period to date, acute peripheral facial paralysis (or palsy) was reported by four participants in the COMIRNATY group. Onset 

was Day 37 after Dose 1 (participant did not receive Dose 2) and Days 3, 9, and 48 after Dose 2. No cases of acute peripheral facial paralysis (or palsy) were 

reported in the placebo group. 
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Appendix 3: TGA published AEFI definitions AstraZeneca COVID-19 vaccines* 

 
* Product information for AusPAR - COVID-19 VACC NE ASTRAZENECA – ChAdOx1-S - AstraZeneca Pty Ltd – PM-2020-06115-1- 2 FINAL 15 February 2021 
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1. COVID-19 Vaccine Program Adverse Event Following Immunisation  

Background 
The South Australian COVID-19 vaccination program commenced on 22 February 2021. 

As part of the safety monitoring for this program, a vaccine safety surveillance system for the South 
Australian COVID-19 Vaccination Program actively collects reports on Adverse Events Following 
Immunisation (AEFI) and Adverse Events of Special Interest (AESI).  

An adverse event following immunisation (AEFI) refers to any untoward medical occurrence that follows 
immunisation, whether expected or unexpected, and whether triggered by the vaccine or only coincidentally 
occurring after receipt of a vaccine. Appendices 1 to 3 of this report provide further details on (1) a list of 
Serious AEFI and AESI as highlighted by the TGA within the context of the COVID-19 vaccination program, 
(2) frequency of AEFI associated with the Pfizer vaccine and (3) frequency of AEFI associated with the  
Astra Zeneca vaccines (within the MedDra System Organ Class hierarchy). 

AEFI/AESI reports are received online via the South Australian Vaccine Safety Surveillance System 
(SAVSSS), by phone or infrequently via the DHW Safety Learning System (SLS). Each report received 
through SAVSSS is automatically uploaded to the TGA with any additional reports received through other 
mechanisms that meet the criteria for categorisation as a Serious AEFI or AESI also reported to the TGA 
by the Vaccine Safety Surveillance Team (VSST).  Reports that meet the definition of a Serious AEFI or 
are an identified AESI requiring further analysis i.e. Category 1 AESI (as defined in the Vaccine Safety 
Surveillance – Incident Management and Escalation Matrix) are analysed by the COVID-19 Vaccination 
Program Vaccine Surveillance Safety Team and reported to the COVID-19 Vaccine Safety Surveillance 
Committee (VSSC) for review immediately if/as required, otherwise they are reviewed on a weekly basis 
by the VSSC. 

Case Definitions 

The Brighton Collaboration provides Case Definitions for Category 1 AESI, as follows; 

• Interim Case Definition of Thrombosis with Thrombocytopenia Syndrome (TTS) 
• Generalised convulsion 
• Guillain-Barre Syndrome (GBS) 
• Acute disseminated encephalomyelitis (ADEM)  
• Anaphylaxis 
• Encephalitis/encephalomyelitis/myelitis (*include transverse myelitis?) 
• Idiopathic peripheral facial nerve palsy 
• Thrombocytopenia 
• Enhanced disease following immunisation/VAED 

These Case Definitions inform analysis and classification of reports by the VSST. No Brighton Collaboration 
Case Definition is currently available for ‘Vasculitides (incl. single organ cutaneous vasculitis, Kawasaki 
Disease)’. 
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Summary of Vaccination Activity 
 
Vaccination recorded to the Australian Immunisation Register as at 03/08/2021* 
 
Total doses/episodes: 890,606 

Individuals received dose 1 = 603,886 

Individuals received dose 2 = 286,720 

AstraZeneca doses = 475,113 (Dose 1: 351,362 – Dose 2: 123,751)  

Pfizer doses = 415,826 (Dose 1: 252,847 – Dose 2: 162,979) 

*Latest available data from Australian Immunisation Regsiter report 
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 Atrial fibrillation 3 0.001 0 0.000 0.000 

 Hyperglycaemia 3 0.001 1 33.33 0.000 

 Cerebral vascular accident 
see Stroke 

0 0.000 0 0.000 0.000 

 Stroke 4 0.001 0 0.000 0.000 

 Thrombocytopenia 1 0.000 0 0.000 0.000 

 Bells Palsy 2 0.000 0 0.000 0.000 

 Anaphylaxis 11 0.003 6 54.54 0.001 

 Angina pectoris 0 0.000 0 0.000 0.000 

 Pericarditis 11 0.003 3 27.27 0.001 

 Arthritis 4 0.001 0 0.000 0.000 

 Menstrual Irregularity 22 0.005 2 9.09 0.000 

 Exacerbation of existing 
medical condition  

18 0.004 5 0.000 0.001 

 Miscarriage 1 0.000 0 0.000 0.000 
* Number of Special Interest symptoms reported against all vaccinations administered YTD 
** Number of Special Interest symptoms reported that week against total number of Special Interest symptom reported YTD 
***Number of Special Interest symptoms reported that week against all vaccinations administered YTD 

Table 3: TGA reported TTS Summary as at 3 August 2021 YTD:  

Confirmed  Probable Unlikely  Unclassified  Removed from TTS 
listing 13/7/21 

Total 

3 2 0 1 
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Summary of cases:  
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2. Summary of the TGA COVID-19 vaccine updates: 

Last data reported available on TGA website https://www.tga.gov.au/periodic/covid-19-vaccine-weekly-
safety-report  

TGA weekly report as at 29 July 2021: https://www.tga.gov.au/periodic/covid-19-vaccine-weekly-safety-
report-29-07-2021  
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Appendix 1: TGA listed AEFI and adverse events of special interest (AESI) for the 
Pfizer vaccine and AstraZeneca vaccines 

Vaccines, like any medication or natural therapy, can have side effects. An adverse event following 
immunisation (AEFI) refers to any untoward medical occurrence that follows immunisation, whether 
expected or unexpected, and whether triggered by the vaccine or only coincidentally occurring after 
receipt of a vaccine.1  

Adverse event case definitions: 
Adverse reactions observed during clinical studies are listed below according to the following frequency 
categories:  

> Very common (≥ 1/10)  

> Common (≥ 1/100 to < 1/10)  

> Uncommon (≥ 1/1,000 to < 1/100)  

> Rare (≥ 1/10,000 to < 1/1,000)  

> Very rare (< 1/10,000) 

Therapeutic Goods Administration (TGA) definition of serious Adverse Events Following 
Immunisation (AEFI) and Adverse Events of Special Interest (AESI):  

Serious adverse event following immunisation (AEFI): 
Any AEFI that is serious as defined by the WHO Global manual on surveillance of adverse events 
following immunization: 

> results in death – requires rapid escalation. 

> is life-threatening 

> requires in-patient hospitalisation or prolongation of existing hospitalisation 

> results in persistent or significant disability/incapacity 

> is a congenital anomaly/birth defect, or 

> requires intervention to prevent one of the outcomes above. 

Adverse Events of Special Interest (AESI) – COVID-19 vaccines:  

Category 1: AESI related to COVID-19 vaccination in general 
> Generalised convulsion 

> Guillain-Barre Syndrome (GBS) 

> Acute disseminated encephalomyelitis (ADEM)  

> Anaphylaxis 

> Vasculitides (incl. single organ cutaneous vasculitis, Kawasaki Disease) 

> Encephalitis/encephalomyelitis/myelitis (*include transverse myelitis?) 

> Idiopathic peripheral facial nerve palsy (see also Category 2 below) 

> Thrombocytopenia 
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> Enhanced disease following immunisation/VAED (also considered a Category 2 & 3 AESI) 

Category 2: AESI relevant to specific vaccine platforms for potential COVID-19 vaccines 
> Nil for the registered COVID-19 vaccines in Australia at this point in time 

Category 3: AESI related to COVID-19 disease 
> Enhanced disease following immunisation/VAED (also considered a Category 1 & 2 AESI) 

> Multisystem inflammatory syndrome  

> Acute respiratory distress syndrome (ARDS)/vaccine-associated (VA)-ARDS 

> Acute cardiac injury (includes myocarditis, pericarditis, arrhythmias, heart failure, infarction) 

> Coagulation disorder 

> (includes coagulopathy, thrombosis, thromboembolism, internal/external bleed, stroke, 
disseminated intravascular coagulation) 

> Acute kidney injury 

> Acute liver injury 

Category 3: AESI related to COVID-19 disease  
> Anosmia, ageusia 

> Chilblain-like lesions 

> Single organ cutaneous vasculitis 

> Erythema multiforme 

> Subacute thyroiditis 

> Pancreatitis 

> Rhabdomyolysis  

Category 4: AESI related to TGA clinical evaluation  
> Pregnancy and birth outcomes 
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Appendix 2: TGA published definitions AEFI Pfizer– Comirnaty COVID-19 vaccine#  

 
# Information sourced from the Therapeutic Goods Administration - Australian product information – Comirnaty™ (bnt162b2 [mRNA]) COVID-19 vaccine. 

*A higher frequency of pyrexia was observed after the 2nd dose. 

†Throughout the safety follow-up period to date, acute peripheral facial paralysis (or palsy) was reported by four participants in the COMIRNATY group. Onset 

was Day 37 after Dose 1 (participant did not receive Dose 2) and Days 3, 9, and 48 after Dose 2. No cases of acute peripheral facial paralysis (or palsy) were 

reported in the placebo group. 
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Appendix 3: TGA published AEFI definitions AstraZeneca COVID-19 vaccines* 

 
* Product information for AusPAR - COVID-19 VACC NE ASTRAZENECA – ChAdOx1-S - AstraZeneca Pty Ltd – PM-2020-06115-1- 2 FINAL 15 February 2021 
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1. COVID-19 Vaccine Program Adverse Event Following Immunisation

Background 
The South Australian COVID-19 vaccination program commenced on 22 February 2021. 

As part of the safety monitoring for this program, a vaccine safety surveillance system for the South 
Australian COVID-19 Vaccination Program actively collects reports on Adverse Events Following 
Immunisation (AEFI) and Adverse Events of Special Interest (AESI).  

An adverse event following immunisation (AEFI) refers to any untoward medical occurrence that follows 
immunisation, whether expected or unexpected, and whether triggered by the vaccine or only 
coincidentally occurring after receipt of a vaccine. Appendices 1 to 3 of this report provide further details 
on (1) a list of Serious AEFI and AESI as highlighted by the TGA within the context of the COVID-19 
vaccination program, (2) frequency of AEFI associated with the Pfizer vaccine and (3) frequency of AEFI 
associated with the  Astra Zeneca vaccines (within the MedDra System Organ Class hierarchy). 

AEFI/AESI reports are received online via the South Australian Vaccine Safety Surveillance System 
(SAVSSS), by phone or infrequently via the DHW Safety Learning System (SLS). Each report received 
through SAVSSS is automatically uploaded to the TGA with any additional reports received through other 
mechanisms that meet the criteria for categorisation as a Serious AEFI or AESI also reported to the TGA 
by the Vaccine Safety Surveillance Team (VSST).  Reports that meet the definition of a Serious AEFI or 
are an identified AESI requiring further analysis i.e. Category 1 AESI (as defined in the Vaccine Safety 
Surveillance – Incident Management and Escalation Matrix) are analysed by the COVID-19 Vaccination 
Program Vaccine Surveillance Safety Team and reported to the COVID-19 Vaccine Safety Surveillance 
Committee (VSSC) for review immediately if/as required, otherwise they are reviewed on a weekly basis 
by the VSSC. 

Case Definitions 

The Brighton Collaboration provides Case Definitions for Category 1 AESI, as follows; 

• Interim Case Definition of Thrombosis with Thrombocytopenia Syndrome (TTS)
• Generalised convulsion
• Guillain-Barre Syndrome (GBS)
• Acute disseminated encephalomyelitis (ADEM)
• Anaphylaxis
• Encephalitis/encephalomyelitis/myelitis (*include transverse myelitis?)
• Idiopathic peripheral facial nerve palsy
• Thrombocytopenia
• Enhanced disease following immunisation/VAED

These Case Definitions inform analysis and classification of reports by the VSST. No Brighton 
Collaboration Case Definition is currently available for ‘Vasculitides (incl. single organ cutaneous 
vasculitis, Kawasaki Disease)’. 
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Summary of Vaccination Activity 

Vaccination recorded to the Australian Immunisation Register as at 10/08/2021* 

Total doses/episodes: 972,694 

Individuals received dose 1 = 641,059 

Individuals received dose 2 = 330,725 

AstraZeneca doses = 508,476 (Dose 1: 362,094 – Dose 2: 146,382) 

Pfizer doses = 463,727 (Dose 1: 279,372 – Dose 2: 184,355) 

*Latest available data from Australian Immunisation Regsiter report 
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 Deep vein thrombosis 1 0.000 0 0.000 0.000 

 Death 14 0.003 0 0.000 0.000 

 Herpes zoster 13 0.002 5 38.462 0.001 

 Pulmonary embolism 5 0.001 2 40.000 0.000 

 Atrial fibrillation 3 0.001 0 0.000 0.000 

 Hyperglycaemia 3 0.001 0 0.000 0.000 

 Cerebral vascular accident 
see Stroke 

0 0.000 0 0.000 0.000 

 Stroke 4 0.001 0 0.000 0.000 

 Thrombocytopenia 1 0.000 0 0.000 0.000 

 Bells Palsy 2 0.000 0 0.000 0.000 

Anaphylaxis (including 
anaphylactoid reactions, 
acute hypersensitivity, 
allergic reactions, 
Hypersensitivity reactions) 

27 0.003 2 7.407 0.000 

 Angina pectoris 0 0.000 0 0.000 0.000 

 Pericarditis 15 0.003 0 0.000 0.000 

 Myocarditis 2 0.000 1 50.000 0.000 

 Arthritis 4 0.001 0 0.000 0.000 

 Menstrual Irregularity 24 0.005 2 8.333 0.000 

 Exacerbation of existing 
medical condition  

19 0.004 1 5.263 0.000 

 Miscarriage 1 0.000 0 0.000 0.000 

 Tinnutis 7 0.002 1 14.286 0.000 

 Dysgeusia 8 0.002 0 0.000 0.000 

Parethesia 56 0.012 4 7.143 0.001 

* Number of Special Interest symptoms reported against all vaccinations administered YTD
** Number of Special Interest symptoms reported that week against total number of Special Interest symptom reported YTD
***Number of Special Interest symptoms reported that week against all vaccinations administered YTD
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Table 6:  Events received following AstraZeneca’s COVID-19 Vaccine: 
Not discussed due to time constraints, held over until next Committee meeting. 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

2. Summary of the TGA COVID-19 vaccine updates: 

Last data reported available on TGA website https://www.tga.gov.au/periodic/covid-19-vaccine-weekly-
safety-report  
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TGA weekly report as at 05 August 2021: https://www.tga.gov.au/periodic/covid-19-vaccine-weekly-
safety-report-05-08-2021  
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Appendix 1: TGA listed AEFI and adverse events of special interest (AESI) for the 
Pfizer vaccine and AstraZeneca vaccines 

Vaccines, like any medication or natural therapy, can have side effects. An adverse event following 
immunisation (AEFI) refers to any untoward medical occurrence that follows immunisation, whether 
expected or unexpected, and whether triggered by the vaccine or only coincidentally occurring after 
receipt of a vaccine.1  

Adverse event case definitions: 
Adverse reactions observed during clinical studies are listed below according to the following frequency 
categories:  

> Very common (≥ 1/10)  

> Common (≥ 1/100 to < 1/10)  

> Uncommon (≥ 1/1,000 to < 1/100)  

> Rare (≥ 1/10,000 to < 1/1,000)  

> Very rare (< 1/10,000) 

Therapeutic Goods Administration (TGA) definition of serious Adverse Events Following 
Immunisation (AEFI) and Adverse Events of Special Interest (AESI):  

Serious adverse event following immunisation (AEFI): 
Any AEFI that is serious as defined by the WHO Global manual on surveillance of adverse events 
following immunization: 

> results in death – requires rapid escalation. 

> is life-threatening 

> requires in-patient hospitalisation or prolongation of existing hospitalisation 

> results in persistent or significant disability/incapacity 

> is a congenital anomaly/birth defect, or 

> requires intervention to prevent one of the outcomes above. 

Adverse Events of Special Interest (AESI) – COVID-19 vaccines:  

Category 1: AESI related to COVID-19 vaccination in general 
> Generalised convulsion 

> Guillain-Barre Syndrome (GBS) 

> Acute disseminated encephalomyelitis (ADEM)  

> Anaphylaxis 

> Vasculitides (incl. single organ cutaneous vasculitis, Kawasaki Disease) 

> Encephalitis/encephalomyelitis/myelitis (*include transverse myelitis?) 

> Idiopathic peripheral facial nerve palsy (see also Category 2 below) 

> Thrombocytopenia 

> Enhanced disease following immunisation/VAED (also considered a Category 2 & 3 AESI) 
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Category 2: AESI relevant to specific vaccine platforms for potential COVID-19 vaccines 
> Nil for the registered COVID-19 vaccines in Australia at this point in time 

Category 3: AESI related to COVID-19 disease 
> Enhanced disease following immunisation/VAED (also considered a Category 1 & 2 AESI) 

> Multisystem inflammatory syndrome  

> Acute respiratory distress syndrome (ARDS)/vaccine-associated (VA)-ARDS 

> Acute cardiac injury (includes myocarditis, pericarditis, arrhythmias, heart failure, infarction) 

> Coagulation disorder 

> (includes coagulopathy, thrombosis, thromboembolism, internal/external bleed, stroke, 
disseminated intravascular coagulation) 

> Acute kidney injury 

> Acute liver injury 

Category 3: AESI related to COVID-19 disease  
> Anosmia, ageusia 

> Chilblain-like lesions 

> Single organ cutaneous vasculitis 

> Erythema multiforme 

> Subacute thyroiditis 

> Pancreatitis 

> Rhabdomyolysis  

Category 4: AESI related to TGA clinical evaluation  
> Pregnancy and birth outcomes 
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Appendix 2: TGA published definitions AEFI Pfizer– Comirnaty COVID-19 vaccine#  

 
# Information sourced from the Therapeutic Goods Administration - Australian product information – Comirnaty™ (bnt162b2 [mRNA]) COVID-19 vaccine. 

*A higher frequency of pyrexia was observed after the 2nd dose. 

†Throughout the safety follow-up period to date, acute peripheral facial paralysis (or palsy) was reported by four participants in the COMIRNATY group. Onset 

was Day 37 after Dose 1 (participant did not receive Dose 2) and Days 3, 9, and 48 after Dose 2. No cases of acute peripheral facial paralysis (or palsy) were 

reported in the placebo group. 
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Appendix 3: TGA published AEFI definitions AstraZeneca COVID-19 vaccines* 

 
* Product information for AusPAR - COVID-19 VACC NE ASTRAZENECA – ChAdOx1-S - AstraZeneca Pty Ltd – PM-2020-06115-1- 2 FINAL 15 February 2021 
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1. COVID-19 Vaccine Program Adverse Event Following Immunisation  

Background 
The South Australian COVID-19 vaccination program commenced on 22 February 2021. 

As part of the safety monitoring for this program, a vaccine safety surveillance system for the South 
Australian COVID-19 Vaccination Program actively collects reports on Adverse Events Following 
Immunisation (AEFI) and Adverse Events of Special Interest (AESI).  

An adverse event following immunisation (AEFI) refers to any untoward medical occurrence that follows 
immunisation, whether expected or unexpected, and whether triggered by the vaccine or only coincidentally 
occurring after receipt of a vaccine. Appendices 1 to 3 of this report provide further details on (1) a list of 
Serious AEFI and AESI as highlighted by the TGA within the context of the COVID-19 vaccination program, 
(2) frequency of AEFI associated with the Pfizer vaccine and (3) frequency of AEFI associated with the  
Astra Zeneca vaccines (within the MedDra System Organ Class hierarchy). 

AEFI/AESI reports are received online via the South Australian Vaccine Safety Surveillance System 
(SAVSSS), by phone or infrequently via the DHW Safety Learning System (SLS). Each report received 
through SAVSSS is automatically uploaded to the TGA with any additional reports received through other 
mechanisms that meet the criteria for categorisation as a Serious AEFI or AESI also reported to the TGA 
by the Vaccine Safety Surveillance Team (VSST).  Reports that meet the definition of a Serious AEFI or 
are an identified AESI requiring further analysis i.e. Category 1 AESI (as defined in the Vaccine Safety 
Surveillance – Incident Management and Escalation Matrix) are analysed by the COVID-19 Vaccination 
Program Vaccine Surveillance Safety Team and reported to the COVID-19 Vaccine Safety Surveillance 
Committee (VSSC) for review immediately if/as required, otherwise they are reviewed on a weekly basis 
by the VSSC. 

Case Definitions 

The Brighton Collaboration provides Case Definitions for Category 1 AESI, as follows; 

• Interim Case Definition of Thrombosis with Thrombocytopenia Syndrome (TTS) 
• Generalised convulsion 
• Guillain-Barre Syndrome (GBS) 
• Acute disseminated encephalomyelitis (ADEM)  
• Anaphylaxis 
• Encephalitis/encephalomyelitis/myelitis (*include transverse myelitis?) 
• Idiopathic peripheral facial nerve palsy 
• Thrombocytopenia 
• Enhanced disease following immunisation/VAED 

These Case Definitions inform analysis and classification of reports by the VSST. No Brighton Collaboration 
Case Definition is currently available for ‘Vasculitides (incl. single organ cutaneous vasculitis, Kawasaki 
Disease)’. 
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Summary of Vaccination Activity 
 
Vaccination recorded to the Australian Immunisation Register as at 17/08/2021* 
 
Total doses/episodes: 1,061,698 

Individuals received dose 1 = 678,417 

Individuals received dose 2 = 382,242 

AstraZeneca doses = 544,045 (Dose 1: 371,882 – Dose 2: 172,163)  

Pfizer doses = 517,097 (Dose 1: 307,004 – Dose 2: 210,093) 

*Latest available data from Australian Immunisation Regsiter report 
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 Epistaxis 5 0.001 0 0.000 0.000 

 Deep vein thrombosis 1 0.000 0 0.000 0.000 

 Death 14 0.003 0 0.000 0.000 

 Herpes zoster 13 0.003 4 30.77 0.001 

 Pulmonary embolism 6 0.001 1 16.67 0.000 

 Atrial fibrillation 3 0.001 0 0.000 0.000 

 Hyperglycaemia 3 0.001 0 0.000 0.000 

 Cerebral vascular accident 

see Stroke 
1 0.000 1 0.000 0.000 

 Stroke 4 0.001 0 0.000 0.000 

 Thrombocytopenia 1 0.000 0 0.000 0.000 

 Bells Palsy 3 0.001 0 0.000 0.000 

 Anaphylaxis (including 

anaphylactoid reactions, 

acute hypersensitivity, 
allergic reactions, 

Hypersensitivity reactions)  

25 0.005 2 8.00 0.000 

 Angina pectoris 0 0.000 0 0.000 0.000 

 Pericarditis 17 0.003 2 11.77 0.000 

 Myocarditis  2 0.000 0 0.000 0.000 

 Menstrual Irregularity 28 0.005 5 17.86 0.001 

 Exacerbation of existing 

medical condition  

21 0.004 2 9.52 0.000 

 Miscarriage 1 0.000 0 0.000 0.000 

 Tinnitus  9 0.002 2 22.22 0.000 

 Dysgeusia  9 0.002 1 11.11 0.000 

 Parethesia  58 0.01 2 3.45 0.000 

 Facial Paralysis 3 0.001 1 33.33 0.000 

* Number of Special Interest symptoms reported against all vaccinations administered YTD 
** Number of Special Interest symptoms reported that week against total number of Special Interest symptom reported YTD 
***Number of Special Interest symptoms reported that week against all vaccinations administered YTD 
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Table 3: TGA reported TTS Summary as at 17 August 2021 YTD:  

Confirmed  Probable Possible  Unlikely  Unclassified  Removed from TTS 
listing 13/7/21 

Total 

3 2 1 1 0 
 

9 16 

 

Summary of cases:  

 
.  

Age / 

  

   Vaccine    

 

 

72    
 

 

  

 Astra 
Zeneca - 1 

  

 

 

53    
 

 

  

 
  

Astra 
Zeneca - 1 

  

  

 

87      
 

 

Astra 
Zeneca - 1 

  

 

 

65     
 
  

Astra 
Zeneca 1  

  

 

 

83       

  

Astra 
Zeneca 1  

  

Table 4: TGA unmatched AEFI reports as at 17/08/2021 YTD:  

Number unmatched reports:8 
*Reporter contacted to submit SAVSS 

report  

56  

76  

49    

65   

71   

85   

76  
  

86   
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2. Summary of the TGA COVID-19 vaccine updates: 

Last data reported available on TGA website https://www.tga.gov.au/periodic/covid-19-vaccine-weekly-
safety-report  

TGA weekly report as at 12 August 2021: https://www.tga.gov.au/periodic/covid-19-vaccine-weekly-
safety-report-12-08-2021  
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Appendix 1: TGA listed AEFI and adverse events of special interest (AESI) for the 
Pfizer vaccine and AstraZeneca vaccines 

Vaccines, like any medication or natural therapy, can have side effects. An adverse event following 
immunisation (AEFI) refers to any untoward medical occurrence that follows immunisation, whether 
expected or unexpected, and whether triggered by the vaccine or only coincidentally occurring after 
receipt of a vaccine.1  

Adverse event case definitions: 
Adverse reactions observed during clinical studies are listed below according to the following frequency 
categories:  

 Very common (≥ 1/10)  

 Common (≥ 1/100 to < 1/10)  

 Uncommon (≥ 1/1,000 to < 1/100)  

 Rare (≥ 1/10,000 to < 1/1,000)  

 Very rare (< 1/10,000) 

Therapeutic Goods Administration (TGA) definition of serious Adverse Events Following 
Immunisation (AEFI) and Adverse Events of Special Interest (AESI):  

Serious adverse event following immunisation (AEFI): 
Any AEFI that is serious as defined by the WHO Global manual on surveillance of adverse events 
following immunization: 

 results in death – requires rapid escalation. 

 is life-threatening 

 requires in-patient hospitalisation or prolongation of existing hospitalisation 

 results in persistent or significant disability/incapacity 

 is a congenital anomaly/birth defect, or 

 requires intervention to prevent one of the outcomes above. 

Adverse Events of Special Interest (AESI) – COVID-19 vaccines:  

Category 1: AESI related to COVID-19 vaccination in general 
 Generalised convulsion 

 Guillain-Barre Syndrome (GBS) 

 Acute disseminated encephalomyelitis (ADEM)  

 Anaphylaxis 

 Vasculitides (incl. single organ cutaneous vasculitis, Kawasaki Disease) 

 Encephalitis/encephalomyelitis/myelitis (*include transverse myelitis?) 

 Idiopathic peripheral facial nerve palsy (see also Category 2 below) 

 Thrombocytopenia 

 Enhanced disease following immunisation/VAED (also considered a Category 2 & 3 AESI) 

Category 2: AESI relevant to specific vaccine platforms for potential COVID-19 vaccines 
 Nil for the registered COVID-19 vaccines in Australia at this point in time 



19 
 

Category 3: AESI related to COVID-19 disease 
 Enhanced disease following immunisation/VAED (also considered a Category 1 & 2 AESI) 

 Multisystem inflammatory syndrome  

 Acute respiratory distress syndrome (ARDS)/vaccine-associated (VA)-ARDS 

 Acute cardiac injury (includes myocarditis, pericarditis, arrhythmias, heart failure, infarction) 

 Coagulation disorder 

 (includes coagulopathy, thrombosis, thromboembolism, internal/external bleed, stroke, 
disseminated intravascular coagulation) 

 Acute kidney injury 

 Acute liver injury 

Category 3: AESI related to COVID-19 disease  
 Anosmia, ageusia 

 Chilblain-like lesions 

 Single organ cutaneous vasculitis 

 Erythema multiforme 

 Subacute thyroiditis 

 Pancreatitis 

 Rhabdomyolysis  

Category 4: AESI related to TGA clinical evaluation  
 Pregnancy and birth outcomes 
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Appendix 2: TGA published definitions AEFI Pfizer– Comirnaty COVID-19 vaccine#  

 
# Information sourced from the Therapeutic Goods Administration - Australian product information – Comirnaty™ (bnt162b2 [mRNA]) COV D-19 vaccine. 

*A higher frequency of pyrexia was observed after the 2nd dose. 

†Throughout the safety follow-up period to date, acute peripheral facial paralysis (or palsy) was reported by four participants in the COMIRNATY group. Onset 

was Day 37 after Dose 1 (participant did not receive Dose 2) and Days 3, 9, and 48 after Dose 2. No cases of acute peripheral facial paralysis (or palsy) were 

reported in the placebo group. 
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Appendix 3: TGA published AEFI definitions AstraZeneca COVID-19 vaccines* 

 
* Product information for AusPAR - COVID-19 VACC NE ASTRAZENECA – ChAdOx1-S - AstraZeneca Pty Ltd – PM-2020-06115-1- 2 FINAL 15 February 2021 
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1. COVID-19 Vaccine Program Adverse Event Following Immunisation  

Background 
The South Australian COVID-19 vaccination program commenced on 22 February 2021. 

As part of the safety monitoring for this program, a vaccine safety surveillance system for the South 
Australian COVID-19 Vaccination Program actively collects reports on Adverse Events Following 
Immunisation (AEFI) and Adverse Events of Special Interest (AESI).  

An adverse event following immunisation (AEFI) refers to any untoward medical occurrence that follows 
immunisation, whether expected or unexpected, and whether triggered by the vaccine or only coincidentally 
occurring after receipt of a vaccine. Appendices 1 to 3 of this report provide further details on (1) a list of 
Serious AEFI and AESI as highlighted by the TGA within the context of the COVID-19 vaccination program, 
(2) frequency of AEFI associated with the Pfizer vaccine and (3) frequency of AEFI associated with the  
Astra Zeneca vaccines (within the MedDra System Organ Class hierarchy). 

AEFI/AESI reports are received online via the South Australian Vaccine Safety Surveillance System 
(SAVSSS), by phone or infrequently via the DHW Safety Learning System (SLS). Each report received 
through SAVSSS is automatically uploaded to the TGA with any additional reports received through other 
mechanisms that meet the criteria for categorisation as a Serious AEFI or AESI also reported to the TGA 
by the Vaccine Safety Surveillance Team (VSST).  Reports that meet the definition of a Serious AEFI or 
are an identified AESI requiring further analysis i.e. Category 1 AESI (as defined in the Vaccine Safety 
Surveillance – Incident Management and Escalation Matrix) are analysed by the COVID-19 Vaccination 
Program Vaccine Surveillance Safety Team and reported to the COVID-19 Vaccine Safety Surveillance 
Committee (VSSC) for review immediately if/as required, otherwise they are reviewed on a weekly basis 
by the VSSC. 

Case Definitions 

The Brighton Collaboration provides Case Definitions for Category 1 AESI, as follows; 

• Interim Case Definition of Thrombosis with Thrombocytopenia Syndrome (TTS) 
• Generalised convulsion 
• Guillain-Barre Syndrome (GBS) 
• Acute disseminated encephalomyelitis (ADEM)  
• Anaphylaxis 
• Encephalitis/encephalomyelitis/myelitis (*include transverse myelitis?) 
• Idiopathic peripheral facial nerve palsy 
• Thrombocytopenia 
• Enhanced disease following immunisation/VAED 

These Case Definitions inform analysis and classification of reports by the VSST. No Brighton Collaboration 
Case Definition is currently available for ‘Vasculitides (incl. single organ cutaneous vasculitis, Kawasaki 
Disease)’. 
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Summary of Vaccination Activity 
 
Vaccination recorded to the Australian Immunisation Register as at 24/08/2021* 
 
Total doses/episodes: 1,244,651 

Individuals received dose 1 = 757,394 

Individuals received dose 2 = 487,257 

AstraZeneca doses = 620,179 (Dose 1: 391,474 – Dose 2: 228,705)  

Pfizer doses = 625,101 (Dose 1: 366,529 – Dose 2: 258,572) 

*Latest available data from Australian Immunisation Register report 
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 Pulmonary embolism 6 0.001 0 0.00 0.000 

 Bells Palsy 3 0.000 0 0.00 0.000 

 Anaphylaxis (including 
anaphylactoid reactions, 
acute hypersensitivity, 
allergic reactions, 
Hypersensitivity reactions)  

33 0.005 4 12.12 0.0006 

 Pericarditis 21 0.003 4 19.05 0.0006 

 Myocarditis  5 0.001 3 60.00 0.0005 

 Menstrual Irregularity 32 0.005 3 0.00 0.0005 

 Exacerbation of existing 
medical condition  

21 0.003 0 0.00 0.000 

 Miscarriage 2 0.000 1 50.00 0.0002 

 Tinnitus  13 0.002 4 30.77 0.0006 

 Dysgeusia  11 0.002 1 9.09 0.0002 

 Parethesia  61 0.010 2 0.00 0.0003 

 Facial Paralysis 3 0.000 0 66.67 0.000 

* Number of Special Interest symptoms reported against all vaccinations administered YTD 
** Number of Special Interest symptoms reported that week against total number of Special Interest symptom reported YTD 
***Number of Special Interest symptoms reported that week against all vaccinations administered YTD 

 

Table 3: TGA reported TTS Summary as at 24 August 2021 YTD:  

Confirmed  Probable Possible  Unlikely  Unclassified  Removed from TTS 
listing 13/7/21 

Total 

4 2 2 1 0 
 

9 18 

 

Summary of cases:  

 
  

Age / 

  

   Vaccine    

 

 

72    
 

 

  

 Astra 
Zeneca – 1 

  

 

 

53    
 

 

  

 
  

Astra 
Zeneca – 1 
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2. Summary of the TGA COVID-19 vaccine updates: 

Last data reported available on TGA website https://www.tga.gov.au/periodic/covid-19-vaccine-weekly-
safety-report  

TGA weekly report as at 19 August 2021:  
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Non-Critical Errors  
•    
  
  

  
  
   
  

 
  

 
  

 
  
  
  

 
  

 
  

 
  

  
  

 
  

 
  

 
  

 
 

  
  

 
•  
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Appendix 1: TGA listed AEFI and adverse events of special interest (AESI) for the 
Pfizer vaccine and AstraZeneca vaccines 

Vaccines, like any medication or natural therapy, can have side effects. An adverse event following 
immunisation (AEFI) refers to any untoward medical occurrence that follows immunisation, whether 
expected or unexpected, and whether triggered by the vaccine or only coincidentally occurring after 
receipt of a vaccine.1  

Adverse event case definitions: 
Adverse reactions observed during clinical studies are listed below according to the following frequency 
categories:  

> Very common (≥ 1/10)  

> Common (≥ 1/100 to < 1/10)  

> Uncommon (≥ 1/1,000 to < 1/100)  

> Rare (≥ 1/10,000 to < 1/1,000)  

> Very rare (< 1/10,000) 

Therapeutic Goods Administration (TGA) definition of serious Adverse Events Following 
Immunisation (AEFI) and Adverse Events of Special Interest (AESI):  

Serious adverse event following immunisation (AEFI): 
Any AEFI that is serious as defined by the WHO Global manual on surveillance of adverse events 
following immunization: 

> results in death – requires rapid escalation. 

> is life-threatening 

> requires in-patient hospitalisation or prolongation of existing hospitalisation 

> results in persistent or significant disability/incapacity 

> is a congenital anomaly/birth defect, or 

> requires intervention to prevent one of the outcomes above. 

Adverse Events of Special Interest (AESI) – COVID-19 vaccines:  

Category 1: AESI related to COVID-19 vaccination in general 
> Generalised convulsion 

> Guillain-Barre Syndrome (GBS) 

> Acute disseminated encephalomyelitis (ADEM)  

> Anaphylaxis 

> Vasculitides (incl. single organ cutaneous vasculitis, Kawasaki Disease) 

> Encephalitis/encephalomyelitis/myelitis (*include transverse myelitis?) 

> Idiopathic peripheral facial nerve palsy (see also Category 2 below) 

> Thrombocytopenia 

> Enhanced disease following immunisation/VAED (also considered a Category 2 & 3 AESI) 

Category 2: AESI relevant to specific vaccine platforms for potential COVID-19 vaccines 
> Nil for the registered COVID-19 vaccines in Australia at this point in time 
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Category 3: AESI related to COVID-19 disease 
> Enhanced disease following immunisation/VAED (also considered a Category 1 & 2 AESI) 

> Multisystem inflammatory syndrome  

> Acute respiratory distress syndrome (ARDS)/vaccine-associated (VA)-ARDS 

> Acute cardiac injury (includes myocarditis, pericarditis, arrhythmias, heart failure, infarction) 

> Coagulation disorder 

> (includes coagulopathy, thrombosis, thromboembolism, internal/external bleed, stroke, 
disseminated intravascular coagulation) 

> Acute kidney injury 

> Acute liver injury 

Category 3: AESI related to COVID-19 disease  
> Anosmia, ageusia 

> Chilblain-like lesions 

> Single organ cutaneous vasculitis 

> Erythema multiforme 

> Subacute thyroiditis 

> Pancreatitis 

> Rhabdomyolysis  

Category 4: AESI related to TGA clinical evaluation  
> Pregnancy and birth outcomes 
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Appendix 2: TGA published definitions AEFI Pfizer– Comirnaty (BNT162b2[mRNA]) 
COVID-19 Vaccine#  

AUSTRALIAN PRODUCT INFORMATION – COMIRNATY™ (BNT162b2 [mRNA]) COVID-19 VACCINE Revised 
22 July 2021 
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ATAGI clinical guidance on COVID-19 vaccine in Australia in 2021 

 
 

Appendix 3: TGA published AEFI definitions COVID-19 Vaccine AstraZeneca 
(ChAdOx1-S)* 
AUSTRALIAN PRODUCT INFORMATION VAXZEVRIA® (previously COVID-19 Vaccine AstraZeneca) 
(ChAdOx1-S) solution for injection – Revised 20 August 2021

 



22 
 

 
 
ATAGI clinical guidance on COVID-19 vaccine in Australia in 2021 
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Appendix 4: TGA published AEFI definitions COVID-19 Vaccine Spikevax (Elasomeran) 
AUSTRALIAN PRODUCT INFORMATION – SPIKEVAX (ELASOMERAN) COVID-19 VACCINE 

 

 

ATAGI clinical guidance on COVID-19 vaccine in Australia in 2021 
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1. COVID-19 Vaccine Program Adverse Event Following Immunisation  

Background 
The South Australian COVID-19 vaccination program commenced on 22 February 2021. 

As part of the safety monitoring for this program, a vaccine safety surveillance system for the South 
Australian COVID-19 Vaccination Program actively collects reports on Adverse Events Following 
Immunisation (AEFI) and Adverse Events of Special Interest (AESI).  

An adverse event following immunisation (AEFI) refers to any untoward medical occurrence that follows 
immunisation, whether expected or unexpected, and whether triggered by the vaccine or only coincidentally 
occurring after receipt of a vaccine. Appendices 1 to 3 of this report provide further details on (1) a list of 
Serious AEFI and AESI as highlighted by the TGA within the context of the COVID-19 vaccination program, 
(2) frequency of AEFI associated with the Pfizer vaccine and (3) frequency of AEFI associated with the  
Vaxzevria (Astra Zeneca) vaccines (within the MedDra System Organ Class hierarchy). 

AEFI/AESI reports are received online via the South Australian Vaccine Safety Surveillance System 
(SAVSSS), by phone or infrequently via the DHW Safety Learning System (SLS). Each report received 
through SAVSSS is automatically uploaded to the TGA with any additional reports received through other 
mechanisms that meet the criteria for categorisation as a Serious AEFI or AESI also reported to the TGA 
by the Vaccine Safety Surveillance Team (VSST).  Reports that meet the definition of a Serious AEFI or 
are an identified AESI requiring further analysis i.e. Category 1 AESI (as defined in the Vaccine Safety 
Surveillance – Incident Management and Escalation Matrix) are analysed by the COVID-19 Vaccination 
Program Vaccine Surveillance Safety Team and reported to the COVID-19 Vaccine Safety Surveillance 
Committee (VSSC) for review immediately if/as required, otherwise they are reviewed on a weekly basis 
by the VSSC. 

Case Definitions 

The Brighton Collaboration provides Case Definitions for Category 1 AESI, as follows; 

• Interim Case Definition of Thrombosis with Thrombocytopenia Syndrome (TTS) 
• Generalised convulsion 
• Guillain-Barre Syndrome (GBS) 
• Acute disseminated encephalomyelitis (ADEM)  
• Anaphylaxis 
• Encephalitis/encephalomyelitis/myelitis (*include transverse myelitis?) 
• Idiopathic peripheral facial nerve palsy 
• Thrombocytopenia 
• Enhanced disease following immunisation/VAED 

These Case Definitions inform analysis and classification of reports by the VSST. No Brighton Collaboration 
Case Definition is currently available for ‘Vasculitides (incl. single organ cutaneous vasculitis, Kawasaki 
Disease)’. 
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Summary of Vaccination Activity 
 
Vaccination recorded to the Australian Immunisation Register as at 31/08/2021* 
 
Total doses/episodes: 1,244,651 

Individuals received dose 1 = 757,394 

Individuals received dose 2 = 487,257 

Vaxzevria (Astra Zeneca) doses = 620,179 (Dose 1: 391,474 – Dose 2: 228,705)  

Pfizer doses = 625,101 (Dose 1: 366,529 – Dose 2: 258,572) 

*Latest available data from Australian Immunisation Register report 
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 Visual disturbance 29 0.005 2 6.90 0.000 

 Hypertension 37 0.006 3 8.11 0.000 

 Death 15 0.002 0 0.000 0.000 

 Herpes zoster 18 0.003 0 0.000 0.000 

 Pulmonary embolism 6 0.001 0 0.000 0.000 

 Bells Palsy 3 0.000 0 0.000 0.000 

 Anaphylaxis (including 

anaphylactoid reactions, 

acute hypersensitivity, 
allergic reactions, 

Hypersensitivity reactions)  

32 0.005 1 3.13 0.000 

 Pericarditis 22 0.004 1 4.55 0.000 

 Myocarditis  5 0.001 0 0.000 0.000 

 Menstrual Irregularity 38 0.006 5 13.16 0.001 

 Exacerbation of existing 

medical condition  

27 0.004 6 22.22 0.001 

 Miscarriage 2 0.000 0 0.000 0.000 

 Tinnitus  15 0.002 2 13.33 0.000 

 Dysgeusia  11 0.002 0 0.000 0.000 

 Parethesia  67 0.011 5 7.46 0.001 

 Facial Paralysis 3 0.000 0 0.000 0.000 

* Number of Special Interest symptoms reported against all vaccinations administered YTD 
** Number of Special Interest symptoms reported that week against total number of Special Interest symptom reported YTD 
***Number of Special Interest symptoms reported that week against all vaccinations administered YTD 

 

 

 

Table 3: TGA reported TTS Summary as at 31 August 2021 YTD:  

Confirmed  Probable   Possible  Haem 
(TGA) 
Review  

  Unlikely  Dismissed  Total 

4 3 5 1 4 2 
 

19 
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72   
  

 

  

  

Vaxzevria - 
1 

  

 
 

 

65     
 
  

Vaxzevria - 
1  

 
  

Table 4: TGA unmatched AEFI reports as at 31/08/2021 YTD:  

Number unmatched reports: 10 
*Reporter contacted to submit SAVSS 

report  

23  

38  

86  

76  
 

49    

65   

71   

85   

56  

76  

Table 5:  Events received following Pfizer’s Comirnaty vaccine: 
Event 
ID # 

TGA  
AEFI/ 
AESI 
Cat 

Age 
and 
Gender  

Incident details Recommendation 
for client from 
Committee 

Vaccination 
Program 
Implications 

 
 

 33  Date and time vaccinated: 29/08/2021 
Dose number:  1 
Details:  

 
 

 
 

 
  

Laboratory Results:  
 

Imaging & Findings:  
Treatment:   

  

 
 

 
  

 
 

No Change  
 
 
 
Change/Review 
rationale: 
 





 

13 
 

 
  

 
  

Laboratory Results:  
 

Imaging & Findings:  
 
 

 
 

 
 

Treatment:  
 

 
Medical History:  

 
 

GP contacted/notified:  
Classification: 

 

 
 
 
 
 
 
 
 

Table 6:  Events received following Vaxzevria (AstraZeneca) COVID-19 Vaccine: 
Event 
ID # 

TGA  
AEFI/ 
AESI 
Cat 

Age 
and 
Gender  

Incident details Recommendation 
for client from 
Committee 

Vaccination 
Program 
Implications 

 
 

 
 

68  Date and time vaccinated: 29/07/21 1315 
Dose number:  2  
Details:  

 
 

 
  

Laboratory Results:  
 

 
 

Imaging & Findings:  
 
 

  
 

  
Treatment:  

 
  

Medical History:  
 

 
GP contacted/notified:  
Classification:   

 
 
 

 
 
 

No Change  
 
 
 
Change/Review 
rationale: 
 

 
 

 64  Date and time vaccinated: 28/08/2021 
Dose number:  2 
Details: .  

 
 
 

 
 

No Change  
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Laboratory Results:  

 
 

.  
Imaging & Findings:  

  
Treatment:  

 
 

.  
Medical History:  
GP contacted/notified:   
Classification:   

 Change/Review 
rationale: 
 

 
 

 70  Date and time vaccinated: 28/07/2021 
Dose number:  2 
Details:   

  
Laboratory Results:  

 
 

Imaging & Findings:   
Treatment:   
Medical History:  

.  
GP contacted notified:  
Classification:   

 
 
 

 
 

No Change  
 
 
 
Change/Review 
rationale: 
 

 
 

 85  Date and time vaccinated:1/5/21 
Dose number:  1 
Details:  

 
Laboratory Results:  

 
 

  
 

 
 

 
 

 
 

Imaging & Findings:  
 

 
  

Treatment:  
   

 
Medical History:  

 
 

 
 

 
 

  
  

No Change  
 
 
 
Change/Review 
rationale: 
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Imaging & Findings:   
Treatment:  
Medical History:  
GP contacted/notified:  
Classification:   

 
 

 77  Date and time vaccinated:29/04/21 
Dose number:  1  
Details:  

 
 

 
  

Laboratory Results:  
  

  
  

Imaging & Findings:  
 
 

 
 

Treatment:  
 

 
 

 
Medical History:  

  
GP contacted/notified:  
Classification:  

  
 
 

No Change  
 
 
 
Change/Review 
rationale: 
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2. Summary of the TGA COVID-19 vaccine updates: 

Last data reported available on TGA website https://www.tga.gov.au/periodic/covid-19-vaccine-weekly-
safety-report  

TGA weekly report as at 26 August 2021: https://www.tga.gov.au/periodic/covid-19-vaccine-weekly-
safety-report-26-08-2021 
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3. Program Errors Summary COVID-19 Vaccination Program  

Background 
Immunisation errors (Program Errors) are an unwanted, but expected, outcome of any vaccination 
program. They may result from errors in vaccine preparation, handling, storage or administration.  

Program Errors can result in a cluster of events, defined by WHO as two or more cases of the same 
adverse event related in time, place or vaccine administered. These clusters are usually associated with 
a particular provider, health facility, and/or a vial of vaccine that has been inappropriately prepared or 
contaminated. Program Errors can also affect many vials and many people, for example, incorrect 
preparation of multidose vials can affect many people. 

They are preventable.  

Systems and Processes for Monitoring Program Errors 
The COVID Clinical Advisory Service (CAS) functions as a central point for receipt of reports of COVID 
19 vaccine program errors. 

As per the ‘Incident Escalation and Communication Process Flow – Clinical’ endorsed through the 
Vaccine Strategy Group (VSG) on 19 May 2021 (see Appendix 1); 

• Non-critical errors undergo weekly analysis by the CAS, with medical oversight, with documented 
feedback and recommendations to the provider and/or patients as required. A weekly summary 
of non-critical errors will be provided to the Clinical Advisory Group (CAG) as part of the Vaccine 
Safety Surveillance Report, with updates provided to the Vaccine Strategy Group as/if required 
by CAG. 

• Critical Program errors (as defined in the ‘VSS - Incident Management and Escalation’ 
Framework) are escalated to CAG, Strategy & Intergovernmental Relations (S&IGR), VSG, the 
Commonwealth Vaccines Operation Centre and SA Health Media and Communications team, 
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•  
 

  
  

  
 

  
 

  
 

  
 

 
  

  
  

  
  

  
  

 
  
  

 

Appendix 1: TGA listed AEFI and adverse events of special interest (AESI) for the 
Pfizer vaccine and AstraZeneca vaccines 

Vaccines, like any medication or natural therapy, can have side effects. An adverse event following 
immunisation (AEFI) refers to any untoward medical occurrence that follows immunisation, whether 
expected or unexpected, and whether triggered by the vaccine or only coincidentally occurring after 
receipt of a vaccine.1  

Adverse event case definitions: 
Adverse reactions observed during clinical studies are listed below according to the following frequency 
categories:  

 Very common (≥ 1/10)  

 Common (≥ 1/100 to < 1/10)  

 Uncommon (≥ 1/1,000 to < 1/100)  

 Rare (≥ 1/10,000 to < 1/1,000)  

 Very rare (< 1/10,000) 

Therapeutic Goods Administration (TGA) definition of serious Adverse Events Following 
Immunisation (AEFI) and Adverse Events of Special Interest (AESI):  

Serious adverse event following immunisation (AEFI): 
Any AEFI that is serious as defined by the WHO Global manual on surveillance of adverse events 
following immunization: 
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 results in death – requires rapid escalation. 

 is life-threatening 

 requires in-patient hospitalisation or prolongation of existing hospitalisation 

 results in persistent or significant disability/incapacity 

 is a congenital anomaly/birth defect, or 

 requires intervention to prevent one of the outcomes above. 

Adverse Events of Special Interest (AESI) – COVID-19 vaccines:  

Category 1: AESI related to COVID-19 vaccination in general 
 Generalised convulsion 

 Guillain-Barre Syndrome (GBS) 

 Acute disseminated encephalomyelitis (ADEM)  

 Anaphylaxis 

 Vasculitides (incl. single organ cutaneous vasculitis, Kawasaki Disease) 

 Encephalitis/encephalomyelitis/myelitis (*include transverse myelitis?) 

 Idiopathic peripheral facial nerve palsy (see also Category 2 below) 

 Thrombocytopenia 

 Enhanced disease following immunisation/VAED (also considered a Category 2 & 3 AESI) 

Category 2: AESI relevant to specific vaccine platforms for potential COVID-19 vaccines 
 Nil for the registered COVID-19 vaccines in Australia at this point in time 

Category 3: AESI related to COVID-19 disease 
 Enhanced disease following immunisation/VAED (also considered a Category 1 & 2 AESI) 

 Multisystem inflammatory syndrome  

 Acute respiratory distress syndrome (ARDS)/vaccine-associated (VA)-ARDS 

 Acute cardiac injury (includes myocarditis, pericarditis, arrhythmias, heart failure, infarction) 

 Coagulation disorder 

 (includes coagulopathy, thrombosis, thromboembolism, internal/external bleed, stroke, 
disseminated intravascular coagulation) 

 Acute kidney injury 

 Acute liver injury 

Category 3: AESI related to COVID-19 disease  
 Anosmia, ageusia 

 Chilblain-like lesions 

 Single organ cutaneous vasculitis 

 Erythema multiforme 

 Subacute thyroiditis 

 Pancreatitis 

 Rhabdomyolysis  
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Category 4: AESI related to TGA clinical evaluation  
 Pregnancy and birth outcomes 
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Appendix 2: TGA published definitions AEFI Pfizer– Comirnaty (BNT162b2[mRNA]) 
COVID-19 Vaccine#  

AUSTRALIAN PRODUCT INFORMATION – COMIRNATY™ (BNT162b2 [mRNA]) COVID-19 VACCINE Revised 
22 July 2021 

 

 

 
 



 

25 
 

ATAGI clinical guidance on COVID-19 vaccine in Australia in 2021 

 
 

Appendix 3: TGA published AEFI definitions COVID-19 Vaccine AstraZeneca 
(ChAdOx1-S)* 
AUSTRALIAN PRODUCT INFORMATION VAXZEVRIA® (previously COVID-19 Vaccine AstraZeneca) 
(ChAdOx1-S) solution for injection – Revised 20 August 2021
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ATAGI clinical guidance on COVID-19 vaccine in Australia in 2021 
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Appendix 4: TGA published AEFI definitions COVID-19 Vaccine Spikevax (Elasomeran) 
AUSTRALIAN PRODUCT INFORMATION – SPIKEVAX (ELASOMERAN) COVID-19 VACCINE 

 

 

ATAGI clinical guidance on COVID-19 vaccine in Australia in 2021 
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1. COVID-19 Vaccine Program Adverse Event Following Immunisation  

Background 
The South Australian COVID-19 vaccination program commenced on 22 February 2021. 

As part of the safety monitoring for this program, a vaccine safety surveillance system for the South 
Australian COVID-19 Vaccination Program actively collects reports on Adverse Events Following 
Immunisation (AEFI) and Adverse Events of Special Interest (AESI).  

An adverse event following immunisation (AEFI) refers to any untoward medical occurrence that follows 
immunisation, whether expected or unexpected, and whether triggered by the vaccine or only coincidentally 
occurring after receipt of a vaccine. Appendices 1 to 3 of this report provide further details on (1) a list of 
Serious AEFI and AESI as highlighted by the TGA within the context of the COVID-19 vaccination program, 
(2) frequency of AEFI associated with the Pfizer vaccine and (3) frequency of AEFI associated with the  
Vaxzevria (Astra Zeneca) vaccines (within the MedDra System Organ Class hierarchy). 

AEFI/AESI reports are received online via the South Australian Vaccine Safety Surveillance System 
(SAVSSS), by phone or infrequently via the DHW Safety Learning System (SLS). Each report received 
through SAVSSS is automatically uploaded to the TGA with any additional reports received through other 
mechanisms that meet the criteria for categorisation as a Serious AEFI or AESI also reported to the TGA 
by the Vaccine Safety Surveillance Team (VSST).  Reports that meet the definition of a Serious AEFI or 
are an identified AESI requiring further analysis i.e. Category 1 AESI (as defined in the Vaccine Safety 
Surveillance – Incident Management and Escalation Matrix) are analysed by the COVID-19 Vaccination 
Program Vaccine Surveillance Safety Team and reported to the COVID-19 Vaccine Safety Surveillance 
Committee (VSSC) for review immediately if/as required, otherwise they are reviewed on a weekly basis 
by the VSSC. 

Case Definitions 

The Brighton Collaboration provides Case Definitions for Category 1 AESI, as follows; 

• Interim Case Definition of Thrombosis with Thrombocytopenia Syndrome (TTS) 
• Generalised convulsion 
• Guillain-Barre Syndrome (GBS) 
• Acute disseminated encephalomyelitis (ADEM)  
• Anaphylaxis 
• Encephalitis/encephalomyelitis/myelitis (*include transverse myelitis?) 
• Idiopathic peripheral facial nerve palsy 
• Thrombocytopenia 
• Enhanced disease following immunisation/VAED 

These Case Definitions inform analysis and classification of reports by the VSST. No Brighton Collaboration 
Case Definition is currently available for ‘Vasculitides (incl. single organ cutaneous vasculitis, Kawasaki 
Disease)’. 
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Summary of Vaccination Activity 
 
Vaccination recorded to the Australian Immunisation Register as at 7/09/2021* 
 
Total doses/episodes: 1,362,295 

Individuals received dose 1 = 813,986 

Individuals received dose 2 = 546,765 

Vaxzevria (Astra Zeneca) doses = 662,887 (Dose 1: 402,619 – Dose 2: 259,803)  

Pfizer doses = 699,408 (Dose 1: 412,050 – Dose 2: 286,883) 

*Latest available data from Australian Immunisation Register report 
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 Clot 9 0.001 0 0.00 0.000 

 Vertigo   42 0.006 1 2.38 0.00 

 Dizziness – see Vertigo  89 0.013 11 12.36 0.002 

 Visual disturbance 30 0.004 1 3.33 0.00 

 Hypertension 37 0.005 5 13.51 0.001 

 Death 16 0.002 1 6.25 0.00 

 Herpes zoster 20 0.003 2 10.00 0.00 

 Pulmonary embolism 6 0.001 0 0.00 0.00 

 Bells Palsy 4 0.001 1 25.00 0.00 

 Anaphylaxis (including 

anaphylactoid reactions, 
acute hypersensitivity, 

allergic reactions, 
Hypersensitivity reactions)  

36 0.005 2 5.56 0.00 

 Pericarditis 25 0.004 3 12.00 0.00 

 Myocarditis  6 0.001 1 0.00 0.00 

 Menstrual Irregularity 39 0.006 1 2.56 0.00 

 Exacerbation of existing 
medical condition  

29 0.004 1 3.45 0.00 

 Miscarriage 2 0.00 0 0.00 0.00 

 Tinnitus  19 0.003 4 21.05 0.001 

 Dysgeusia  12 0.002 1 0.00 0.00 

 Paresthesia  73 0.01 6 8.22 0.001 

 Facial Paralysis 3 0.00 0 0.00 0.00 

* Number of Special Interest symptoms reported against all vaccinations administered YTD 
** Number of Special Interest symptoms reported that week against total number of Special Interest symptom reported YTD 
***Number of Special Interest symptoms reported that week against all vaccinations administered YTD 

 

 

 

Table 3: TGA reported TTS Summary as at 7/09/2021 YTD:  

Confirmed  Probable   Possible  Haem 
(TGA) 
Review  

  Unlikely  Dismissed  Total 

4 3 5 1 4 3 
 

20 
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Summary of TGA Line Listing cases:  

 
.  

Age / 

  

   Vaccine    

 

 

72    
 

 

  

 
 

Vaxzevria 
(Astra 
Zeneca) – 
1 

  

 

 

53    
 

 

  

 
  

Vaxzevria – 
1 

  

  

 

87      
 

 

Vaxzevria – 
1 

  

 

 

68    
 

  

 
 

Vaxzevria – 
1  

 

 

 

72      

  

Vaxzevria – 
1  

 

 
 

 

68      

 
 

Vaxzevria – 
1 

  

 
 

 

73      
 

Vaxzevria – 
1 

  

 
 

 

48    

   

 

 

Vaxzevria – 
1 

 

 
 

 

 

27       Vaxzevria -
1 

 

  
  

 

58    
  

  

 
  

Vaxzevria – 
1  

 

 
 

71     

  

Vaxzevria – 
1 
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72   
  

 

  

  

Vaxzevria - 
1 

  

 
 

 

65     
 
  

Vaxzevria - 
1  

 
  

Table 4: TGA unmatched AEFI reports as at 7/09/2021 YTD:  

Number unmatched reports: 9 
*Reporter contacted to submit SAVSS 

report  

38  

86  

76  
 

49 Male – 
 

65  

71  

85  

56  

76   

Table 5:  Events received following Pfizer’s Comirnaty vaccine: 
Event 
ID # 

TGA  
AEFI/ 
AESI 
Cat 

Age 
and 
Gender  

Incident details Recommendation 
for client from 
Committee 

Vaccination 
Program 
Implications 

 
 

 45  Date vaccinated: 14/8/2021  
Dose number:  2 
Details:  

 
 

 
 

 
 

  
 

 
 

 

 
 

 
 

 
 
 

No Change  
 
 
 
Change/Review 
rationale: 
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Laboratory Results:  
 

Imaging & Findings:  
 

 
Treatment:  

.  
Medical History:  

 
GP contacted/notified:  
Classification:   
 

 
 

 17  Date vaccinated: 20/8/2021 
Dose number:  1 
Details: 2  

 
  

 
 

 
 

 
 

 
 

 
 

 
 

   
 

 
 

.  
Laboratory Results:  

 
 

Imaging & Findings:  
  

 
Treatment:   

 
 

 
Medical History:  
GP contacted/notified:  
Classification:   
 

 
 
 

 
 
 

No Change  
 
 
 
Change/Review 
rationale: 
 

 
 

 51  Date and time vaccinated: 05/08/21  
Dose number:  1 
Details:  

 
 

 
 

 
Laboratory Results:  
Imaging & Findings:  

 

 
 
 

  
 
 
 

No Change  
 
 
 
Change/Review 
rationale: 
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Treatment:  
  

 
 

 
 

 
 

Medical History:  
 

GP contacted/notified:  
Classification:   
 

 
 

 34  Date vaccinated: 13/8/2021  
Dose number:  1 
Details:  

 
 

 
 

 
 

  
 

  
Laboratory Results:  

 
Imaging & Findings:  

 
 

Treatment:  
 

Medical History:  
GP contacted/notified:  
Classification:   
 

 
 

 
 

 
 
 

No Change  
 
 
 
Change/Review 
rationale: 
 

 
 

 23  Date and time vaccinated: 19/08/2021 
Dose number:  1 
Details:  

 
 

 
   

Laboratory Results: 24/08/2021 
 
 

27/08/2021 
 

4/09/2021 
 

 
5/09/2021 

 
 

Imaging & Findings:   
  

 
 

 
Treatment:  

 
 
 

 
 
 

No Change  
 
 
 
Change/Review 
rationale: 
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Medical History:  
 

 
 

  
  

 
 

 
GP contacted/notified:  

 
.  

Classification:   
 

Table 6:  Events received following Vaxzevria (AstraZeneca) COVID-19 Vaccine: 
Event 
ID # 

TGA  
AEFI/ 
AESI 
Cat 

Age 
and 
Gender  

Incident details Recommendation 
for client from 
Committee 

Vaccination 
Program 
Implications 

 
 

 
 
 

83  Date vaccinated: 9/07/2021  
Dose number:  2 
Details:  

 
 

 
 

 
 

 
Laboratory Results:  

 
 

Imaging & Findings:  
 

Treatment:  
 

 
Medical History:  

 
 

   
GP contacted/notified:  
Classification:   
 

 
 
 

 
 
 

No Change  
 
 
 
Change/Review 
rationale: 
 

 
 

 56  Date vaccinated: 6/6/2021 
Dose number:  1 
Details:  

 
  

Laboratory Results:  
 

 
 

 
 

 
 
 

 
 
 

 

No Change  
 
 
 
Change/Review 
rationale: 
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Imaging & Findings:  
 

 
Treatment:  

 
Medical History:  

 
GP contacted/notified:  
Classification:   
 

 
 

 
 

 56  Date and time vaccinated: 7/7//21 
Dose number:  2 
Details:  

 
  

Laboratory Results   
 

 
  

Imaging & Findings:  
 
 

 
 

 
Treatment:  

 
 

  
Medical History: 

 
  

GP contacted/notified:  
   

Classification:    
 

 
 
 

 
 
 

No Change  
 
 
 
Change/Review 
rationale: 
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2. Summary of the TGA COVID-19 vaccine updates: 

Last data reported available on TGA website https://www.tga.gov.au/periodic/covid-19-vaccine-weekly-
safety-report  

TGA weekly report as at 02 September 2021: https://www.tga.gov.au/periodic/covid-19-vaccine-weekly-
safety-report-02-09-2021 
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20 
 

•  
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Appendix 1: TGA listed AEFI and adverse events of special interest (AESI) for the 
Pfizer vaccine and AstraZeneca vaccines 

Vaccines, like any medication or natural therapy, can have side effects. An adverse event following 
immunisation (AEFI) refers to any untoward medical occurrence that follows immunisation, whether 
expected or unexpected, and whether triggered by the vaccine or only coincidentally occurring after 
receipt of a vaccine.1  

Adverse event case definitions: 
Adverse reactions observed during clinical studies are listed below according to the following frequency 
categories:  

 Very common (≥ 1/10)  

 Common (≥ 1/100 to < 1/10)  

 Uncommon (≥ 1/1,000 to < 1/100)  

 Rare (≥ 1/10,000 to < 1/1,000)  

 Very rare (< 1/10,000) 

Therapeutic Goods Administration (TGA) definition of serious Adverse Events Following 
Immunisation (AEFI) and Adverse Events of Special Interest (AESI):  

Serious adverse event following immunisation (AEFI): 
Any AEFI that is serious as defined by the WHO Global manual on surveillance of adverse events 
following immunization: 

 results in death – requires rapid escalation. 

 is life-threatening 

 requires in-patient hospitalisation or prolongation of existing hospitalisation 

 results in persistent or significant disability/incapacity 

 is a congenital anomaly/birth defect, or 

 requires intervention to prevent one of the outcomes above. 

Adverse Events of Special Interest (AESI) – COVID-19 vaccines:  

Category 1: AESI related to COVID-19 vaccination in general 
 Generalised convulsion 

 Guillain-Barre Syndrome (GBS) 

 Acute disseminated encephalomyelitis (ADEM)  

 Anaphylaxis 

 Vasculitides (incl. single organ cutaneous vasculitis, Kawasaki Disease) 

 Encephalitis/encephalomyelitis/myelitis (*include transverse myelitis?) 

 Idiopathic peripheral facial nerve palsy (see also Category 2 below) 

 Thrombocytopenia 

 Enhanced disease following immunisation/VAED (also considered a Category 2 & 3 AESI) 

Category 2: AESI relevant to specific vaccine platforms for potential COVID-19 vaccines 
 Nil for the registered COVID-19 vaccines in Australia at this point in time 
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Category 3: AESI related to COVID-19 disease 
 Enhanced disease following immunisation/VAED (also considered a Category 1 & 2 AESI) 

 Multisystem inflammatory syndrome  

 Acute respiratory distress syndrome (ARDS)/vaccine-associated (VA)-ARDS 

 Acute cardiac injury (includes myocarditis, pericarditis, arrhythmias, heart failure, infarction) 

 Coagulation disorder 

 (includes coagulopathy, thrombosis, thromboembolism, internal/external bleed, stroke, 
disseminated intravascular coagulation) 

 Acute kidney injury 

 Acute liver injury 

Category 3: AESI related to COVID-19 disease  
 Anosmia, ageusia 

 Chilblain-like lesions 

 Single organ cutaneous vasculitis 

 Erythema multiforme 

 Subacute thyroiditis 

 Pancreatitis 

 Rhabdomyolysis  

Category 4: AESI related to TGA clinical evaluation  
 Pregnancy and birth outcomes 



 

23 
 

Appendix 2: TGA published definitions AEFI Pfizer– Comirnaty (BNT162b2[mRNA]) 
COVID-19 Vaccine#  

AUSTRALIAN PRODUCT INFORMATION – COMIRNATY™ (BNT162b2 [mRNA]) COVID-19 VACCINE Revised 
22 July 2021 
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ATAGI clinical guidance on COVID-19 vaccine in Australia in 2021 

 
 

Appendix 3: TGA published AEFI definitions COVID-19 Vaccine AstraZeneca 
(ChAdOx1-S)* 
AUSTRALIAN PRODUCT INFORMATION VAXZEVRIA® (previously COVID-19 Vaccine AstraZeneca) 
(ChAdOx1-S) solution for injection – Revised 20 August 2021
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ATAGI clinical guidance on COVID-19 vaccine in Australia in 2021 
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Appendix 4: TGA published AEFI definitions COVID-19 Vaccine Spikevax (Elasomeran) 
AUSTRALIAN PRODUCT INFORMATION – SPIKEVAX (ELASOMERAN) COVID-19 VACCINE 

 

 

ATAGI clinical guidance on COVID-19 vaccine in Australia in 2021 
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1. COVID-19 Vaccine Program Adverse Event Following Immunisation

Background 
The South Australian COVID-19 vaccination program commenced on 22 February 2021. 

As part of the safety monitoring for this program, a vaccine safety surveillance system for the South 
Australian COVID-19 Vaccination Program actively collects reports on Adverse Events Following 
Immunisation (AEFI) and Adverse Events of Special Interest (AESI).  

An adverse event following immunisation (AEFI) refers to any untoward medical occurrence that follows 
immunisation, whether expected or unexpected, and whether triggered by the vaccine or only coincidentally 
occurring after receipt of a vaccine. Appendices 1 to 3 of this report provide further details on (1) a list of 
Serious AEFI and AESI as highlighted by the TGA within the context of the COVID-19 vaccination program, 
(2) frequency of AEFI associated with the Pfizer vaccine and (3) frequency of AEFI associated with the
Vaxzevria (Astra Zeneca) vaccines (within the MedDra System Organ Class hierarchy).

AEFI/AESI reports are received online via the South Australian Vaccine Safety Surveillance System 
(SAVSSS), by phone or infrequently via the DHW Safety Learning System (SLS). Each report received 
through SAVSSS is automatically uploaded to the TGA with any additional reports received through other 
mechanisms that meet the criteria for categorisation as a Serious AEFI or AESI also reported to the TGA 
by the Vaccine Safety Surveillance Team (VSST).  Reports that meet the definition of a Serious AEFI or 
are an identified AESI requiring further analysis i.e. Category 1 AESI (as defined in the Vaccine Safety 
Surveillance – Incident Management and Escalation Matrix) are analysed by the COVID-19 Vaccination 
Program Vaccine Surveillance Safety Team and reported to the COVID-19 Vaccine Safety Surveillance 
Committee (VSSC) for review immediately if/as required, otherwise they are reviewed on a weekly basis 
by the VSSC. 

Case Definitions 

The Brighton Collaboration provides Case Definitions for Category 1 AESI, as follows; 

• Interim Case Definition of Thrombosis with Thrombocytopenia Syndrome (TTS)
• Generalised convulsion
• Guillain-Barre Syndrome (GBS)
• Acute disseminated encephalomyelitis (ADEM)
• Anaphylaxis
• Encephalitis/encephalomyelitis/myelitis (*include transverse myelitis?)
• Idiopathic peripheral facial nerve palsy
• Thrombocytopenia
• Enhanced disease following immunisation/VAED

These Case Definitions inform analysis and classification of reports by the VSST. No Brighton Collaboration 
Case Definition is currently available for ‘Vasculitides (incl. single organ cutaneous vasculitis, Kawasaki 
Disease)’. 
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Summary of Vaccination Activity 

Vaccination recorded to the Australian Immunisation Register as at 14/09/2021* 

Total doses/episodes: 1,485,269 

Individuals received dose 1 = 877,887 

Individuals received dose 2 = 605,641 

Vaxzevria (Astra Zeneca) doses = 696,648 (Dose 1: 411,870 – Dose 2: 284,264) 

Pfizer doses = 788,621 (Dose 1: 466,791– Dose 2: 321,402) 

*Latest available data from Australian Immunisation Register report 
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Coughing 48 3.06 0.01 

Tachycardia 47 2.99 0.01 

Hypertension 44 2.80 0.01 

Urticaria 44 2.80 0.01 

Rash unspecified 43 2.74 0.01 

Vertigo 42 2.68 0.01 
Menstrual Irregularity 40 2.55 0.01 
Fever mild 38 2.42 0.00 
Sweating 35 2.23 0.004 
Lymphadenopathy localized to the region of the 
injection site 

34 
2.17 0.004 

Vasovagal episode (syncope, faint) +/-tonic clonic 
movements 

33 
2.10 0.004 

Exacerbation of existing medical condition 32 2.04 0.004 
Visual disturbance 32 2.04 0.004 
Itching 30 1.91 0.004 
Pericarditis 30 1.91 0.004 
Flushing 29 1.85 0.004 
Numbness 28 1.78 0.004 

Oedema 28 1.78 0.004 
Throat soreness 27 1.72 0.003 
Injection-site pain 24 1.53 0.003 
Malaise 24 1.53 0.003 
Shivering 24 1.53 0.003 
Tinnitus 22 1.40 0.003 
Anxious 21 1.34 0.003 
Herpes zoster 21 1.34 0.003 

* Number of symptoms reported against all AEFI’s reported YTD
** Number of symptoms reported against all vaccinations administered YTD
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2. Summary of the TGA COVID-19 vaccine updates: 

Last data reported available on TGA website https://www.tga.gov.au/periodic/covid-19-vaccine-weekly-
safety-report  

TGA weekly report as at 09 September 2021: https://www.tga.gov.au/periodic/covid-19-vaccine-weekly-
safety-report-09-09-2021  

 



16 
 

 



17 
 

 

 

 

 

 

 

 

 







20 
 

•  
  

  
  

  
  

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



21 
 

Appendix 1: TGA listed AEFI and adverse events of special interest (AESI) for the 
Pfizer vaccine and AstraZeneca vaccines 

Vaccines, like any medication or natural therapy, can have side effects. An adverse event following 
immunisation (AEFI) refers to any untoward medical occurrence that follows immunisation, whether 
expected or unexpected, and whether triggered by the vaccine or only coincidentally occurring after 
receipt of a vaccine.1  

Adverse event case definitions: 
Adverse reactions observed during clinical studies are listed below according to the following frequency 
categories:  

> Very common (≥ 1/10)  

> Common (≥ 1/100 to < 1/10)  

> Uncommon (≥ 1/1,000 to < 1/100)  

> Rare (≥ 1/10,000 to < 1/1,000)  

> Very rare (< 1/10,000) 

Therapeutic Goods Administration (TGA) definition of serious Adverse Events Following 
Immunisation (AEFI) and Adverse Events of Special Interest (AESI):  

Serious adverse event following immunisation (AEFI): 
Any AEFI that is serious as defined by the WHO Global manual on surveillance of adverse events 
following immunization: 

> results in death – requires rapid escalation. 

> is life-threatening 

> requires in-patient hospitalisation or prolongation of existing hospitalisation 

> results in persistent or significant disability/incapacity 

> is a congenital anomaly/birth defect, or 

> requires intervention to prevent one of the outcomes above. 

Adverse Events of Special Interest (AESI) – COVID-19 vaccines:  

Category 1: AESI related to COVID-19 vaccination in general 
> Generalised convulsion 

> Guillain-Barre Syndrome (GBS) 

> Acute disseminated encephalomyelitis (ADEM)  

> Anaphylaxis 

> Vasculitides (incl. single organ cutaneous vasculitis, Kawasaki Disease) 

> Encephalitis/encephalomyelitis/myelitis (*include transverse myelitis?) 

> Idiopathic peripheral facial nerve palsy (see also Category 2 below) 

> Thrombocytopenia 

> Enhanced disease following immunisation/VAED (also considered a Category 2 & 3 AESI) 

Category 2: AESI relevant to specific vaccine platforms for potential COVID-19 vaccines 
> Nil for the registered COVID-19 vaccines in Australia at this point in time 
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Category 3: AESI related to COVID-19 disease 
> Enhanced disease following immunisation/VAED (also considered a Category 1 & 2 AESI) 

> Multisystem inflammatory syndrome  

> Acute respiratory distress syndrome (ARDS)/vaccine-associated (VA)-ARDS 

> Acute cardiac injury (includes myocarditis, pericarditis, arrhythmias, heart failure, infarction) 

> Coagulation disorder 

> (includes coagulopathy, thrombosis, thromboembolism, internal/external bleed, stroke, 
disseminated intravascular coagulation) 

> Acute kidney injury 

> Acute liver injury 

Category 3: AESI related to COVID-19 disease  
> Anosmia, ageusia 

> Chilblain-like lesions 

> Single organ cutaneous vasculitis 

> Erythema multiforme 

> Subacute thyroiditis 

> Pancreatitis 

> Rhabdomyolysis  

Category 4: AESI related to TGA clinical evaluation  
> Pregnancy and birth outcomes 
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Appendix 2: TGA published definitions AEFI Pfizer– Comirnaty (BNT162b2[mRNA]) 
COVID-19 Vaccine#  

AUSTRALIAN PRODUCT INFORMATION – COMIRNATY™ (BNT162b2 [mRNA]) COVID-19 VACCINE Revised 
22 July 2021 
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ATAGI clinical guidance on COVID-19 vaccine in Australia in 2021 

 
 

Appendix 3: TGA published AEFI definitions COVID-19 Vaccine AstraZeneca 
(ChAdOx1-S)* 
AUSTRALIAN PRODUCT INFORMATION VAXZEVRIA® (previously COVID-19 Vaccine AstraZeneca) 
(ChAdOx1-S) solution for injection – Revised 20 August 2021
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ATAGI clinical guidance on COVID-19 vaccine in Australia in 2021 
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Appendix 4: TGA published AEFI definitions COVID-19 Vaccine Spikevax (Elasomeran) 
AUSTRALIAN PRODUCT INFORMATION – SPIKEVAX (ELASOMERAN) COVID-19 VACCINE 

 

 

ATAGI clinical guidance on COVID-19 vaccine in Australia in 2021 
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1. COVID-19 Vaccine Program Adverse Event Following Immunisation  

Background 
The South Australian COVID-19 vaccination program commenced on 22 February 2021. 

As part of the safety monitoring for this program, a vaccine safety surveillance system for the South 
Australian COVID-19 Vaccination Program actively collects reports on Adverse Events Following 
Immunisation (AEFI) and Adverse Events of Special Interest (AESI).  

An adverse event following immunisation (AEFI) refers to any untoward medical occurrence that follows 
immunisation, whether expected or unexpected, and whether triggered by the vaccine or only coincidentally 
occurring after receipt of a vaccine. Appendices 1 to 3 of this report provide further details on (1) a list of 
Serious AEFI and AESI as highlighted by the TGA within the context of the COVID-19 vaccination program, 
(2) frequency of AEFI associated with the Pfizer vaccine and (3) frequency of AEFI associated with the  
Vaxzevria (Astra Zeneca) vaccines (within the MedDra System Organ Class hierarchy). 

AEFI/AESI reports are received online via the South Australian Vaccine Safety Surveillance System 
(SAVSSS), by phone or infrequently via the DHW Safety Learning System (SLS). Each report received 
through SAVSSS is automatically uploaded to the TGA with any additional reports received through other 
mechanisms that meet the criteria for categorisation as a Serious AEFI or AESI also reported to the TGA 
by the Vaccine Safety Surveillance Team (VSST).  Reports that meet the definition of a Serious AEFI or 
are an identified AESI requiring further analysis i.e. Category 1 AESI (as defined in the Vaccine Safety 
Surveillance – Incident Management and Escalation Matrix) are analysed by the COVID-19 Vaccination 
Program Vaccine Surveillance Safety Team and reported to the COVID-19 Vaccine Safety Surveillance 
Committee (VSSC) for review immediately if/as required, otherwise they are reviewed on a weekly basis 
by the VSSC. 

Case Definitions 

The Brighton Collaboration provides Case Definitions for Category 1 AESI, as follows; 

• Interim Case Definition of Thrombosis with Thrombocytopenia Syndrome (TTS) 
• Generalised convulsion 
• Guillain-Barre Syndrome (GBS) 
• Acute disseminated encephalomyelitis (ADEM)  
• Anaphylaxis 
• Encephalitis/encephalomyelitis/myelitis (*include transverse myelitis?) 
• Idiopathic peripheral facial nerve palsy 
• Thrombocytopenia 
• Enhanced disease following immunisation/VAED 

These Case Definitions inform analysis and classification of reports by the VSST. No Brighton Collaboration 
Case Definition is currently available for ‘Vasculitides (incl. single organ cutaneous vasculitis, Kawasaki 
Disease)’. 
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Summary of Vaccination Activity 
 
Vaccination recorded to the Australian Immunisation Register as at 21/09/2021* 
 
Total doses/episodes: 1,570,718 

Individuals received dose 1 = 922,939 

Individuals received dose 2 = 647,779 

Vaxzevria (Astra Zeneca) doses = 712,429 (Dose 1: 414,987 – Dose 2: 297,442)  

Pfizer doses = 859,139 (Dose 1: 508,775 – Dose 2: 350,364) 

*Latest available data from Australian Immunisation Register report 
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Light headedness 59 3.57 0.01 

Tachycardia 55 3.33 0.01 

Coughing 47 2.85 0.01 

Rash unspecified 45 2.73 0.01 

Urticaria 45 2.73 0.01 

Hypertension 44 2.67 0.01 

Vertigo 43 2.60 0.01 
Fever mild 38 2.30 0.00 
Menstrual Irregularity 38 2.30 0.00 
Sweating 36 2.18 0.004 
Lymphadenopathy localized to the region of 
the injection site 

35 
2.12 0.004 

Vasovagal episode (syncope, faint) +/-tonic 
clonic movements 

34 
2.06 0.004 

Visual disturbance 34 2.06 0.004 
Exacerbation of existing medical condition 33 2.00 0.004 
Pericaditis 33 2.00 0.004 
Itching 32 1.94 0.004 
Flushing 30 1.82 0.003 
Malaise 30 1.82 0.003 

Oedema 30 1.82 0.003 
Numbness 29 1.76 0.003 
Throat soreness 29 1.76 0.003 
Tinnitus 27 1.64 0.003 
Shivering 26 1.57 0.003 
Injection-site pain 24 1.45 0.003 
Migraine 23 1.39 0.003 
Herpes zoster 22 1.33 0.003 
Anxious 21 1.27 0.002 
Pain in extremity 21 1.27 0.002 
Insomnia 20 1.21 0.002 

* Number of symptoms reported against all AEFI’s reported YTD 
** Number of symptoms reported against all vaccinations administered YTD 
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 Oedema Eyelid 10 0.001  10.000 0.000 

* Number of Special Interest symptoms reported against all vaccinations administered YTD 
** Number of Special Interest symptoms reported that week against total number of Special Interest symptom reported YTD 
***Number of Special Interest symptoms reported that week against all vaccinations administered YTD 

 

Table 3: TGA reported TTS Summary as at 21/09/2021 YTD:  

Confirmed  Probable   Possible  Haem 
(TGA) 
Review  

  Unlikely  Dismissed  Total 

4 3 6 0 4 3 
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Summary of TGA Line Listing cases:  

 
  

Age / 

  

   Vaccine    

 

 

72    
 

 

  

 
 

Vaxzevria 
(Astra 
Zeneca) – 
1 

  

 

 

53    
 

 

  

 
  

Vaxzevria – 
1 

  

  

 

87      
 

 

Vaxzevria – 
1 

  

 

 

68    
 

  

 
 

Vaxzevria – 
1  

 

 

 

72      

  

Vaxzevria – 
1  

 

 
 

 

68      

 
 

Vaxzevria – 
1 

  

 
 

-
 

73      
 

Vaxzevria – 
1 
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48    

   

 

 

Vaxzevria – 
1 

 

 
 

 

 

27       Vaxzevria -
1 

 

 
 

 

65     
 
  

Vaxzevria - 
1  

 
 
 
 

 
  

  
  

 

58    
  

  

 
  

Vaxzevria – 
1  

 

 
 

 

71     

  

Vaxzevria – 
1 

 

  
 

 

72   
  

 

  

  

Vaxzevria - 
1 

  

Table 4: TGA unmatched AEFI reports as at 21/09/2021 YTD:  

Number unmatched reports: 10 
*Reporter contacted to submit SAVSS 

report  

76  
  

35   

86  

76  
 

49 
 

65  

71  

85  

56  
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76 Female – Bilateral PE – Vaxzevria *  

Table 5:  Events received following Pfizer’s Comirnaty vaccine: 
Even
t ID # 

TGA  
AEFI/ 
AESI 
Cat 

Age 
and 
Gender  

Incident details Recommendation 
for client from 
Committee 

Vaccination 
Program 
Implications 

 
 

 
 

  

74  Date and time vaccinated:24/6  
Dose number:  2 
Details:  

 
 

 
  

Laboratory Results:  
Imaging & Findings:  

 
 

 
  

Treatment:  
Medical History:  

 
 

GP contacted/notified:  
Classification:   

 
 
 

 
 
 

No Change  
 
 
 
Change/Review 
rationale: 
 

 
 

  
 
 

49  Date and time vaccinated: 12/9/21 
Dose number:  2 
Details:  

 
 
 

 

 
 

 
Laboratory Results:  
Imaging & Findings:  
Treatment:  

 
 

Medical History:  
 

GP contacted/notified:  
Classification:  

 
 
 

 
 
 

No Change  
 
 
 
Change/Review 
rationale: 
 

 
 

 
 
 

45  Date and time vaccinated:9/7/2021 
Dose number:  2 
Details:  

 
 

 
 

 
 

 
Laboratory Results:   

 
 
 

 
 
 

No Change  
 
 
 
Change/Review 
rationale: 
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Imaging & Findings:  
  

Treatment:  
  

Medical History: . 
GP contacted/notified:   
Classification:   

Table 6:  Events received following Vaxzevria (AstraZeneca) COVID-19 Vaccine: 
Event 
ID # 

TGA  
AEFI/
AESI 
Cat 

Age 
and 
Gender  

Incident details Recommendation 
for client from 
Committee 

Vaccination 
Program 
Implications 

 
 

 
 
 

65  Date and time vaccinated:12/08/21 
Dose number:  2 
Details:  

 
 

 
 

Laboratory Results:  
Imaging & Findings:  
Treatment:  
Medical History:  

 
GP contacted/notified:  
Classification:  

 
 

 
 
  

No Change  
 
 
 
Change/Review 
rationale: 
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2. Summary of the TGA COVID-19 vaccine updates: 

Last data reported available on TGA website https://www.tga.gov.au/periodic/covid-19-vaccine-weekly-
safety-report  

TGA weekly report as at 16 September 2021: https://www.tga.gov.au/periodic/covid-19-vaccine-weekly-
safety-report-16-09-2021  
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Non-Critical Errors  
•  
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Appendix 1: TGA listed AEFI and adverse events of special interest (AESI) for the 
Pfizer vaccine and AstraZeneca vaccines 

Vaccines, like any medication or natural therapy, can have side effects. An adverse event following 
immunisation (AEFI) refers to any untoward medical occurrence that follows immunisation, whether 
expected or unexpected, and whether triggered by the vaccine or only coincidentally occurring after 
receipt of a vaccine.1  

Adverse event case definitions: 
Adverse reactions observed during clinical studies are listed below according to the following frequency 
categories:  

 Very common (≥ 1/10)  

 Common (≥ 1/100 to < 1/10)  

 Uncommon (≥ 1/1,000 to < 1/100)  

 Rare (≥ 1/10,000 to < 1/1,000)  

 Very rare (< 1/10,000) 

Therapeutic Goods Administration (TGA) definition of serious Adverse Events Following 
Immunisation (AEFI) and Adverse Events of Special Interest (AESI):  

Serious adverse event following immunisation (AEFI): 
Any AEFI that is serious as defined by the WHO Global manual on surveillance of adverse events 
following immunization: 

 results in death – requires rapid escalation. 

 is life-threatening 

 requires in-patient hospitalisation or prolongation of existing hospitalisation 

 results in persistent or significant disability/incapacity 

 is a congenital anomaly/birth defect, or 

 requires intervention to prevent one of the outcomes above. 

Adverse Events of Special Interest (AESI) – COVID-19 vaccines:  

Category 1: AESI related to COVID-19 vaccination in general 
 Generalised convulsion 

 Guillain-Barre Syndrome (GBS) 

 Acute disseminated encephalomyelitis (ADEM)  

 Anaphylaxis 

 Vasculitides (incl. single organ cutaneous vasculitis, Kawasaki Disease) 

 Encephalitis/encephalomyelitis/myelitis (*include transverse myelitis?) 

 Idiopathic peripheral facial nerve palsy (see also Category 2 below) 

 Thrombocytopenia 

 Enhanced disease following immunisation/VAED (also considered a Category 2 & 3 AESI) 
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Category 2: AESI relevant to specific vaccine platforms for potential COVID-19 vaccines 
 Nil for the registered COVID-19 vaccines in Australia at this point in time 

Category 3: AESI related to COVID-19 disease 
 Enhanced disease following immunisation/VAED (also considered a Category 1 & 2 AESI) 

 Multisystem inflammatory syndrome  

 Acute respiratory distress syndrome (ARDS)/vaccine-associated (VA)-ARDS 

 Acute cardiac injury (includes myocarditis, pericarditis, arrhythmias, heart failure, infarction) 

 Coagulation disorder 

 (includes coagulopathy, thrombosis, thromboembolism, internal/external bleed, stroke, 
disseminated intravascular coagulation) 

 Acute kidney injury 

 Acute liver injury 

Category 3: AESI related to COVID-19 disease  
 Anosmia, ageusia 

 Chilblain-like lesions 

 Single organ cutaneous vasculitis 

 Erythema multiforme 

 Subacute thyroiditis 

 Pancreatitis 

 Rhabdomyolysis  

Category 4: AESI related to TGA clinical evaluation  
 Pregnancy and birth outcomes 
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Appendix 2: TGA published definitions AEFI Pfizer– Comirnaty (BNT162b2[mRNA]) 
COVID-19 Vaccine#  

AUSTRALIAN PRODUCT INFORMATION – COMIRNATY™ (BNT162b2 [mRNA]) COVID-19 VACCINE Revised 
22 July 2021 
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ATAGI clinical guidance on COVID-19 vaccine in Australia in 2021 

 
 

Appendix 3: TGA published AEFI definitions COVID-19 Vaccine AstraZeneca 
(ChAdOx1-S)* 
AUSTRALIAN PRODUCT INFORMATION VAXZEVRIA® (previously COVID-19 Vaccine AstraZeneca) 
(ChAdOx1-S) solution for injection – Revised 20 August 2021
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ATAGI clinical guidance on COVID-19 vaccine in Australia in 2021 
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Appendix 4: TGA published AEFI definitions COVID-19 Vaccine Spikevax (Elasomeran) 
AUSTRALIAN PRODUCT INFORMATION – SPIKEVAX (ELASOMERAN) COVID-19 VACCINE 

 

 

ATAGI clinical guidance on COVID-19 vaccine in Australia in 2021 
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1. COVID-19 Vaccine Program Adverse Event Following Immunisation  

Background 
The South Australian COVID-19 vaccination program commenced on 22 February 2021. 

As part of the safety monitoring for this program, a vaccine safety surveillance system for the South 
Australian COVID-19 Vaccination Program actively collects reports on Adverse Events Following 
Immunisation (AEFI) and Adverse Events of Special Interest (AESI).  

An adverse event following immunisation (AEFI) refers to any untoward medical occurrence that follows 
immunisation, whether expected or unexpected, and whether triggered by the vaccine or only coincidentally 
occurring after receipt of a vaccine. Appendices 1 to 3 of this report provide further details on (1) a list of 
Serious AEFI and AESI as highlighted by the TGA within the context of the COVID-19 vaccination program, 
(2) frequency of AEFI associated with the Pfizer vaccine and (3) frequency of AEFI associated with the  
Vaxzevria (Astra Zeneca) vaccines (within the MedDra System Organ Class hierarchy). 

AEFI/AESI reports are received online via the South Australian Vaccine Safety Surveillance System 
(SAVSSS), by phone or infrequently via the DHW Safety Learning System (SLS). Each report received 
through SAVSSS is automatically uploaded to the TGA with any additional reports received through other 
mechanisms that meet the criteria for categorisation as a Serious AEFI or AESI also reported to the TGA 
by the Vaccine Safety Surveillance Team (VSST).  Reports that meet the definition of a Serious AEFI or 
are an identified AESI requiring further analysis i.e. Category 1 AESI (as defined in the Vaccine Safety 
Surveillance – Incident Management and Escalation Matrix) are analysed by the COVID-19 Vaccination 
Program Vaccine Surveillance Safety Team and reported to the COVID-19 Vaccine Safety Surveillance 
Committee (VSSC) for review immediately if/as required, otherwise they are reviewed on a weekly basis 
by the VSSC. 

Case Definitions 

The Brighton Collaboration provides Case Definitions for Category 1 AESI, as follows; 

• Interim Case Definition of Thrombosis with Thrombocytopenia Syndrome (TTS) 
• Generalised convulsion 
• Guillain-Barre Syndrome (GBS) 
• Acute disseminated encephalomyelitis (ADEM)  
• Anaphylaxis 
• Encephalitis/encephalomyelitis/myelitis (*include transverse myelitis?) 
• Idiopathic peripheral facial nerve palsy 
• Thrombocytopenia 
• Enhanced disease following immunisation/VAED 

These Case Definitions inform analysis and classification of reports by the VSST. No Brighton Collaboration 
Case Definition is currently available for ‘Vasculitides (incl. single organ cutaneous vasculitis, Kawasaki 
Disease)’. 
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Summary of Vaccination Activity 
 
Vaccination recorded to the Australian Immunisation Register as at 28/09/2021* 
 
Total doses/episodes: 1,698,583 

Individuals received dose 1 = 986,655 

Individuals received dose 2 = 709,796 

Vaxzevria (Astra Zeneca) doses = 733,186 (Dose 1: 417,658 – Dose 2: 314,944)  

Pfizer doses = 961,405 (Dose 1: 565,953 – Dose 2: 394,855) 

Moderna doses = 3,992 (Dose 1: 3,962 – Dose 2: 30) 

*Latest available data from Australian Immunisation Register report 
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Light headedness 63 3.58 0.01 

Tachycardia 58 3.30 0.01 

Rash unspecified 48 2.73 0.00 

Coughing 47 2.67 0.00 

Urticaria 46 2.62 0.00 

Hypertension 45 2.56 0.00 

Menstrual Irregularity 45 2.56 0.00 
Vertigo 44 2.50 0.00 
Vasovagal episode (syncope, faint) +/-tonic 

clonic movements 

39 
2.22 0.00 

Fever mild 38 2.16 0.004 
Oedema 38 2.16 0.004 
Lymphadenopathy localized to the region of 
the injection site 

36 
2.05 0.004 

Sweating 36 2.05 0.004 
Exacerbation of existing medical condition 35 1.99 0.004 
Malaise 35 1.99 0.004 
Visual disturbance 35 1.99 0.004 
Itching 33 1.88 0.003 
Pericaditis 33 1.88 0.003 

Throat soreness 33 1.88 0.003 
Tinnitus 33 1.88 0.003 
Flushing 31 1.76 0.003 
Numbness 30 1.71 0.003 
Shivering 26 1.48 0.003 
Migraine 25 1.42 0.003 
Injection-site pain 24 1.36 0.002 
Pain in extremity 23 1.31 0.002 
Herpes zoster 22 1.25 0.002 
Altered breathing 21 1.19 0.002 
Anxious 21 1.19 0.002 

* Number of symptoms reported against all AEFI’s reported YTD 
** Number of symptoms reported against all vaccinations administered YTD 
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 Oedema Eyelid 11 0.001 1 9.09 0.000 

* Number of Special Interest symptoms reported against all vaccinations administered YTD 
** Number of Special Interest symptoms reported that week against total number of Special Interest symptom reported YTD 
***Number of Special Interest symptoms reported that week against all vaccinations administered YTD 

 

Table 3: TGA reported TTS Summary as at 28/09/2021 YTD:  

Confirmed  Probable   Possible  Haem 
(TGA) 
Review  

  Unlikely  Dismissed  Total 

4 3 6 0 5 3 
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Summary of TGA Line Listing cases:  

 
  

Age / 

  

   Vaccine    

 

 

72    
 

 

  

 
 

Vaxzevria 
(Astra 
Zeneca) – 
1 

  

 

 

53    
 

 

  

 
  

Vaxzevria – 
1 

  

  

 

87      
 

 

Vaxzevria – 
1 

  

 

 

68    
 

  

 
 

Vaxzevria – 
1  

 

 

 

72      

  

Vaxzevria – 
1  

 

 
 

 

68      

 
 

Vaxzevria – 
1 

  

 
 

 

73      
 

Vaxzevria – 
1 
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48    

   

 

 

Vaxzevria – 
1 

 

 
 

 

 

27       Vaxzevria -
1 

 

 
 

 

65     
 
  

Vaxzevria - 
1  

  

  
  

 

58    
  

  

 
  

Vaxzevria – 
1  

 

 
 

 

71     

  

Vaxzevria – 
1 

 

  
 

 

72   
  

 

  

  

Vaxzevria - 
1 

  

Table 4: TGA unmatched AEFI reports as at 28/09/2021 YTD:  

Number unmatched reports:11 
*Reporter contacted to submit SAVSS 

report  

83  

76  
  

35   

86  

76   
 

49 
 

65  

71  

85  

56  

76   
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Table 5:  Events received following Pfizer’s Comirnaty vaccine: 
Event 
ID # 

TGA  
AEFI/ 
AESI 
Cat 

Age 
and 
Gender  

Incident details Recommendation 
for client from 
Committee 

Vaccination 
Program 
Implications 

   Date and time vaccinated: 
  
Dose number:   
 
Details:  
 
Laboratory Results:  
 
Imaging & Findings:  
 
Treatment:  
 
Medical History:  
 
GP contacted/notified:  
 
Classification:  

Uncommon – refer 
back to GP for 
review 
 
Uncommon – refer 
back to GP 
suggesting SACISC 
Review  
 
Uncommon – refer 
back to GP 
suggesting 
Specialist review 
 
No Letter required  

No Change  
 
 
 
Change/Review 
rationale: 
 

Table 6:  Events received following Vaxzevria (AstraZeneca) COVID-19 Vaccine: 
Event 
ID # 

TGA  
AEFI/ 
AESI 
Cat 

Age 
and 
Gender  

Incident details Recommendation 
for client from 
Committee 

Vaccination 
Program 
Implications 

 
 

 
 

61  Date and time vaccinated: 04/08/2021 
Dose number:  1 
Details:  

 
 

 
 

 
 
 

 
 

  
  

 
Laboratory Results:  

 
 

 
 

  
Imaging & Findings:  

 
 

 
  

Treatment:  
  

 
 

 
 

  
 
  

No Change  
 
 
 
Change/Review 
rationale: 
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Medical History:  
 

GP contacted/notified: .  
Classification:   

   Date and time vaccinated: 
  
Dose number:   
 
Details:  
 
Laboratory Results:  
 
Imaging & Findings:  
 
Treatment:  
 
Medical History:  
 
GP contacted/notified:  
 
Classification:  

Uncommon – refer 
back to GP for 
review 
 
Uncommon – refer 
back to GP 
suggesting SACISC 
Review  
 
Uncommon – refer 
back to GP 
suggesting 
Specialist review 
 
No Letter required  

No Change  
 
 
 
Change/Review 
rationale: 
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2. Summary of the TGA COVID-19 vaccine updates: 

Last data reported available on TGA website https://www.tga.gov.au/periodic/covid-19-vaccine-weekly-
safety-report  

TGA weekly report as at 23 September 2021: https://www.tga.gov.au/periodic/covid-19-vaccine-weekly-
safety-report-23-09-2021  
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Appendix 1: TGA listed AEFI and adverse events of special interest (AESI) for the 
Pfizer vaccine and AstraZeneca vaccines 

Vaccines, like any medication or natural therapy, can have side effects. An adverse event following 
immunisation (AEFI) refers to any untoward medical occurrence that follows immunisation, whether 
expected or unexpected, and whether triggered by the vaccine or only coincidentally occurring after 
receipt of a vaccine.1  

Adverse event case definitions: 
Adverse reactions observed during clinical studies are listed below according to the following frequency 
categories:  

 Very common (≥ 1/10)  

 Common (≥ 1/100 to < 1/10)  

 Uncommon (≥ 1/1,000 to < 1/100)  

 Rare (≥ 1/10,000 to < 1/1,000)  

 Very rare (< 1/10,000) 

Therapeutic Goods Administration (TGA) definition of serious Adverse Events Following 
Immunisation (AEFI) and Adverse Events of Special Interest (AESI):  

Serious adverse event following immunisation (AEFI): 
Any AEFI that is serious as defined by the WHO Global manual on surveillance of adverse events 
following immunization: 

 results in death – requires rapid escalation. 

 is life-threatening 

 requires in-patient hospitalisation or prolongation of existing hospitalisation 

 results in persistent or significant disability/incapacity 

 is a congenital anomaly/birth defect, or 
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 requires intervention to prevent one of the outcomes above. 

Adverse Events of Special Interest (AESI) – COVID-19 vaccines:  

Category 1: AESI related to COVID-19 vaccination in general 
 Generalised convulsion 

 Guillain-Barre Syndrome (GBS) 

 Acute disseminated encephalomyelitis (ADEM)  

 Anaphylaxis 

 Vasculitides (incl. single organ cutaneous vasculitis, Kawasaki Disease) 

 Encephalitis/encephalomyelitis/myelitis (*include transverse myelitis?) 

 Idiopathic peripheral facial nerve palsy (see also Category 2 below) 

 Thrombocytopenia 

 Enhanced disease following immunisation/VAED (also considered a Category 2 & 3 AESI) 

Category 2: AESI relevant to specific vaccine platforms for potential COVID-19 vaccines 
 Nil for the registered COVID-19 vaccines in Australia at this point in time 

Category 3: AESI related to COVID-19 disease 
 Enhanced disease following immunisation/VAED (also considered a Category 1 & 2 AESI) 

 Multisystem inflammatory syndrome  

 Acute respiratory distress syndrome (ARDS)/vaccine-associated (VA)-ARDS 

 Acute cardiac injury (includes myocarditis, pericarditis, arrhythmias, heart failure, infarction) 

 Coagulation disorder 

 (includes coagulopathy, thrombosis, thromboembolism, internal/external bleed, stroke, 
disseminated intravascular coagulation) 

 Acute kidney injury 

 Acute liver injury 

Category 3: AESI related to COVID-19 disease  
 Anosmia, ageusia 

 Chilblain-like lesions 

 Single organ cutaneous vasculitis 

 Erythema multiforme 

 Subacute thyroiditis 

 Pancreatitis 

 Rhabdomyolysis  

Category 4: AESI related to TGA clinical evaluation  
 Pregnancy and birth outcomes 
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Appendix 2: TGA published definitions AEFI Pfizer– Comirnaty (BNT162b2[mRNA]) 
COVID-19 Vaccine#  

AUSTRALIAN PRODUCT INFORMATION – COMIRNATY™ (BNT162b2 [mRNA]) COVID-19 VACCINE Revised 
22 July 2021 
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ATAGI clinical guidance on COVID-19 vaccine in Australia in 2021 

 
 

Appendix 3: TGA published AEFI definitions COVID-19 Vaccine AstraZeneca 
(ChAdOx1-S)* 
AUSTRALIAN PRODUCT INFORMATION VAXZEVRIA® (previously COVID-19 Vaccine AstraZeneca) 
(ChAdOx1-S) solution for injection – Revised 20 August 2021

 



 

22 
 

 
 
ATAGI clinical guidance on COVID-19 vaccine in Australia in 2021 
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Appendix 4: TGA published AEFI definitions COVID-19 Vaccine Spikevax (Elasomeran) 
AUSTRALIAN PRODUCT INFORMATION – SPIKEVAX (ELASOMERAN) COVID-19 VACCINE 

 

 

ATAGI clinical guidance on COVID-19 vaccine in Australia in 2021 
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1. COVID-19 Vaccine Program Adverse Event Following Immunisation  

Background 
The South Australian COVID-19 vaccination program commenced on 22 February 2021. 

As part of the safety monitoring for this program, a vaccine safety surveillance system for the South 
Australian COVID-19 Vaccination Program actively collects reports on Adverse Events Following 
Immunisation (AEFI) and Adverse Events of Special Interest (AESI).  

An adverse event following immunisation (AEFI) refers to any untoward medical occurrence that follows 
immunisation, whether expected or unexpected, and whether triggered by the vaccine or only coincidentally 
occurring after receipt of a vaccine. Appendices 1 to 3 of this report provide further details on (1) a list of 
Serious AEFI and AESI as highlighted by the TGA within the context of the COVID-19 vaccination program, 
(2) frequency of AEFI associated with the Pfizer vaccine and (3) frequency of AEFI associated with the  
Vaxzevria (Astra Zeneca) vaccines (within the MedDra System Organ Class hierarchy). 

AEFI/AESI reports are received online via the South Australian Vaccine Safety Surveillance System 
(SAVSSS), by phone or infrequently via the DHW Safety Learning System (SLS). Each report received 
through SAVSSS is automatically uploaded to the TGA with any additional reports received through other 
mechanisms that meet the criteria for categorisation as a Serious AEFI or AESI also reported to the TGA 
by the Vaccine Safety Surveillance Team (VSST).  Reports that meet the definition of a Serious AEFI or 
are an identified AESI requiring further analysis i.e. Category 1 AESI (as defined in the Vaccine Safety 
Surveillance – Incident Management and Escalation Matrix) are analysed by the COVID-19 Vaccination 
Program Vaccine Surveillance Safety Team and reported to the COVID-19 Vaccine Safety Surveillance 
Committee (VSSC) for review immediately if/as required, otherwise they are reviewed on a weekly basis 
by the VSSC. 

Case Definitions 

The Brighton Collaboration provides Case Definitions for Category 1 AESI, as follows; 

• Interim Case Definition of Thrombosis with Thrombocytopenia Syndrome (TTS) 
• Generalised convulsion 
• Guillain-Barre Syndrome (GBS) 
• Acute disseminated encephalomyelitis (ADEM)  
• Anaphylaxis 
• Encephalitis/encephalomyelitis/myelitis (*include transverse myelitis?) 
• Idiopathic peripheral facial nerve palsy 
• Thrombocytopenia 
• Enhanced disease following immunisation/VAED 

These Case Definitions inform analysis and classification of reports by the VSST. No Brighton Collaboration 
Case Definition is currently available for ‘Vasculitides (incl. single organ cutaneous vasculitis, Kawasaki 
Disease)’. 
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Summary of Vaccination Activity 
 
Vaccination recorded to the Australian Immunisation Register as at 05/10/2021* 
 
Total doses/episodes: 1,799,795 

Individuals received dose 1 = 1,038,158 

Individuals received dose 2 = 759,289 

Vaxzevria (Astra Zeneca) doses = 744,565 (Dose 1: 418,772 – Dose 2: 325,179)  

Pfizer doses = 1,044,870 (Dose 1: 610,070 – Dose 2: 434,106) 

Moderna doses = 10,360 (Dose 1: 10,317– Dose 2: 41) 

*Latest available data from Australian Immunisation Register report 
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Light headedness 66 3.58 0.01 

Tachycardia 59 3.20 0.01 

Rash unspecified 54 2.93 0.01 

Hypertension 47 2.55 0.00 

Coughing 46 2.49 0.00 

Menstrual Irregularity 46 2.49 0.00 

Urticaria 46 2.49 0.00 
Vertigo 46 2.49 0.00 
Oedema 43 2.33 0.00 
Pericaditis 40 2.17 0.004 
Sweating 39 2.11 0.004 
Vasovagal episode (syncope, faint) +/-tonic 
clonic movements 

39 
2.11 0.004 

Exacerbation of existing medical condition 38 2.06 0.004 
Fever mild 38 2.06 0.004 
Malaise 37 2.00 0.004 
Itching 36 1.95 0.003 
Lymphadenopathy localized to the region of 
the injection site 

36 
1.95 0.003 

Visual disturbance 36 1.95 0.003 

Tinnitus 35 1.90 0.003 
Throat soreness 34 1.84 0.003 
Flushing 32 1.73 0.003 
Shivering 31 1.68 0.003 
Numbness 30 1.63 0.003 
Migraine 26 1.41 0.002 
Altered breathing 24 1.30 0.002 
Injection-site pain 24 1.30 0.002 
Pain in extremity 23 1.25 0.002 
Fever high 22 1.19 0.002 
Anxious 21 1.14 0.002 

* Number of symptoms reported against all AEFI’s reported YTD 
** Number of symptoms reported against all vaccinations administered YTD 
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TGA weekly report as at 30 September 2021:  https://www.tga.gov.au/periodic/covid-19-vaccine-weekly-
safety-report-30-09-2021 
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Appendix 1: TGA listed AEFI and adverse events of special interest (AESI) for the 
Pfizer vaccine and AstraZeneca vaccines 

Vaccines, like any medication or natural therapy, can have side effects. An adverse event following 
immunisation (AEFI) refers to any untoward medical occurrence that follows immunisation, whether 
expected or unexpected, and whether triggered by the vaccine or only coincidentally occurring after 
receipt of a vaccine.1  

Adverse event case definitions: 
Adverse reactions observed during clinical studies are listed below according to the following frequency 
categories:  

> Very common (≥ 1/10)  

> Common (≥ 1/100 to < 1/10)  

> Uncommon (≥ 1/1,000 to < 1/100)  

> Rare (≥ 1/10,000 to < 1/1,000)  

> Very rare (< 1/10,000) 
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Therapeutic Goods Administration (TGA) definition of serious Adverse Events Following 
Immunisation (AEFI) and Adverse Events of Special Interest (AESI):  

Serious adverse event following immunisation (AEFI): 
Any AEFI that is serious as defined by the WHO Global manual on surveillance of adverse events 
following immunization: 

> results in death – requires rapid escalation. 

> is life-threatening 

> requires in-patient hospitalisation or prolongation of existing hospitalisation 

> results in persistent or significant disability/incapacity 

> is a congenital anomaly/birth defect, or 

> requires intervention to prevent one of the outcomes above. 

Adverse Events of Special Interest (AESI) – COVID-19 vaccines:  

Category 1: AESI related to COVID-19 vaccination in general 
> Generalised convulsion 

> Guillain-Barre Syndrome (GBS) 

> Acute disseminated encephalomyelitis (ADEM)  

> Anaphylaxis 

> Vasculitides (incl. single organ cutaneous vasculitis, Kawasaki Disease) 

> Encephalitis/encephalomyelitis/myelitis (*include transverse myelitis?) 

> Idiopathic peripheral facial nerve palsy (see also Category 2 below) 

> Thrombocytopenia 

> Enhanced disease following immunisation/VAED (also considered a Category 2 & 3 AESI) 

Category 2: AESI relevant to specific vaccine platforms for potential COVID-19 vaccines 
> Nil for the registered COVID-19 vaccines in Australia at this point in time 

Category 3: AESI related to COVID-19 disease 
> Enhanced disease following immunisation/VAED (also considered a Category 1 & 2 AESI) 

> Multisystem inflammatory syndrome  

> Acute respiratory distress syndrome (ARDS)/vaccine-associated (VA)-ARDS 

> Acute cardiac injury (includes myocarditis, pericarditis, arrhythmias, heart failure, infarction) 

> Coagulation disorder 

> (includes coagulopathy, thrombosis, thromboembolism, internal/external bleed, stroke, 
disseminated intravascular coagulation) 

> Acute kidney injury 

> Acute liver injury 

Category 3: AESI related to COVID-19 disease  
> Anosmia, ageusia 

> Chilblain-like lesions 

> Single organ cutaneous vasculitis 
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> Erythema multiforme 

> Subacute thyroiditis 

> Pancreatitis 

> Rhabdomyolysis  

Category 4: AESI related to TGA clinical evaluation  
> Pregnancy and birth outcomes 

 

Appendix 2: TGA published definitions AEFI Pfizer– Comirnaty (BNT162b2[mRNA]) 
COVID-19 Vaccine#  

AUSTRALIAN PRODUCT INFORMATION – COMIRNATY™ (BNT162b2 [mRNA]) COVID-19 VACCINE Revised 
22 July 2021 
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ATAGI clinical guidance on COVID-19 vaccine in Australia in 2021 
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Appendix 3: TGA published AEFI definitions COVID-19 Vaccine AstraZeneca 
(ChAdOx1-S)* 
AUSTRALIAN PRODUCT INFORMATION VAXZEVRIA® (previously COVID-19 Vaccine AstraZeneca) 
(ChAdOx1-S) solution for injection – Revised 20 August 2021
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ATAGI clinical guidance on COVID-19 vaccine in Australia in 2021 
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Appendix 4: TGA published AEFI definitions COVID-19 Vaccine Spikevax (Elasomeran) 
AUSTRALIAN PRODUCT INFORMATION – SPIKEVAX (ELASOMERAN) COVID-19 VACCINE 

 

 

ATAGI clinical guidance on COVID-19 vaccine in Australia in 2021 
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Summary  
 
Vaccination recorded to the Australian Immunisation Register as at 18 May 2021* 
 
Total doses/episodes: 239,800 

Individuals received dose 1 = 204831 

Individuals received dose 2 = 34,837 

Pfizer doses = 90,310 

AstraZeneca = 149,490 

 

*Latest available data from Australian Immunisation Regsiter report 
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Background 
South Australia’s COVID-19 vaccination program commenced on 22 February 2021 with Pfizer’s 
Comirnaty vaccine and on 5 March 2021 with AstraZeneca’s COVID-19 vaccine.  

An adverse event following immunisation (AEFI) refers to any untoward medical occurrence that follows 
immunisation, whether expected or unexpected, and whether triggered by the vaccine or only 
coincidentally occurring after receipt of a vaccine.  

Adverse reactions definitions and the TGA listed AEFI and adverse events of special interest (AESI) for 
the Pfizer vaccine and AstraZeneca vaccines are listed in Appendix 1.  

As part of the vaccine safety surveillance system for the South Australian COVID-19 Vaccination 
Program, reports are received and analysed by the South Australian Vaccine Safety Surveillance System 
(SAVSSS). Each report is automatically uploaded to the TGA.  Any report requiring follow up is analysed 
by the COVID-19 Vaccination Program - Immunisation Coordination Unit and reported to the COVID-19 
Vaccine Safety Committee for review.  

This report provides a record of all reports received into SAVSSS on Table 1.  

Details of AEFIs and AESIs received following Pfizer’s COVID-19 Comirnaty vaccine and AstraZeneca 
vaccines administered are recorded on Table 2 and Table 3 respectively. These will be reviewed by the 
Committee on weekly basis.  

The report will be tabled up to 24 hours prior to the Committee meeting.   

Case Definitions 

The Brighton Collaboration provides Case Definitions for Category 1 AESI, as follows; 

• Interim Case Definition of Thrombosis with Thrombocytopenia Syndrome (TTS) 
• Generalised convulsion 
• Guillain-Barre Syndrome (GBS) 
• Acute disseminated encephalomyelitis (ADEM)  
• Anaphylaxis 
• Encephalitis/encephalomyelitis/myelitis (*include transverse myelitis?) 
• Idiopathic peripheral facial nerve palsy 
• Thrombocytopenia 
• Enhanced disease following immunisation/VAED 

These Case Definitions inform analysis and classification of reports by the VSST. No Brighton 
Collaboration Case Definition is currently available for ‘Vasculitides (incl. single organ cutaneous 
vasculitis, Kawasaki Disease)’. 

Table 5 will outlines the Therapeutic Goods Administration COVID-19 vaccine weekly safety report.   
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Vertigo 25 

Malaise 24 

Rigors 24 

Confusion 23 

Fever high 21 

Flushing 21 

Individual Brands AstraZeneca COVID 19 vaccine 685 

Pfizer Comirnaty 360 
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Table 4: Special Interest AEFI Topics:  

  YTD Week 11 

 Total Number of reports  564 69 

 Myalgia 354 42 

 Arthralgia 160 25 

 Abdominal Pain (pancreatitis) 69 (2 pancreatitis) 9 (1 pancreatitis) 

 Chest Pain (chest tightness, angina)  52 5 

 Pain 45 6 

 Clot 38 4 

 Visual disturbance 24 6 

 Epistaxis 16 0 

 Death 21 4 

 Deep vein thrombosis 4 4 

 Stroke 12 3 

 Atrial fibrillation 8 0 

 Cellulitis at the injection site 5 0 

 Thrombocytopenia 3 0 

 Hyperglycaemia 8 6 

 Miscarriage 1 0 

 Pericaditis 4 0 

 Vertigo 33 2 

 Arthritis 2 1 

 Herpes Zoster 5 0 

 

TGA unmatched reports  

Four as at 19/05/2021.  
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Table 5: Summary of the TGA COVID-19 vaccine updates 

Last data reported available on TGA website as – COVID-19 vaccine weekly safety report-13/05/2021  

https://www.tga.gov.au/periodic/covid-19-vaccine-weekly-safety-report 

Summary 
• The most frequently reported suspected side effects associated with COVID-19 

vaccines continue to be events that are commonly experienced with vaccines 
generally, including headache, muscle and joint pain, fever and injection site 
reactions. Most people in clinical trials of the AstraZeneca and Pfizer Comirnaty 
COVID-19 vaccines experienced one or more of these side effects. 

• Seven additional cases of blood clots with low blood platelets have been assessed 
as thrombosis with thrombocytopenia syndrome (TTS) likely to be linked to the 
AstraZeneca COVID-19 vaccine. The United Kingdom (UK) is the country with the 
widest utilisation of the AstraZeneca vaccine. When assessed using the case 
definition developed by the UK’s Medicines and Health products Regulatory Agency, 
three cases are confirmed and four are deemed probable TTS. 
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Most commonly reported COVID-19 vaccine side 
effects 
The adverse events most commonly reported to the TGA following COVID-19 
vaccines are side effects that are observed with vaccines generally, including 
headache, muscle and joint pain, fever and injection site reactions. 

Adverse events following immunisation (AEFI) most frequently reported to the TGA 
are shown in the below graph.  

Headache is the most common reaction reported to the TGA for both vaccines. 
Almost half of the headaches reported to the TGA lasted for less than a day, and 
most headaches had resolved by three days. People who have a severe or 
persistent headache should seek medical advice. 

 

Thrombosis with thrombocytopenia syndrome 

Thrombosis with thrombocytopenia syndrome (TTS) is a very rare event involving 
serious blood clots with a low blood platelet count. Emerging evidence suggests it is 
caused by the AstraZeneca vaccine. The TGA and other medicines regulators 
around the world continue to monitor and investigate this issue. 

In response to this safety concern, ATAGI has recommended that Comirnaty 
(Pfizer) be preferred over the AstraZeneca vaccine in people aged under 50. This 
week the TGA has approved further changes to the Product Information to inform 
health professionals about recognising and managing possible TTS. ATAGI also 
addresses TTS in its weekly statements about COVID-19 vaccines(link is external). 

Medical officers at the TGA continue to investigate suspected cases and share 
information with other medicines regulators. The TGA determines whether a report 
is likely to represent TTS by assessing cases against a consistent set of criteria, 
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based on the case definitions established by the UK Medicines and Health products 
Regulatory Agency. This allows for rapid assessment and facilitates comparison 
with the assessments of other medicines regulators. These criteria include: 

• evidence of a thrombosis (blood clot) 

• thrombocytopenia (blood platelet count below a certain threshold) 

• results of blood tests for a specific protein produced by the body to break down 
clots (D-dimer) and antibodies that activate platelets (anti-PF4 antibodies). 

Cases that meet all of the criteria are considered to be confirmed. Cases meeting 
most of the criteria are classified as probable. Internationally and in Australia, 
research continues on the utility of other blood tests (including platelet functional 
assays) on suspected cases to contribute to understanding of TTS. At present, the 
results of these other tests are not routinely included in our assessment of criteria. 

Since last week’s report, a further seven reports of blood clots and low blood 
platelets have been assessed as TTS and considered likely to be linked to the 
AstraZeneca vaccine. Three of these cases are considered confirmed, and include a 
75-year-old man from Victoria, a 75-year-old man from Western Australia, and a 
59-year-old Queensland man who was diagnosed in Victoria. Of these, only the 
Victorian man remains in hospital, but is responding to treatment and is in a stable 
condition. The other two patients are not currently in hospital and are thought to be 
well. Four other newly reported cases are considered to be probable TTS. This 
includes three men from Victoria aged 65, 70 and 81 years, and a 70-year-old man 
from NSW. All but one of the newly reported cases was vaccinated after the 8 April 
2021 recommendation by ATAGI that Comirnaty is preferred over the AstraZeneca 
vaccine in adults aged under 50 years. 

This takes the total Australian reports of cases assessed as TTS following the 
AstraZeneca vaccine to 18. So far about 1.8 million doses of the AstraZeneca 
vaccine have been administered. 

With regard to all confirmed cases of TTS mentioned in previous weekly reports, all 
patients (with the exception of the fatality of a 48-year-old woman from NSW) are 
recovering and stable. 

The reporting rates of TTS in Australia are consistent with what is being seen 
internationally. However, we believe that a higher proportion of less severe cases 
may be being reported in Australia. This may be due to high levels of awareness in 
the community and among the medical profession around TTS along with less 
strain on the healthcare system around COVID infections with much lower infection 
rates than internationally. 
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Appendix 1: TGA listed AEFI and adverse events of special interest (AESI) for the 
Pfizer vaccine and AstraZeneca vaccines 

Vaccines, like any medication or natural therapy, can have side effects. An adverse event following 
immunisation (AEFI) refers to any untoward medical occurrence that follows immunisation, whether 
expected or unexpected, and whether triggered by the vaccine or only coincidentally occurring after 
receipt of a vaccine.1  

Adverse event case definitions: 
Adverse reactions observed during clinical studies are listed below according to the following frequency 
categories:  

> Very common (≥ 1/10)  

> Common (≥ 1/100 to < 1/10)  

> Uncommon (≥ 1/1,000 to < 1/100)  

> Rare (≥ 1/10,000 to < 1/1,000)  

> Very rare (< 1/10,000) 

Therapeutic Goods Administration (TGA) definition of serious Adverse Events Following 
Immunisation (AEFI) and Adverse Events of Special Interest (AESI):  

Serious adverse event following immunisation (AEFI): 
Any AEFI that is serious as defined by the WHO Global manual on surveillance of adverse events 
following immunization: 

> results in death – requires rapid escalation. 

> is life-threatening 

> requires in-patient hospitalisation or prolongation of existing hospitalisation 

> results in persistent or significant disability/incapacity 

> is a congenital anomaly/birth defect, or 

> requires intervention to prevent one of the outcomes above. 

Adverse Events of Special Interest (AESI) – COVID-19 vaccines:  

Category 1: AESI related to COVID-19 vaccination in general 
> Generalised convulsion 

> Guillain-Barre Syndrome (GBS) 

> Acute disseminated encephalomyelitis (ADEM)  

> Anaphylaxis 

> Vasculitides (incl. single organ cutaneous vasculitis, Kawasaki Disease) 

> Encephalitis/encephalomyelitis/myelitis (*include transverse myelitis?) 

> Idiopathic peripheral facial nerve palsy (see also Category 2 below) 

> Thrombocytopenia 

> Enhanced disease following immunisation/VAED (also considered a Category 2 & 3 AESI) 

Category 2: AESI relevant to specific vaccine platforms for potential COVID-19 vaccines 
> Nil for the registered COVID-19 vaccines in Australia at this point in time 
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Category 3: AESI related to COVID-19 disease 
> Enhanced disease following immunisation/VAED (also considered a Category 1 & 2 AESI) 

> Multisystem inflammatory syndrome  

> Acute respiratory distress syndrome (ARDS)/vaccine-associated (VA)-ARDS 

> Acute cardiac injury (includes myocarditis, pericarditis, arrhythmias, heart failure, infarction) 

> Coagulation disorder 

> (includes coagulopathy, thrombosis, thromboembolism, internal/external bleed, stroke, 
disseminated intravascular coagulation) 

> Acute kidney injury 

> Acute liver injury 

Category 3: AESI related to COVID-19 disease  
> Anosmia, ageusia 

> Chilblain-like lesions 

> Single organ cutaneous vasculitis 

> Erythema multiforme 

> Subacute thyroiditis 

> Pancreatitis 

> Rhabdomyolysis  

Category 4: AESI related to TGA clinical evaluation  
> Pregnancy and birth outcomes 
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Appendix 2: TGA published definitions AEFI Pfizer– Comirnaty COVID-19 vaccine# 

# Information sourced from the Therapeutic Goods Administration - Australian product information – Comirnaty™ (bnt162b2 [mRNA]) COVID-19 vaccine. 

*A higher frequency of pyrexia was observed after the 2nd dose. 

†Throughout the safety follow-up period to date, acute peripheral facial paralysis (or palsy) was reported by four participants in the COMIRNATY group. Onset 

was Day 37 after Dose 1 (participant did not receive Dose 2) and Days 3, 9, and 48 after Dose 2. No cases of acute peripheral facial paralysis (or palsy) were 

reported in the placebo group.
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Appendix 3: TGA published AEFI definitions AstraZeneca COVID-19 vaccines* 

 
* Product information for AusPAR - COVID-19 VACC NE ASTRAZENECA – ChAdOx1-S - AstraZeneca Pty Ltd – PM-2020-06115-1- 2 FINAL 15 February 2021 
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Background 

The South Australian COVID-19 vaccination program commenced on 22 February 2021. 

As part of the safety monitoring for this program, a vaccine safety surveillance system for the South 
Australian COVID-19 Vaccination Program actively collects reports on Adverse Events Following 
Immunisation (AEFI) and Adverse Events of Special Interest (AESI).  

An adverse event following immunisation (AEFI) refers to any untoward medical occurrence that follows 
immunisation, whether expected or unexpected, and whether triggered by the vaccine or only coincidentally 
occurring after receipt of a vaccine. Appendices 1 to 3 of this report provide further details on (1) a list of 
Serious AEFI and AESI as highlighted by the TGA within the context of the COVID-19 vaccination program, 
(2) frequency of AEFI associated with the Pfizer vaccine and (3) frequency of AEFI associated with the
Astra Zeneca vaccines (within the MedDra System Organ Class hierarchy).

AEFI/AESI reports are received online via the South Australian Vaccine Safety Surveillance System 
(SAVSSS), by phone or infrequently via the DHW Safety Learning System (SLS). Each report received 
through SAVSSS is automatically uploaded to the TGA with any additional reports received through other 
mechanisms that meet the criteria for categorisation as a Serious AEFI or AESI also reported to the TGA 
by the Vaccine Safety Surveillance Team (VSST).  Reports that meet the definition of a Serious AEFI or 
are an identified AESI requiring further analysis i.e. Category 1 AESI (as defined in the Vaccine Safety 
Surveillance – Incident Management and Escalation Matrix) are analysed by the COVID-19 Vaccination 
Program Vaccine Surveillance Safety Team and reported to the COVID-19 Vaccine Safety Surveillance 
Committee (VSSC) for review immediately if/as required, otherwise they are reviewed on a weekly basis 
by the VSSC. 

Case Definitions 

The Brighton Collaboration provides Case Definitions for Category 1 AESI, as follows; 

• Interim Case Definition of Thrombosis with Thrombocytopenia Syndrome (TTS)
• Generalised convulsion
• Guillain-Barre Syndrome (GBS)
• Acute disseminated encephalomyelitis (ADEM)
• Anaphylaxis
• Encephalitis/encephalomyelitis/myelitis (*include transverse myelitis?)
• Idiopathic peripheral facial nerve palsy
• Thrombocytopenia
• Enhanced disease following immunisation/VAED

These Case Definitions inform analysis and classification of reports by the VSST. No Brighton Collaboration 
Case Definition is currently available for ‘Vasculitides (incl. single organ cutaneous vasculitis, Kawasaki 
Disease)’. 
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Summary of Vaccination Activity 
 
Vaccination recorded to the Australian Immunisation Register as at 25/05/2021* 
 
Total doses/episodes: 277,135 

Individuals received dose 1 = 237,482 

Individuals received dose 2 = 39,500  

Pfizer doses = 102,365 ( Dose 1 63,379 – Dose 2 38,900)  

AstraZeneca doses = 174, 774 (Dose 1 174,160 – Dose 2 609) 

 

*Latest available data from Australian Immunisation Regsiter report 
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Coughing 23 

Fever high 23 

Urticaria 22 

Visual disturbance 21 

Death 20 

Individual Brands AstraZeneca COVID 19 vaccine 794 

Pfizer Comirnaty 397 
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Table 2: Special Interest AEFI Topics: 

 Total Number of reports YTD Week 12 

671 89 

 Myalgia 407 45 

 Arthralgia 200 34 

 Abdominal Pain (pancreatitis) 92 (2 pancreatitis) 21 (1 pancreatitis) 

 Chest Pain (chest tightness, angina)  66 12 

 Pain 51 4 

 Clot 44 6 

 Visual disturbance 30 5 

 Epistaxis 19 3 

 Death 26 5 

 Deep vein thrombosis 6 2 

 Stroke (CVA) 12 4 

 Atrial fibrillation 10 2 

 Cellulitis at the injection site 5 0 

 Thrombocytopenia 3 0 

 Hyperglycaemia 10 2 

 Miscarriage 1 0 

 Pericaditis 4 0 

 Vertigo 38 5 

 Arthritis 3 1 

Herpes Zoster (including varicella 
like rash) 

5 0 (2 varicella like rash) 

 Angina Pectoris 2 2 

 Pulmonary Embolus 3 2 

 Ananphylaxis 3 0 
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Nine additional cases of blood clots with low blood platelets have been assessed as thrombosis with 
thrombocytopenia syndrome (TTS) likely to be linked to the AstraZeneca vaccine. When assessed using 
the United Kingdom (UK) case definition, six cases are confirmed TTS and three are probable. 

Reported side effects for COVID-19 vaccines 

Gathering reports of adverse events following immunisation (AEFI) is just the first step in determining 
whether or not the effect is related to the vaccine and whether a significant safety issue is involved. Learn 
more about how the TGA identifies and responds to safety issues. 

In the week of 17-23 May 2021 we received 1609 AEFI reports for COVID-19 vaccines. 

Total adverse event reports to 23 May 2021 
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Appendix 1: TGA listed AEFI and adverse events of special interest (AESI) for the 
Pfizer vaccine and AstraZeneca vaccines 

Vaccines, like any medication or natural therapy, can have side effects. An adverse event following 
immunisation (AEFI) refers to any untoward medical occurrence that follows immunisation, whether 
expected or unexpected, and whether triggered by the vaccine or only coincidentally occurring after 
receipt of a vaccine.1  

Adverse event case definitions: 
Adverse reactions observed during clinical studies are listed below according to the following frequency 
categories:  

> Very common (≥ 1/10)

> Common (≥ 1/100 to < 1/10)

> Uncommon (≥ 1/1,000 to < 1/100)

> Rare (≥ 1/10,000 to < 1/1,000)

> Very rare (< 1/10,000)

Therapeutic Goods Administration (TGA) definition of serious Adverse Events Following 
Immunisation (AEFI) and Adverse Events of Special Interest (AESI):  

Serious adverse event following immunisation (AEFI): 
Any AEFI that is serious as defined by the WHO Global manual on surveillance of adverse events 
following immunization: 

> results in death – requires rapid escalation.

> is life-threatening

> requires in-patient hospitalisation or prolongation of existing hospitalisation

> results in persistent or significant disability/incapacity

> is a congenital anomaly/birth defect, or

> requires intervention to prevent one of the outcomes above.

Adverse Events of Special Interest (AESI) – COVID-19 vaccines: 

Category 1: AESI related to COVID-19 vaccination in general 
> Generalised convulsion

> Guillain-Barre Syndrome (GBS)

> Acute disseminated encephalomyelitis (ADEM)

> Anaphylaxis

> Vasculitides (incl. single organ cutaneous vasculitis, Kawasaki Disease)

> Encephalitis/encephalomyelitis/myelitis (*include transverse myelitis?)

> Idiopathic peripheral facial nerve palsy (see also Category 2 below)

> Thrombocytopenia

> Enhanced disease following immunisation/VAED (also considered a Category 2 & 3 AESI)

Category 2: AESI relevant to specific vaccine platforms for potential COVID-19 vaccines 
> Nil for the registered COVID-19 vaccines in Australia at this point in time
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Category 3: AESI related to COVID-19 disease 
> Enhanced disease following immunisation/VAED (also considered a Category 1 & 2 AESI) 

> Multisystem inflammatory syndrome  

> Acute respiratory distress syndrome (ARDS)/vaccine-associated (VA)-ARDS 

> Acute cardiac injury (includes myocarditis, pericarditis, arrhythmias, heart failure, infarction) 

> Coagulation disorder 

> (includes coagulopathy, thrombosis, thromboembolism, internal/external bleed, stroke, 
disseminated intravascular coagulation) 

> Acute kidney injury 

> Acute liver injury 

Category 3: AESI related to COVID-19 disease  
> Anosmia, ageusia 

> Chilblain-like lesions 

> Single organ cutaneous vasculitis 

> Erythema multiforme 

> Subacute thyroiditis 

> Pancreatitis 

> Rhabdomyolysis  

Category 4: AESI related to TGA clinical evaluation  
> Pregnancy and birth outcomes 
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Appendix 2: TGA published definitions AEFI Pfizer– Comirnaty COVID-19 vaccine# 

# Information sourced from the Therapeutic Goods Administration - Australian product information – Comirnaty™ (bnt162b2 [mRNA]) COVID-19 vaccine. 

*A higher frequency of pyrexia was observed after the 2nd dose. 

†Throughout the safety follow-up period to date, acute peripheral facial paralysis (or palsy) was reported by four participants in the COMIRNATY group. Onset 

was Day 37 after Dose 1 (participant did not receive Dose 2) and Days 3, 9, and 48 after Dose 2. No cases of acute peripheral facial paralysis (or palsy) were 

reported in the placebo group.
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Appendix 3: TGA published AEFI definitions AstraZeneca COVID-19 vaccines* 

* Product information for AusPAR - COVID-19 VACC NE ASTRAZENECA – ChAdOx1-S - AstraZeneca Pty Ltd – PM-2020-06115-1- 2 FINAL 15 February 2021
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1. COVID-19 Vaccine Program Adverse Event Following Immunisation  

Background 
The South Australian COVID-19 vaccination program commenced on 22 February 2021. 

As part of the safety monitoring for this program, a vaccine safety surveillance system for the South 
Australian COVID-19 Vaccination Program actively collects reports on Adverse Events Following 
Immunisation (AEFI) and Adverse Events of Special Interest (AESI).  

An adverse event following immunisation (AEFI) refers to any untoward medical occurrence that follows 
immunisation, whether expected or unexpected, and whether triggered by the vaccine or only 
coincidentally occurring after receipt of a vaccine. Appendices 1 to 3 of this report provide further details 
on (1) a list of Serious AEFI and AESI as highlighted by the TGA within the context of the COVID-19 
vaccination program, (2) frequency of AEFI associated with the Pfizer vaccine and (3) frequency of AEFI 
associated with the  Astra Zeneca vaccines (within the MedDra System Organ Class hierarchy). 

AEFI/AESI reports are received online via the South Australian Vaccine Safety Surveillance System 
(SAVSSS), by phone or infrequently via the DHW Safety Learning System (SLS). Each report received 
through SAVSSS is automatically uploaded to the TGA with any additional reports received through other 
mechanisms that meet the criteria for categorisation as a Serious AEFI or AESI also reported to the TGA 
by the Vaccine Safety Surveillance Team (VSST).  Reports that meet the definition of a Serious AEFI or 
are an identified AESI requiring further analysis i.e. Category 1 AESI (as defined in the Vaccine Safety 
Surveillance – Incident Management and Escalation Matrix) are analysed by the COVID-19 Vaccination 
Program Vaccine Surveillance Safety Team and reported to the COVID-19 Vaccine Safety Surveillance 
Committee (VSSC) for review immediately if/as required, otherwise they are reviewed on a weekly basis 
by the VSSC. 

Case Definitions 

The Brighton Collaboration provides Case Definitions for Category 1 AESI, as follows; 

• Interim Case Definition of Thrombosis with Thrombocytopenia Syndrome (TTS) 
• Generalised convulsion 
• Guillain-Barre Syndrome (GBS) 
• Acute disseminated encephalomyelitis (ADEM)  
• Anaphylaxis 
• Encephalitis/encephalomyelitis/myelitis (*include transverse myelitis?) 
• Idiopathic peripheral facial nerve palsy 
• Thrombocytopenia 
• Enhanced disease following immunisation/VAED 

These Case Definitions inform analysis and classification of reports by the VSST. No Brighton 
Collaboration Case Definition is currently available for ‘Vasculitides (incl. single organ cutaneous 
vasculitis, Kawasaki Disease)’. 
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Summary of Vaccination Activity 
 
Vaccination recorded to the Australian Immunisation Register as at 01/06/2021* 
 
Total doses/episodes: 320,287 

Individuals received dose 1 = 274,140 

Individuals received dose 2 = 45,978 

Pfizer doses = 116,184 (Dose 1: 71,404 – Dose 2: 44,683)  

AstraZeneca doses = 204,103 (Dose 1: 202,804 – Dose 2: 1,297) 

*Latest available data from Australian Immunisation Regsiter report 
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Injection-site pain 10 

Itching 10 
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Table 2: Special Interest AEFI Topics as at 02 June 2021 YTD: 
 Total Number of reports YTD Week 13 

740 67 

 Myalgia 441 35 

 Arthralgia 219 19 

 Abdominal Pain (pancreatitis) 99 (2 pancreatitis) 7 

 Chest Pain (chest tightness, 
angina)  

77 10 

 Pain 50 0 

 Clot 48 4 

 Visual disturbance 38 8 

 Epistaxis 20 1 

 Death 28 2 

 Deep vein thrombosis 11 5 

 Stroke 12 0 

 CVA 5 0 

 Atrial fibrillation 11 1 

 Cellulitis at the injection site 5 0 

 Thrombocytopenia 4 1 

 Hyperglycaemia 10 0 

 Miscarriage 1 0 

 Pericaditis 4 0 

 Vertigo 41 2 

 Arthritis 4 1 

Herpes Zoster 7 2 

 Varicella like rash 2 0 

 Angina Pectoris 2 2 

 Pulmonary Embolus 5 2 

 Anaphylaxis 4 1 
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Table 3: TGA reported TTS Summary as at 02 June 2021 YTD: 

Confirmed Probable (deemed to meet criteria*, 
awaiting TGA determination)  

Possible Total 

1 1 0 0 

Summary of cases: 

 
.  

Age r   Vaccine  

 

 

53   
 

 
 

 Astra 
Zeneca - 1 

 

 

 

87    
 

 

Astra 
Zeneca - 1 

 
 

Table 4: TGA unmatched AEFI reports as at 02 June 2021: 

Number unmatched reports: 6 
*Reporter contacted to submit SAVSS

report

81  – * 

76 – * 



10 

Table 5:  Events received following Pfizer’s Comirnaty vaccine 
Event ID 
Number 

TGA 
AEFI/AESI 
Cat 

Age 
and 
Gender 

Incident details Recommenda
tion from 
Committee 

Date and time vaccinated: 

Dose number:  

Details:  

Treatment:  

Medical History:  

Uncommon – 
refer back to 
GP for review 

Uncommon – 
refer back to 
GP suggesting 
Specialist 
review 

Date and time vaccinated: 

Dose number:  

Details:  

Treatment:  

Medical History:  

Uncommon – 
refer back to 
GP for review 

Uncommon – 
refer back to 
GP suggesting 
Specialist 
review 

Date and time vaccinated: 

Dose number:  

Details:  

Treatment:  

Medical History:  

Uncommon – 
refer back to 
GP for review 

Uncommon – 
refer back to 
GP suggesting 
Specialist 
review 

Date and time vaccinated: 

Dose number:  

Details:  

Treatment:  

Medical History:  

Uncommon – 
refer back to 
GP for review 

Uncommon – 
refer back to 
GP suggesting 
Specialist 
review 
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Appendix 1: TGA listed AEFI and adverse events of special interest (AESI) for the 
Pfizer vaccine and AstraZeneca vaccines 

Vaccines, like any medication or natural therapy, can have side effects. An adverse event following 
immunisation (AEFI) refers to any untoward medical occurrence that follows immunisation, whether 
expected or unexpected, and whether triggered by the vaccine or only coincidentally occurring after 
receipt of a vaccine.1  

Adverse event case definitions: 
Adverse reactions observed during clinical studies are listed below according to the following frequency 
categories:  

> Very common (≥ 1/10)  

> Common (≥ 1/100 to < 1/10)  

> Uncommon (≥ 1/1,000 to < 1/100)  

> Rare (≥ 1/10,000 to < 1/1,000)  

> Very rare (< 1/10,000) 

Therapeutic Goods Administration (TGA) definition of serious Adverse Events Following 
Immunisation (AEFI) and Adverse Events of Special Interest (AESI):  

Serious adverse event following immunisation (AEFI): 
Any AEFI that is serious as defined by the WHO Global manual on surveillance of adverse events 
following immunization: 

> results in death – requires rapid escalation. 

> is life-threatening 

> requires in-patient hospitalisation or prolongation of existing hospitalisation 

> results in persistent or significant disability/incapacity 

> is a congenital anomaly/birth defect, or 

> requires intervention to prevent one of the outcomes above. 

Adverse Events of Special Interest (AESI) – COVID-19 vaccines:  

Category 1: AESI related to COVID-19 vaccination in general 
> Generalised convulsion 

> Guillain-Barre Syndrome (GBS) 

> Acute disseminated encephalomyelitis (ADEM)  

> Anaphylaxis 

> Vasculitides (incl. single organ cutaneous vasculitis, Kawasaki Disease) 

> Encephalitis/encephalomyelitis/myelitis (*include transverse myelitis?) 

> Idiopathic peripheral facial nerve palsy (see also Category 2 below) 

> Thrombocytopenia 

> Enhanced disease following immunisation/VAED (also considered a Category 2 & 3 AESI) 

Category 2: AESI relevant to specific vaccine platforms for potential COVID-19 vaccines 
> Nil for the registered COVID-19 vaccines in Australia at this point in time 
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Category 3: AESI related to COVID-19 disease 
> Enhanced disease following immunisation/VAED (also considered a Category 1 & 2 AESI) 

> Multisystem inflammatory syndrome  

> Acute respiratory distress syndrome (ARDS)/vaccine-associated (VA)-ARDS 

> Acute cardiac injury (includes myocarditis, pericarditis, arrhythmias, heart failure, infarction) 

> Coagulation disorder 

> (includes coagulopathy, thrombosis, thromboembolism, internal/external bleed, stroke, 
disseminated intravascular coagulation) 

> Acute kidney injury 

> Acute liver injury 

Category 3: AESI related to COVID-19 disease  
> Anosmia, ageusia 

> Chilblain-like lesions 

> Single organ cutaneous vasculitis 

> Erythema multiforme 

> Subacute thyroiditis 

> Pancreatitis 

> Rhabdomyolysis  

Category 4: AESI related to TGA clinical evaluation  
> Pregnancy and birth outcomes 
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Appendix 2: TGA published definitions AEFI Pfizer– Comirnaty COVID-19 vaccine#  

 
# Information sourced from the Therapeutic Goods Administration - Australian product information – Comirnaty™ (bnt162b2 [mRNA]) COVID-19 vaccine. 

*A higher frequency of pyrexia was observed after the 2nd dose. 

†Throughout the safety follow-up period to date, acute peripheral facial paralysis (or palsy) was reported by four participants in the COMIRNATY group. Onset 

was Day 37 after Dose 1 (participant did not receive Dose 2) and Days 3, 9, and 48 after Dose 2. No cases of acute peripheral facial paralysis (or palsy) were 

reported in the placebo group. 
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Appendix 3: TGA published AEFI definitions AstraZeneca COVID-19 vaccines* 

* Product information for AusPAR - COVID-19 VACC NE ASTRAZENECA – ChAdOx1-S - AstraZeneca Pty Ltd – PM-2020-06115-1- 2 FINAL 15 February 2021
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1. COVID-19 Vaccine Program Adverse Event Following Immunisation  

Background 
 

The South Australian COVID-19 vaccination program commenced on 22 February 2021. 

As part of the safety monitoring for this program, a vaccine safety surveillance system for the South 
Australian COVID-19 Vaccination Program actively collects reports on Adverse Events Following 
Immunisation (AEFI) and Adverse Events of Special Interest (AESI).  

An adverse event following immunisation (AEFI) refers to any untoward medical occurrence that follows 
immunisation, whether expected or unexpected, and whether triggered by the vaccine or only 
coincidentally occurring after receipt of a vaccine. Appendices 1 to 3 of this report provide further details 
on (1) a list of Serious AEFI and AESI as highlighted by the TGA within the context of the COVID-19 
vaccination program, (2) frequency of AEFI associated with the Pfizer vaccine and (3) frequency of AEFI 
associated with the  Astra Zeneca vaccines (within the MedDra System Organ Class hierarchy). 

AEFI/AESI reports are received online via the South Australian Vaccine Safety Surveillance System 
(SAVSSS), by phone or infrequently via the DHW Safety Learning System (SLS). Each report received 
through SAVSSS is automatically uploaded to the TGA with any additional reports received through other 
mechanisms that meet the criteria for categorisation as a Serious AEFI or AESI also reported to the TGA 
by the Vaccine Safety Surveillance Team (VSST).  Reports that meet the definition of a Serious AEFI or 
are an identified AESI requiring further analysis i.e. Category 1 AESI (as defined in the Vaccine Safety 
Surveillance – Incident Management and Escalation Matrix) are analysed by the COVID-19 Vaccination 
Program Vaccine Surveillance Safety Team and reported to the COVID-19 Vaccine Safety Surveillance 
Committee (VSSC) for review immediately if/as required, otherwise they are reviewed on a weekly basis 
by the VSSC. 

Case Definitions 

The Brighton Collaboration provides Case Definitions for Category 1 AESI, as follows; 

 Interim Case Definition of Thrombosis with Thrombocytopenia Syndrome (TTS) 
 Generalised convulsion 
 Guillain-Barre Syndrome (GBS) 
 Acute disseminated encephalomyelitis (ADEM)  
 Anaphylaxis 
 Encephalitis/encephalomyelitis/myelitis (*include transverse myelitis?) 
 Idiopathic peripheral facial nerve palsy 
 Thrombocytopenia 
 Enhanced disease following immunisation/VAED 

These Case Definitions inform analysis and classification of reports by the VSST. No Brighton 
Collaboration Case Definition is currently available for ‘Vasculitides (incl. single organ cutaneous 
vasculitis, Kawasaki Disease)’. 
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Summary of Vaccination Activity 
 
Vaccination recorded to the Australian Immunisation Register as at 09/06/2021* 
 
Total doses/episodes: 374,312 

Individuals received dose 1 = 319,254 

Individuals received dose 2 = 54,867 

Pfizer doses = 135,674 (Dose 1: 83,968 – Dose 2: 51,601)  

AstraZeneca doses = 238,638 (Dose 1: 235,367 – Dose 2: 3,268) 

 
*Latest available data from Australian Immunisation Regsiter report 
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Death 14 3% 

Diarrhoea 14 3% 

Flushing 14 3% 

Tachycardia 13 3% 

Vertigo 13 3% 

Itching 11 3% 

Menstrual Irregularity 11 3% 
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Table 2: Special Interest AEFI Topics as at 09 June 2021 YTD

Total Number of reports YTD Week 14 

651 48 

Myalgia 467 19 

Arthralgia 241 18 

Abdominal Pain (pancreatitis) 102 (2 
pancreatitis) 

1 

Chest Pain (chest tightness, 
angina)  

86 7 

Pain 63 9 

Clot 49 1 

Visual disturbance 40 0 

Epistaxis 21 1 

Death 31 1 

Deep vein thrombosis 15 3 

Stroke 12 0 

CVA 5 0 

Atrial fibrillation 12 1 

Cellulitis at the injection site 5 0 

Thrombocytopenia 4 0 

Hyperglycaemia 10 0 

Miscarriage 1 0 

Pericaditis 4 0 

Vertigo 50 4 

Arthritis 4 0 

Herpes Zoster  12 5 

Varicella like rash 2 0 

Angina Pectoris 2 0 

Pulmonary Embolus 8 3 

Anaphylaxis 4 0 

Hypertension 50 1 

Menstrual Irregularity 10 6 

Bells Palsy 2 2 
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Table 3: TGA reported TTS Summary as at 09 June 2021 YTD:  

Confirmed  Probable (deemed to meet criteria*, 
awaiting TGA determination)  

Possible  Total  

1 1 0 0 

 

Summary of cases:  

 
  

Age      Vaccine    

 

 

53    
 

 
 

  Astra 
Zeneca - 1 

  

  

 

87      
 

 

Astra 
Zeneca - 1 

 
 

 

 
 

 
 

73    
 
 
 

 
  

 
 

 

Astra 
Zeneca -1  

  

 
 

 
 

91    
  

  Astra 
Zeneca 1 

  

 
 

 

68    
 

  

  Astra 
Zeneca 1 

 

 
 

 
 

26   
 

 

 

 
  

TBC 

Astra 
Zeneca-1 

  

 
 

 
 
 
 
 
 
 

71     
 

Astra 
Zeneca 1  
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Appendix 1: TGA listed AEFI and adverse events of special interest (AESI) for the 
Pfizer vaccine and AstraZeneca vaccines 

Vaccines, like any medication or natural therapy, can have side effects. An adverse event following 
immunisation (AEFI) refers to any untoward medical occurrence that follows immunisation, whether 
expected or unexpected, and whether triggered by the vaccine or only coincidentally occurring after 
receipt of a vaccine.1  

Adverse event case definitions: 
Adverse reactions observed during clinical studies are listed below according to the following frequency 
categories:  

 Very common (≥ 1/10)  

 Common (≥ 1/100 to < 1/10)  

 Uncommon (≥ 1/1,000 to < 1/100)  

 Rare (≥ 1/10,000 to < 1/1,000)  

 Very rare (< 1/10,000) 

Therapeutic Goods Administration (TGA) definition of serious Adverse Events Following 
Immunisation (AEFI) and Adverse Events of Special Interest (AESI):  

Serious adverse event following immunisation (AEFI): 
Any AEFI that is serious as defined by the WHO Global manual on surveillance of adverse events 
following immunization: 

 results in death – requires rapid escalation. 

 is life-threatening 

 requires in-patient hospitalisation or prolongation of existing hospitalisation 

 results in persistent or significant disability/incapacity 

 is a congenital anomaly/birth defect, or 

 requires intervention to prevent one of the outcomes above. 

Adverse Events of Special Interest (AESI) – COVID-19 vaccines:  

Category 1: AESI related to COVID-19 vaccination in general 
 Generalised convulsion 

 Guillain-Barre Syndrome (GBS) 

 Acute disseminated encephalomyelitis (ADEM)  

 Anaphylaxis 

 Vasculitides (incl. single organ cutaneous vasculitis, Kawasaki Disease) 

 Encephalitis/encephalomyelitis/myelitis (*include transverse myelitis?) 

 Idiopathic peripheral facial nerve palsy (see also Category 2 below) 

 Thrombocytopenia 

 Enhanced disease following immunisation/VAED (also considered a Category 2 & 3 AESI) 

Category 2: AESI relevant to specific vaccine platforms for potential COVID-19 vaccines 
 Nil for the registered COVID-19 vaccines in Australia at this point in time 
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Category 3: AESI related to COVID-19 disease 
 Enhanced disease following immunisation/VAED (also considered a Category 1 & 2 AESI) 

 Multisystem inflammatory syndrome  

 Acute respiratory distress syndrome (ARDS)/vaccine-associated (VA)-ARDS 

 Acute cardiac injury (includes myocarditis, pericarditis, arrhythmias, heart failure, infarction) 

 Coagulation disorder 

 (includes coagulopathy, thrombosis, thromboembolism, internal/external bleed, stroke, 
disseminated intravascular coagulation) 

 Acute kidney injury 

 Acute liver injury 

Category 3: AESI related to COVID-19 disease  
 Anosmia, ageusia 

 Chilblain-like lesions 

 Single organ cutaneous vasculitis 

 Erythema multiforme 

 Subacute thyroiditis 

 Pancreatitis 

 Rhabdomyolysis  

Category 4: AESI related to TGA clinical evaluation  
 Pregnancy and birth outcomes 
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Appendix 2: TGA published definitions AEFI Pfizer– Comirnaty COVID-19 vaccine#  

 
# Information sourced from the Therapeutic Goods Administration - Australian product information – Comirnaty™ (bnt162b2 [mRNA]) COVID-19 vaccine. 

*A higher frequency of pyrexia was observed after the 2nd dose. 

†Throughout the safety follow-up period to date, acute peripheral facial paralysis (or palsy) was reported by four participants in the COMIRNATY group. Onset 

was Day 37 after Dose 1 (participant did not receive Dose 2) and Days 3, 9, and 48 after Dose 2. No cases of acute peripheral facial paralysis (or palsy) were 

reported in the placebo group. 
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Appendix 3: TGA published AEFI definitions AstraZeneca COVID-19 vaccines* 

 
* Product information for AusPAR - COVID-19 VACC NE ASTRAZENECA – ChAdOx1-S - AstraZeneca Pty Ltd – PM-2020-06115-1- 2 FINAL 15 February 2021 
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1. COVID-19 Vaccine Program Adverse Event Following Immunisation  

Background 
The South Australian COVID-19 vaccination program commenced on 22 February 2021. 

As part of the safety monitoring for this program, a vaccine safety surveillance system for the South 
Australian COVID-19 Vaccination Program actively collects reports on Adverse Events Following 
Immunisation (AEFI) and Adverse Events of Special Interest (AESI).  

An adverse event following immunisation (AEFI) refers to any untoward medical occurrence that follows 
immunisation, whether expected or unexpected, and whether triggered by the vaccine or only 
coincidentally occurring after receipt of a vaccine. Appendices 1 to 3 of this report provide further details 
on (1) a list of Serious AEFI and AESI as highlighted by the TGA within the context of the COVID-19 
vaccination program, (2) frequency of AEFI associated with the Pfizer vaccine and (3) frequency of AEFI 
associated with the  Astra Zeneca vaccines (within the MedDra System Organ Class hierarchy). 

AEFI/AESI reports are received online via the South Australian Vaccine Safety Surveillance System 
(SAVSSS), by phone or infrequently via the DHW Safety Learning System (SLS). Each report received 
through SAVSSS is automatically uploaded to the TGA with any additional reports received through other 
mechanisms that meet the criteria for categorisation as a Serious AEFI or AESI also reported to the TGA 
by the Vaccine Safety Surveillance Team (VSST).  Reports that meet the definition of a Serious AEFI or 
are an identified AESI requiring further analysis i.e. Category 1 AESI (as defined in the Vaccine Safety 
Surveillance – Incident Management and Escalation Matrix) are analysed by the COVID-19 Vaccination 
Program Vaccine Surveillance Safety Team and reported to the COVID-19 Vaccine Safety Surveillance 
Committee (VSSC) for review immediately if/as required, otherwise they are reviewed on a weekly basis 
by the VSSC. 

Case Definitions 

The Brighton Collaboration provides Case Definitions for Category 1 AESI, as follows; 

 Interim Case Definition of Thrombosis with Thrombocytopenia Syndrome (TTS) 
 Generalised convulsion 
 Guillain-Barre Syndrome (GBS) 
 Acute disseminated encephalomyelitis (ADEM)  
 Anaphylaxis 
 Encephalitis/encephalomyelitis/myelitis (*include transverse myelitis?) 
 Idiopathic peripheral facial nerve palsy 
 Thrombocytopenia 
 Enhanced disease following immunisation/VAED 

These Case Definitions inform analysis and classification of reports by the VSST. No Brighton 
Collaboration Case Definition is currently available for ‘Vasculitides (incl. single organ cutaneous 
vasculitis, Kawasaki Disease)’. 
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Summary of Vaccination Activity 
 
Vaccination recorded to the Australian Immunisation Register as at 1706/2021* 
 
Total doses/episodes: 449,329 

Individuals received dose 1 = 377,295 

Individuals received dose 2 = 71,794 

Pfizer doses = 167,361 (Dose 1: 106,299– Dose 2: 60,948)  

AstraZeneca doses = 281,968 (Dose 1:271,100 – Dose 2: 10,848) 

*Latest available data from Australian Immunisation Regsiter report 
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Rash unspecified 18 4% 

Urticaria 18 4% 

Dyspnoea 16 3% 

Fever mild 16 3% 

Flushing 16 3% 

Injection-site pain 16 3% 

Tachycardia 15 3% 

Vertigo 15 3% 

Death 14 3% 

Diarrhoea 14 3% 

Menstrual Irregularity 12 3% 

Itching 11 2% 

Vasovagal episode (syncope, faint) +/-tonic clonic 

movements 

11 2% 

Visual disturbance 10 2% 
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 Myocarditis  0 0 

 

 

Table 3: TGA reported TTS Summary as at 16 June 2021 YTD:  

Confirmed  Probable (deemed to 
meet criteria*, awaiting 
TGA determination)  

Possible  Unlikely  Unclassified 
on TGA 
listing  

Total 

3 2 3 3 1 12 

 

Summary of cases:  

 
  

Age      Vaccine    

 

 

53    
 

 

  

 
  

Astra 
Zeneca - 1 

  

  

 

87      
 

 

Astra 
Zeneca - 1 

  

 

 

70    
 

 
 

  Astra 
Zeneca – 1  

  

 
 

 

68    
 

  

  

 
  

Astra 
Zeneca 1 

 

 
  

 
 

  
 

 

26     

  

Astra 
Zeneca-1 

  

 
 

 
 

 
 

47       

  

Astra 
Zeneca 1  

  

 
 

 
 

 
 

72    
 
 
 

 

 
 

Astra 
Zeneca -1  
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58    
 

 

 Astra 
Zeneca – 1  

  

 
 

  

 
 

 
 

89    
 

 

   

  Astra 
Zeneca 1 

  

 
 

 
 

 

73      Astra 
Zeneca -1 

 

 

 
 

 
 
 
 
 
 
 

71      

 
  

Astra 
Zeneca 1  

  

 
 

 
 

91    
  

  

 
  

Astra 
Zeneca 1 

- 

 

Table 4: TGA unmatched AEFI reports as at 16 June 2021: 

Number unmatched reports: 2 
*Reporter contacted to submit SAVSS 

report  

81  
 

76 * 
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Table 7: Summary of the TGA COVID-19 vaccine updates  

Last data reported available on TGA website https://www.tga.gov.au/periodic/covid-19-vaccine-weekly-
safety-report  

TGA weekly report as at 10/06/2021: https://www.tga.gov.au/periodic/covid-19-vaccine-weekly-safety-
report-10-06-2021 
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Appendix 1: TGA listed AEFI and adverse events of special interest (AESI) for the 
Pfizer vaccine and AstraZeneca vaccines 

Vaccines, like any medication or natural therapy, can have side effects. An adverse event following 
immunisation (AEFI) refers to any untoward medical occurrence that follows immunisation, whether 
expected or unexpected, and whether triggered by the vaccine or only coincidentally occurring after 
receipt of a vaccine.1  

Adverse event case definitions: 
Adverse reactions observed during clinical studies are listed below according to the following frequency 
categories:  

 Very common (≥ 1/10)  

 Common (≥ 1/100 to < 1/10)  

 Uncommon (≥ 1/1,000 to < 1/100)  

 Rare (≥ 1/10,000 to < 1/1,000)  

 Very rare (< 1/10,000) 

Therapeutic Goods Administration (TGA) definition of serious Adverse Events Following 
Immunisation (AEFI) and Adverse Events of Special Interest (AESI):  

Serious adverse event following immunisation (AEFI): 
Any AEFI that is serious as defined by the WHO Global manual on surveillance of adverse events 
following immunization: 

 results in death – requires rapid escalation. 

 is life-threatening 

 requires in-patient hospitalisation or prolongation of existing hospitalisation 

 results in persistent or significant disability/incapacity 

 is a congenital anomaly/birth defect, or 

 requires intervention to prevent one of the outcomes above. 

Adverse Events of Special Interest (AESI) – COVID-19 vaccines:  

Category 1: AESI related to COVID-19 vaccination in general 
 Generalised convulsion 

 Guillain-Barre Syndrome (GBS) 

 Acute disseminated encephalomyelitis (ADEM)  

 Anaphylaxis 

 Vasculitides (incl. single organ cutaneous vasculitis, Kawasaki Disease) 

 Encephalitis/encephalomyelitis/myelitis (*include transverse myelitis?) 

 Idiopathic peripheral facial nerve palsy (see also Category 2 below) 

 Thrombocytopenia 

 Enhanced disease following immunisation/VAED (also considered a Category 2 & 3 AESI) 

Category 2: AESI relevant to specific vaccine platforms for potential COVID-19 vaccines 
 Nil for the registered COVID-19 vaccines in Australia at this point in time 
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Category 3: AESI related to COVID-19 disease 
 Enhanced disease following immunisation/VAED (also considered a Category 1 & 2 AESI) 

 Multisystem inflammatory syndrome  

 Acute respiratory distress syndrome (ARDS)/vaccine-associated (VA)-ARDS 

 Acute cardiac injury (includes myocarditis, pericarditis, arrhythmias, heart failure, infarction) 

 Coagulation disorder 

 (includes coagulopathy, thrombosis, thromboembolism, internal/external bleed, stroke, 
disseminated intravascular coagulation) 

 Acute kidney injury 

 Acute liver injury 

Category 3: AESI related to COVID-19 disease  
 Anosmia, ageusia 

 Chilblain-like lesions 

 Single organ cutaneous vasculitis 

 Erythema multiforme 

 Subacute thyroiditis 

 Pancreatitis 

 Rhabdomyolysis  

Category 4: AESI related to TGA clinical evaluation  
 Pregnancy and birth outcomes 
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Appendix 2: TGA published definitions AEFI Pfizer– Comirnaty COVID-19 vaccine#  

 
# Information sourced from the Therapeutic Goods Administration - Australian product information – Comirnaty™ (bnt162b2 [mRNA]) COVID-19 vaccine. 

*A higher frequency of pyrexia was observed after the 2nd dose. 

†Throughout the safety follow-up period to date, acute peripheral facial paralysis (or palsy) was reported by four participants in the COMIRNATY group. Onset 

was Day 37 after Dose 1 (participant did not receive Dose 2) and Days 3, 9, and 48 after Dose 2. No cases of acute peripheral facial paralysis (or palsy) were 

reported in the placebo group. 
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Appendix 3: TGA published AEFI definitions AstraZeneca COVID-19 vaccines* 

* Product information for AusPAR - COVID-19 VACC NE ASTRAZENECA – ChAdOx1-S - AstraZeneca Pty Ltd – PM-2020-06115-1- 2 FINAL 15 February 2021
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1. COVID-19 Vaccine Program Adverse Event Following Immunisation  

Background 
The South Australian COVID-19 vaccination program commenced on 22 February 2021. 

As part of the safety monitoring for this program, a vaccine safety surveillance system for the South 
Australian COVID-19 Vaccination Program actively collects reports on Adverse Events Following 
Immunisation (AEFI) and Adverse Events of Special Interest (AESI).  

An adverse event following immunisation (AEFI) refers to any untoward medical occurrence that follows 
immunisation, whether expected or unexpected, and whether triggered by the vaccine or only coincidentally 
occurring after receipt of a vaccine. Appendices 1 to 4 of this report provide further details on (1) a list of 
Serious AEFI and AESI as highlighted by the TGA within the context of the COVID-19 vaccination program, 
(2) frequency of AEFI associated with the Pfizer vaccine, (3) frequency of AEFI associated with the  
Vaxzevria (Astra Zeneca) vaccine and (4) frequency of AEFI associated with the Moderna Spikevax 
vaccine (within the MedDra System Organ Class hierarchy).  

AEFI/AESI reports are received online via the South Australian Vaccine Safety Surveillance System 
(SAVSSS), by phone or infrequently via the DHW Safety Learning System (SLS). Each report received 
through SAVSSS is automatically uploaded to the TGA with any additional reports received through other 
mechanisms that meet the criteria for categorisation as a Serious AEFI or AESI also reported to the TGA 
by the Vaccine Safety Surveillance Team (VSST).  Reports that meet the definition of a Serious AEFI or 
are an identified AESI requiring further analysis i.e. Category 1 AESI (as defined in the Vaccine Safety 
Surveillance – Incident Management and Escalation Matrix) are analysed by the COVID-19 Vaccination 
Program Vaccine Surveillance Safety Team and reported to the COVID-19 Vaccine Safety Surveillance 
Committee (VSSC) for review immediately if/as required, otherwise they are reviewed on a weekly basis 
by the VSSC. 

Case Definitions 

The Brighton Collaboration provides Case Definitions for Category 1 AESI, as follows; 

• Interim Case Definition of Thrombosis with Thrombocytopenia Syndrome (TTS) 
• Generalised convulsion 
• Guillain-Barre Syndrome (GBS) 
• Acute disseminated encephalomyelitis (ADEM)  
• Anaphylaxis 
• Encephalitis/encephalomyelitis/myelitis (*include transverse myelitis?) 
• Idiopathic peripheral facial nerve palsy 
• Thrombocytopenia 
• Enhanced disease following immunisation/VAED 

These Case Definitions inform analysis and classification of reports by the VSST. No Brighton Collaboration 
Case Definition is currently available for ‘Vasculitides (incl. single organ cutaneous vasculitis, Kawasaki 
Disease)’. 
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Summary of Vaccination Activity 
 
Vaccination recorded to the Australian Immunisation Register as at 12/10/2021* 
 

Total vaccines:  

 

Vaxzevria:  
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Pfizer:  

 

Moderna:  

 

*Latest available data from Australian Immunisation Register report 
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Lethargy 2 10.53 0.01 

Pain in extremity 2 10.53 0.01 

Pericaditis 2 10.53 0.01 

Altered breathing 1 5.26 0.01 

Blister 1 5.26 0.01 

Clammy 1 5.26 0.01 

Confusion 1 5.26 0.01 

Dizziness -  see vertigo 1 5.26 0.01 

Fatigue 1 5.26 0.01 

Fever mild 1 5.26 0.01 

Fever not recorded 1 5.26 0.01 

Headache 1 5.26 0.01 

Hives- see urticaria 1 5.26 0.01 

Hypotension 1 5.26 0.01 

injection site mass (>50mm) 1 5.26 0.01 

Insomnia 1 5.26 0.01 

Light headedness 1 5.26 0.01 

Myalgia 1 5.26 0.01 

Nasal congestion 1 5.26 0.01 

Nausea 1 5.26 0.01 

Numbness 1 5.26 0.01 
Palpitations 1 5.26 0.01 
Paresthesia 1 5.26 0.01 
Rhinorrhoea 1 5.26 0.01 
Shivering 1 5.26 0.01 
Sweating 1 5.26 0.01 
Tachycardia 1 5.26 0.01 
Throat irritation 1 5.26 0.01 
Throat soreness 1 5.26 0.01 
Toothache 1 5.26 0.01 
Upper respiratory tract infection 1 5.26 0.01 
Urticaria 1 5.26 0.01 

Vasovagal episode (syncope, faint) +/-tonic 
clonic movements 

1 
5.26 0.01 

Visual disturbance 1 5.26 0.01 
* Number of symptoms reported against all AEFI’s reported YTD 
** Number of symptoms reported against all vaccinations administered YTD 
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Appendix 1: TGA listed AEFI and adverse events of special interest (AESI) for the 
Pfizer vaccine and AstraZeneca vaccines 

Vaccines, like any medication or natural therapy, can have side effects. An adverse event following 
immunisation (AEFI) refers to any untoward medical occurrence that follows immunisation, whether 
expected or unexpected, and whether triggered by the vaccine or only coincidentally occurring after 
receipt of a vaccine.1  

Adverse event case definitions: 
Adverse reactions observed during clinical studies are listed below according to the following frequency 
categories:  

> Very common (≥ 1/10)  

> Common (≥ 1/100 to < 1/10)  

> Uncommon (≥ 1/1,000 to < 1/100)  

> Rare (≥ 1/10,000 to < 1/1,000)  

> Very rare (< 1/10,000) 

Therapeutic Goods Administration (TGA) definition of serious Adverse Events Following 
Immunisation (AEFI) and Adverse Events of Special Interest (AESI):  

Serious adverse event following immunisation (AEFI): 
Any AEFI that is serious as defined by the WHO Global manual on surveillance of adverse events 
following immunization: 

> results in death – requires rapid escalation. 

> is life-threatening 

> requires in-patient hospitalisation or prolongation of existing hospitalisation 

> results in persistent or significant disability/incapacity 

> is a congenital anomaly/birth defect, or 

> requires intervention to prevent one of the outcomes above. 

Adverse Events of Special Interest (AESI) – COVID-19 vaccines:  

Category 1: AESI related to COVID-19 vaccination in general 
> Generalised convulsion 

> Guillain-Barre Syndrome (GBS) 

> Acute disseminated encephalomyelitis (ADEM)  

> Anaphylaxis 

> Vasculitides (incl. single organ cutaneous vasculitis, Kawasaki Disease) 

> Encephalitis/encephalomyelitis/myelitis (*include transverse myelitis?) 

> Idiopathic peripheral facial nerve palsy (see also Category 2 below) 

> Thrombocytopenia 

> Enhanced disease following immunisation/VAED (also considered a Category 2 & 3 AESI) 

Category 2: AESI relevant to specific vaccine platforms for potential COVID-19 vaccines 
> Nil for the registered COVID-19 vaccines in Australia at this point in time 
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Category 3: AESI related to COVID-19 disease 
> Enhanced disease following immunisation/VAED (also considered a Category 1 & 2 AESI) 

> Multisystem inflammatory syndrome  

> Acute respiratory distress syndrome (ARDS)/vaccine-associated (VA)-ARDS 

> Acute cardiac injury (includes myocarditis, pericarditis, arrhythmias, heart failure, infarction) 

> Coagulation disorder 

> (includes coagulopathy, thrombosis, thromboembolism, internal/external bleed, stroke, 
disseminated intravascular coagulation) 

> Acute kidney injury 

> Acute liver injury 

Category 3: AESI related to COVID-19 disease  
> Anosmia, ageusia 

> Chilblain-like lesions 

> Single organ cutaneous vasculitis 

> Erythema multiforme 

> Subacute thyroiditis 

> Pancreatitis 

> Rhabdomyolysis  

Category 4: AESI related to TGA clinical evaluation  
> Pregnancy and birth outcomes 
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Appendix 2: TGA published definitions AEFI Pfizer– Comirnaty (BNT162b2[mRNA]) 
COVID-19 Vaccine#  

AUSTRALIAN PRODUCT INFORMATION – COMIRNATY™ (BNT162b2 [mRNA]) COVID-19 VACCINE Revised 
22 July 2021 
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ATAGI clinical guidance on COVID-19 vaccine in Australia in 2021 

 
 
Appendix 3: TGA published AEFI definitions COVID-19 Vaccine AstraZeneca 
(ChAdOx1-S)* 
AUSTRALIAN PRODUCT INFORMATION VAXZEVRIA® (previously COVID-19 Vaccine AstraZeneca) 
(ChAdOx1-S) solution for injection – Revised 20 August 2021
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ATAGI clinical guidance on COVID-19 vaccine in Australia in 2021 
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Appendix 4: TGA published AEFI definitions COVID-19 Vaccine Spikevax (Elasomeran) 
AUSTRALIAN PRODUCT INFORMATION – SPIKEVAX (ELASOMERAN) COVID-19 VACCINE 

 

 

ATAGI clinical guidance on COVID-19 vaccine in Australia in 2021 
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1. COVID-19 Vaccine Program Adverse Event Following Immunisation  

Background 
The South Australian COVID-19 vaccination program commenced on 22 February 2021. 

As part of the safety monitoring for this program, a vaccine safety surveillance system for the South 
Australian COVID-19 Vaccination Program actively collects reports on Adverse Events Following 
Immunisation (AEFI) and Adverse Events of Special Interest (AESI).  

An adverse event following immunisation (AEFI) refers to any untoward medical occurrence that follows 
immunisation, whether expected or unexpected, and whether triggered by the vaccine or only coincidentally 
occurring after receipt of a vaccine. Appendices 1 to 4 of this report provide further details on (1) a list of 
Serious AEFI and AESI as highlighted by the TGA within the context of the COVID-19 vaccination program, 
(2) frequency of AEFI associated with the Pfizer vaccine, (3) frequency of AEFI associated with the  
Vaxzevria (Astra Zeneca) vaccine and (4) frequency of AEFI associated with the Moderna Spikevax 
vaccine (within the MedDra System Organ Class hierarchy).  

AEFI/AESI reports are received online via the South Australian Vaccine Safety Surveillance System 
(SAVSSS), by phone or infrequently via the DHW Safety Learning System (SLS). Each report received 
through SAVSSS is automatically uploaded to the TGA with any additional reports received through other 
mechanisms that meet the criteria for categorisation as a Serious AEFI or AESI also reported to the TGA 
by the Vaccine Safety Surveillance Team (VSST).  Reports that meet the definition of a Serious AEFI or 
are an identified AESI requiring further analysis i.e. Category 1 AESI (as defined in the Vaccine Safety 
Surveillance – Incident Management and Escalation Matrix) are analysed by the COVID-19 Vaccination 
Program Vaccine Surveillance Safety Team and reported to the COVID-19 Vaccine Safety Surveillance 
Committee (VSSC) for review immediately if/as required, otherwise they are reviewed on a weekly basis 
by the VSSC. 

Case Definitions 

The Brighton Collaboration provides Case Definitions for Category 1 AESI, as follows; 

• Interim Case Definition of Thrombosis with Thrombocytopenia Syndrome (TTS) 
• Generalised convulsion 
• Guillain-Barre Syndrome (GBS) 
• Acute disseminated encephalomyelitis (ADEM)  
• Anaphylaxis 
• Encephalitis/encephalomyelitis/myelitis (*include transverse myelitis?) 
• Idiopathic peripheral facial nerve palsy 
• Thrombocytopenia 
• Enhanced disease following immunisation/VAED 

These Case Definitions inform analysis and classification of reports by the VSST. No Brighton Collaboration 
Case Definition is currently available for ‘Vasculitides (incl. single organ cutaneous vasculitis, Kawasaki 
Disease)’. 
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Summary of Vaccination Activity 
 
Vaccination recorded to the Australian Immunisation Register as at 19/10/2021* 
 

Total vaccines:  

 
Vaxzevria:  

 

 
Pfizer:  



5 
 

 
 

Moderna:  

 
 

*Latest available data from Australian Immunisation Register report 
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Hives- see urticaria 3 6.98 0.01 

Injection-site swelling 3 6.98 0.01 

Lethargy 3 6.98 0.01 

Light headedness 3 6.98 0.01 

Vomiting 3 6.98 0.01 

Clammy 2 4.65 0.01 

Coughing 2 4.65 0.01 

Dizziness -  see vertigo 2 4.65 0.01 

Dyspnoea 2 4.65 0.01 

Fever not recorded 2 4.65 0.01 

Injection-site pruritus 2 4.65 0.01 

Itching 2 4.65 0.01 

Lymphadenopathy 2 4.65 0.01 

Pain in extremity 2 4.65 0.01 

Pericaditis 2 4.65 0.01 
* Number of symptoms reported against all AEFI’s reported YTD 
** Number of symptoms reported against all vaccinations administered YTD 
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2. Summary of the TGA COVID-19 vaccine updates: 

Last data reported available on TGA website https://www.tga.gov.au/periodic/covid-19-vaccine-weekly-
safety-report  

TGA weekly report as at 14 October 2021:   
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Appendix 1: TGA listed AEFI and adverse events of special interest (AESI) for the 
Pfizer vaccine and AstraZeneca vaccines 

Vaccines, like any medication or natural therapy, can have side effects. An adverse event following 
immunisation (AEFI) refers to any untoward medical occurrence that follows immunisation, whether 
expected or unexpected, and whether triggered by the vaccine or only coincidentally occurring after 
receipt of a vaccine.1  

Adverse event case definitions: 
Adverse reactions observed during clinical studies are listed below according to the following frequency 
categories:  

> Very common (≥ 1/10)  

> Common (≥ 1/100 to < 1/10)  

> Uncommon (≥ 1/1,000 to < 1/100)  

> Rare (≥ 1/10,000 to < 1/1,000)  

> Very rare (< 1/10,000) 

Therapeutic Goods Administration (TGA) definition of serious Adverse Events Following 
Immunisation (AEFI) and Adverse Events of Special Interest (AESI):  

Serious adverse event following immunisation (AEFI): 
Any AEFI that is serious as defined by the WHO Global manual on surveillance of adverse events 
following immunization: 

> results in death – requires rapid escalation. 

> is life-threatening 

> requires in-patient hospitalisation or prolongation of existing hospitalisation 

> results in persistent or significant disability/incapacity 

> is a congenital anomaly/birth defect, or 

> requires intervention to prevent one of the outcomes above. 

Adverse Events of Special Interest (AESI) – COVID-19 vaccines:  

Category 1: AESI related to COVID-19 vaccination in general 
> Generalised convulsion 

> Guillain-Barre Syndrome (GBS) 

> Acute disseminated encephalomyelitis (ADEM)  

> Anaphylaxis 

> Vasculitides (incl. single organ cutaneous vasculitis, Kawasaki Disease) 

> Encephalitis/encephalomyelitis/myelitis (*include transverse myelitis?) 

> Idiopathic peripheral facial nerve palsy (see also Category 2 below) 

> Thrombocytopenia 

> Enhanced disease following immunisation/VAED (also considered a Category 2 & 3 AESI) 

Category 2: AESI relevant to specific vaccine platforms for potential COVID-19 vaccines 
> Nil for the registered COVID-19 vaccines in Australia at this point in time 
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Category 3: AESI related to COVID-19 disease 
> Enhanced disease following immunisation/VAED (also considered a Category 1 & 2 AESI) 

> Multisystem inflammatory syndrome  

> Acute respiratory distress syndrome (ARDS)/vaccine-associated (VA)-ARDS 

> Acute cardiac injury (includes myocarditis, pericarditis, arrhythmias, heart failure, infarction) 

> Coagulation disorder 

> (includes coagulopathy, thrombosis, thromboembolism, internal/external bleed, stroke, 
disseminated intravascular coagulation) 

> Acute kidney injury 

> Acute liver injury 

Category 3: AESI related to COVID-19 disease  
> Anosmia, ageusia 

> Chilblain-like lesions 

> Single organ cutaneous vasculitis 

> Erythema multiforme 

> Subacute thyroiditis 

> Pancreatitis 

> Rhabdomyolysis  

Category 4: AESI related to TGA clinical evaluation  
> Pregnancy and birth outcomes 
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Appendix 2: TGA published definitions AEFI Pfizer– Comirnaty (BNT162b2[mRNA]) 
COVID-19 Vaccine#  

AUSTRALIAN PRODUCT INFORMATION – COMIRNATY™ (BNT162b2 [mRNA]) COVID-19 VACCINE Revised 
22 July 2021 

 

 

 
 



26 
 

ATAGI clinical guidance on COVID-19 vaccine in Australia in 2021 

 
 
Appendix 3: TGA published AEFI definitions COVID-19 Vaccine AstraZeneca 
(ChAdOx1-S)* 
AUSTRALIAN PRODUCT INFORMATION VAXZEVRIA® (previously COVID-19 Vaccine AstraZeneca) 
(ChAdOx1-S) solution for injection – Revised 20 August 2021
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ATAGI clinical guidance on COVID-19 vaccine in Australia in 2021 
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Appendix 4: TGA published AEFI definitions COVID-19 Vaccine Spikevax (Elasomeran) 
AUSTRALIAN PRODUCT INFORMATION – SPIKEVAX (ELASOMERAN) COVID-19 VACCINE 

 

 

ATAGI clinical guidance on COVID-19 vaccine in Australia in 2021 
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1. COVID-19 Vaccine Program Adverse Event Following Immunisation  

Background 
The South Australian COVID-19 vaccination program commenced on 22 February 2021. 

As part of the safety monitoring for this program, a vaccine safety surveillance system for the South 
Australian COVID-19 Vaccination Program actively collects reports on Adverse Events Following 
Immunisation (AEFI) and Adverse Events of Special Interest (AESI).  

An adverse event following immunisation (AEFI) refers to any untoward medical occurrence that follows 
immunisation, whether expected or unexpected, and whether triggered by the vaccine or only coincidentally 
occurring after receipt of a vaccine. Appendices 1 to 4 of this report provide further details on (1) a list of 
Serious AEFI and AESI as highlighted by the TGA within the context of the COVID-19 vaccination program, 
(2) frequency of AEFI associated with the Pfizer vaccine, (3) frequency of AEFI associated with the  
Vaxzevria (Astra Zeneca) vaccine and (4) frequency of AEFI associated with the Moderna Spikevax 
vaccine (within the MedDra System Organ Class hierarchy).  

AEFI/AESI reports are received online via the South Australian Vaccine Safety Surveillance System 
(SAVSSS), by phone or infrequently via the DHW Safety Learning System (SLS). Each report received 
through SAVSSS is automatically uploaded to the TGA with any additional reports received through other 
mechanisms that meet the criteria for categorisation as a Serious AEFI or AESI also reported to the TGA 
by the Vaccine Safety Surveillance Team (VSST).  Reports that meet the definition of a Serious AEFI or 
are an identified AESI requiring further analysis i.e. Category 1 AESI (as defined in the Vaccine Safety 
Surveillance – Incident Management and Escalation Matrix) are analysed by the COVID-19 Vaccination 
Program Vaccine Surveillance Safety Team and reported to the COVID-19 Vaccine Safety Surveillance 
Committee (VSSC) for review immediately if/as required, otherwise they are reviewed on a weekly basis 
by the VSSC. 

Case Definitions 

The Brighton Collaboration provides Case Definitions for Category 1 AESI, as follows; 

• Interim Case Definition of Thrombosis with Thrombocytopenia Syndrome (TTS) 
• Generalised convulsion 
• Guillain-Barre Syndrome (GBS) 
• Acute disseminated encephalomyelitis (ADEM)  
• Anaphylaxis 
• Encephalitis/encephalomyelitis/myelitis (*include transverse myelitis?) 
• Idiopathic peripheral facial nerve palsy 
• Thrombocytopenia 
• Enhanced disease following immunisation/VAED 

These Case Definitions inform analysis and classification of reports by the VSST. No Brighton Collaboration 
Case Definition is currently available for ‘Vasculitides (incl. single organ cutaneous vasculitis, Kawasaki 
Disease)’. 
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Summary of Vaccination Activity 
 
Vaccination recorded to the Australian Immunisation Register as at 02/11/2021* 
 

Total vaccines:  

 
 
Vaxzevria:  
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Pfizer:  

 
 

Moderna:  

 
 

*Latest available data from Australian Immunisation Register report 
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2. Summary of the TGA COVID-19 vaccine updates: 

Last data reported available on TGA website https://www.tga.gov.au/periodic/covid-19-vaccine-weekly-
safety-report  

TGA weekly report as at 21 October 2021:  https://www.tga.gov.au/periodic/covid-19-vaccine-weekly-
safety-report-21-10-2021 

 

3. Program Errors Summary COVID-19 Vaccination Program  

Background 
Immunisation errors (Program Errors) are an unwanted, but expected, outcome of any vaccination 
program. They may result from errors in vaccine preparation, handling, storage or administration.  

Program Errors can result in a cluster of events, defined by WHO as two or more cases of the same 
adverse event related in time, place or vaccine administered. These clusters are usually associated with 
a particular provider, health facility, and/or a vial of vaccine that has been inappropriately prepared or 
contaminated. Program Errors can also affect many vials and many people, for example, incorrect 
preparation of multidose vials can affect many people. 

They are preventable.  

Systems and Processes for Monitoring Program Errors 
The COVID Clinical Advisory Service (CAS) functions as a central point for receipt of reports of COVID 
19 vaccine program errors. 

As per the ‘Incident Escalation and Communication Process Flow – Clinical’ endorsed through the 
Vaccine Strategy Group (VSG) on 19 May 2021 (see Appendix 1); 

• Non-critical errors undergo weekly analysis by the CAS, with medical oversight, with documented 
feedback and recommendations to the provider and/or patients as required. A weekly summary 
of non-critical errors will be provided to the Clinical Advisory Group (CAG) as part of the Vaccine 
Safety Surveillance Report, with updates provided to the Vaccine Strategy Group as/if required 
by CAG. 

• Critical Program errors (as defined in the ‘VSS - Incident Management and Escalation’ 
Framework) are escalated to CAG, Strategy & Intergovernmental Relations (S&IGR), VSG, the 
Commonwealth Vaccines Operation Centre and SA Health Media and Communications team, 
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Appendix 1: TGA listed AEFI and adverse events of special interest (AESI) for the 
Pfizer vaccine and AstraZeneca vaccines 

Vaccines, like any medication or natural therapy, can have side effects. An adverse event following 
immunisation (AEFI) refers to any untoward medical occurrence that follows immunisation, whether 
expected or unexpected, and whether triggered by the vaccine or only coincidentally occurring after 
receipt of a vaccine.1  

Adverse event case definitions: 
Adverse reactions observed during clinical studies are listed below according to the following frequency 
categories:  

> Very common (≥ 1/10)  

> Common (≥ 1/100 to < 1/10)  

> Uncommon (≥ 1/1,000 to < 1/100)  

> Rare (≥ 1/10,000 to < 1/1,000)  

> Very rare (< 1/10,000) 

Therapeutic Goods Administration (TGA) definition of serious Adverse Events Following 
Immunisation (AEFI) and Adverse Events of Special Interest (AESI):  

Serious adverse event following immunisation (AEFI): 
Any AEFI that is serious as defined by the WHO Global manual on surveillance of adverse events 
following immunization: 

> results in death – requires rapid escalation. 

> is life-threatening 

> requires in-patient hospitalisation or prolongation of existing hospitalisation 

> results in persistent or significant disability/incapacity 

> is a congenital anomaly/birth defect, or 

> requires intervention to prevent one of the outcomes above. 

Adverse Events of Special Interest (AESI) – COVID-19 vaccines:  

Category 1: AESI related to COVID-19 vaccination in general 
> Generalised convulsion 

> Guillain-Barre Syndrome (GBS) 

> Acute disseminated encephalomyelitis (ADEM)  

> Anaphylaxis 

> Vasculitides (incl. single organ cutaneous vasculitis, Kawasaki Disease) 

> Encephalitis/encephalomyelitis/myelitis (*include transverse myelitis?) 

> Idiopathic peripheral facial nerve palsy (see also Category 2 below) 

> Thrombocytopenia 

> Enhanced disease following immunisation/VAED (also considered a Category 2 & 3 AESI) 

Category 2: AESI relevant to specific vaccine platforms for potential COVID-19 vaccines 
> Nil for the registered COVID-19 vaccines in Australia at this point in time 
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Category 3: AESI related to COVID-19 disease 
> Enhanced disease following immunisation/VAED (also considered a Category 1 & 2 AESI) 

> Multisystem inflammatory syndrome  

> Acute respiratory distress syndrome (ARDS)/vaccine-associated (VA)-ARDS 

> Acute cardiac injury (includes myocarditis, pericarditis, arrhythmias, heart failure, infarction) 

> Coagulation disorder 

> (includes coagulopathy, thrombosis, thromboembolism, internal/external bleed, stroke, 
disseminated intravascular coagulation) 

> Acute kidney injury 

> Acute liver injury 

Category 3: AESI related to COVID-19 disease  
> Anosmia, ageusia 

> Chilblain-like lesions 

> Single organ cutaneous vasculitis 

> Erythema multiforme 

> Subacute thyroiditis 

> Pancreatitis 

> Rhabdomyolysis  

Category 4: AESI related to TGA clinical evaluation  
> Pregnancy and birth outcomes 
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Appendix 2: TGA published definitions AEFI Pfizer– Comirnaty (BNT162b2[mRNA]) 
COVID-19 Vaccine#  

AUSTRALIAN PRODUCT INFORMATION – COMIRNATY™ (BNT162b2 [mRNA]) COVID-19 VACCINE Revised 
22 July 2021 
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ATAGI clinical guidance on COVID-19 vaccine in Australia in 2021 

 
 
Appendix 3: TGA published AEFI definitions COVID-19 Vaccine AstraZeneca 
(ChAdOx1-S)* 
AUSTRALIAN PRODUCT INFORMATION VAXZEVRIA® (previously COVID-19 Vaccine AstraZeneca) 
(ChAdOx1-S) solution for injection – Revised 20 August 2021
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ATAGI clinical guidance on COVID-19 vaccine in Australia in 2021 
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Appendix 4: TGA published AEFI definitions COVID-19 Vaccine Spikevax (Elasomeran) 
AUSTRALIAN PRODUCT INFORMATION – SPIKEVAX (ELASOMERAN) COVID-19 VACCINE 

 

 

ATAGI clinical guidance on COVID-19 vaccine in Australia in 2021 
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1. COVID-19 Vaccine Program Adverse Event Following Immunisation  

Background 
The South Australian COVID-19 vaccination program commenced on 22 February 2021. 

As part of the safety monitoring for this program, a vaccine safety surveillance system for the South 
Australian COVID-19 Vaccination Program actively collects reports on Adverse Events Following 
Immunisation (AEFI) and Adverse Events of Special Interest (AESI).  

An adverse event following immunisation (AEFI) refers to any untoward medical occurrence that follows 
immunisation, whether expected or unexpected, and whether triggered by the vaccine or only coincidentally 
occurring after receipt of a vaccine. Appendices 1 to 4 of this report provide further details on (1) a list of 
Serious AEFI and AESI as highlighted by the TGA within the context of the COVID-19 vaccination program, 
(2) frequency of AEFI associated with the Pfizer vaccine, (3) frequency of AEFI associated with the  
Vaxzevria (Astra Zeneca) vaccine and (4) frequency of AEFI associated with the Moderna Spikevax 
vaccine (within the MedDra System Organ Class hierarchy).  

AEFI/AESI reports are received online via the South Australian Vaccine Safety Surveillance System 
(SAVSSS), by phone or infrequently via the DHW Safety Learning System (SLS). Each report received 
through SAVSSS is automatically uploaded to the TGA with any additional reports received through other 
mechanisms that meet the criteria for categorisation as a Serious AEFI or AESI also reported to the TGA 
by the Vaccine Safety Surveillance Team (VSST).  Reports that meet the definition of a Serious AEFI or 
are an identified AESI requiring further analysis i.e. Category 1 AESI (as defined in the Vaccine Safety 
Surveillance – Incident Management and Escalation Matrix) are analysed by the COVID-19 Vaccination 
Program Vaccine Surveillance Safety Team and reported to the COVID-19 Vaccine Safety Surveillance 
Committee (VSSC) for review immediately if/as required, otherwise they are reviewed on a weekly basis 
by the VSSC. 

Case Definitions 

The Brighton Collaboration provides Case Definitions for Category 1 AESI, as follows; 

• Interim Case Definition of Thrombosis with Thrombocytopenia Syndrome (TTS) 
• Generalised convulsion 
• Guillain-Barre Syndrome (GBS) 
• Acute disseminated encephalomyelitis (ADEM)  
• Anaphylaxis 
• Encephalitis/encephalomyelitis/myelitis (*include transverse myelitis?) 
• Idiopathic peripheral facial nerve palsy 
• Thrombocytopenia 
• Enhanced disease following immunisation/VAED 

These Case Definitions inform analysis and classification of reports by the VSST. No Brighton Collaboration 
Case Definition is currently available for ‘Vasculitides (incl. single organ cutaneous vasculitis, Kawasaki 
Disease)’. 
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Summary of Vaccination Activity 
 
Vaccination recorded to the Australian Immunisation Register as at 02/11/2021* 
 

Total vaccines:  

 

 
 
Vaxzevria:  
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Pfizer:  

 

Moderna:  

 
 

*Latest available data from Australian Immunisation Register report 
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Table 4: Events received following Moderna Spikevax vaccine: 
Event 
ID # 

TGA  
AEFI/
AESI 
Cat 

Age 
and 
Gender  

Incident details Recommendation 
for client from 
Committee 

Vaccination 
Program 
Implications 

    Diagnosis:  
 
Date and time vaccinated:  
 
Dose number:   
 
Details:  
 
Laboratory Results:  
 
Imaging & Findings:  
 
Treatment:  
 
Medical History:  
 
GP contacted/notified:  
 
Classification:  

Uncommon – refer 
back to GP for 
review 
 
Uncommon – refer 
back to GP 
suggesting SACISC 
Review  
 
Uncommon – refer 
back to GP 
suggesting 
Specialist review 
 
No Letter required  

No Change  
 
 
 
Change/Review 
rationale: 
 

Table 5:  Events received following Pfizer’s Comirnaty vaccine: 
Event 
ID # 

TGA  
AEFI/
AESI 
Cat 

Age 
and 
Gender  

Incident details Recommendation 
for client from 
Committee 

Vaccination 
Program 
Implications 

    33  Diagnosis:   
Date and time vaccinated: 20/10/2021  
Dose number:  2 
Details:  

 
  

Laboratory Results:  
  

Imaging & Findings:   
  

 
 

Medical History:  
  

GP contacted/notified:  
Classification:  

 
 
 

 
 
 

No Change  
 
 
 
Change/Review 
rationale: 
 

 
 

 33   Diagnosis:  
Date and time vaccinated: 28/10 1630 
Dose number:  2 
Details:  

  
Laboratory Results:  

 
Imaging & Findings:  

 
 

Medical History:  

 
 

 
 

 
 
 

  
 

No Change  
 
 
 
Change/Review 
rationale: 
 



 

12 
 

GP contacted/notified:  
 
Classification:  

 
 
 

 
 

  
 

 
 22  Diagnosis:  

Date and time vaccinated: 15/10/2021 
Dose number:  2 
Details:  

 
 

Laboratory Results:  
 

Imaging & Findings:  
 

 
 
 

 
 

 
 

Treatment:  
 

. 
Medical History:  
GP contacted/notified:  
Classification:  

  
 
 

No Change  
 
 
 
Change/Review 
rationale: 
 

 
 

 18  Diagnosis:  
Date and time vaccinated:14/10/2021 
Dose number:  2 
Details:  

 
 

  
Laboratory Results:  

 
Imaging & Findings:  

 
 

 
 

 
 

Treatment:  
 

 
 

Medical History:  
GP contacted/notified:  
Classification:  

  
 
 

No Change  
 
 
 
Change/Review 
rationale: 
 

 
 

 17  Diagnosis:   
Date and time vaccinated: 26/10/2021 
Dose number:  2 
Details:  

 
.  

Laboratory Results:  

 –  
 
 

 
 

No Change  
 
 
 
Change/Review 
rationale: 
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Imaging & Findings:  
 

 
.  

Treatment:  
Medical History:  
GP contacted/notified:   
Classification:   

 
 

 26  Diagnosis:   
Date and time vaccinated: 14/10/2021 
Dose number:  2 
Details:  

  
Laboratory Results: troponin  

 
 

 
 
Imaging & Findings: 

 

 
  

Treatment:  
 

Medical History:   
GP contacted/notified:   
Classification:   

  
 

 

No Change  
 
 
 
Change/Review 
rationale: 
 

Table 6:  Events received following Vaxzevria (AstraZeneca) COVID-19 Vaccine: 
Event 
ID # 

TGA  
AEFI/
AESI 
Cat 

Age 
and 
Gender  

Incident details Recommendation 
for client from 
Committee 

Vaccination 
Program 
Implications 

 
 

 63  Diagnosis:  
Date and time vaccinated:9/10  
Dose number:  1 
Details:  

 
 
 

Laboratory Results  
  

Imaging & Findings:   
 

Treatment:  
Medical History:  
GP contacted/notified:  
Classification:  

 
 
 

 
 
 

No Change  
 
 
 
Change/Review 
rationale: 
 

 

2. Summary of the TGA COVID-19 vaccine updates: 

Last data reported available on TGA website https://www.tga.gov.au/periodic/covid-19-vaccine-weekly-
safety-report  

TGA weekly report as at 28 October 2021:  https://www.tga.gov.au/periodic/covid-19-vaccine-weekly-
safety-report-28-10-2021  
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Appendix 1: TGA listed AEFI and adverse events of special interest (AESI) for the 
Pfizer vaccine and AstraZeneca vaccines 

Vaccines, like any medication or natural therapy, can have side effects. An adverse event following 
immunisation (AEFI) refers to any untoward medical occurrence that follows immunisation, whether 
expected or unexpected, and whether triggered by the vaccine or only coincidentally occurring after 
receipt of a vaccine.1  

Adverse event case definitions: 
Adverse reactions observed during clinical studies are listed below according to the following frequency 
categories:  

 Very common (≥ 1/10)  

 Common (≥ 1/100 to < 1/10)  

 Uncommon (≥ 1/1,000 to < 1/100)  

 Rare (≥ 1/10,000 to < 1/1,000)  

 Very rare (< 1/10,000) 

Therapeutic Goods Administration (TGA) definition of serious Adverse Events Following 
Immunisation (AEFI) and Adverse Events of Special Interest (AESI):  

Serious adverse event following immunisation (AEFI): 
Any AEFI that is serious as defined by the WHO Global manual on surveillance of adverse events 
following immunization: 

 results in death – requires rapid escalation. 

 is life-threatening 

 requires in-patient hospitalisation or prolongation of existing hospitalisation 

 results in persistent or significant disability/incapacity 

 is a congenital anomaly/birth defect, or 

 requires intervention to prevent one of the outcomes above. 



 

18 
 

Adverse Events of Special Interest (AESI) – COVID-19 vaccines:  

Category 1: AESI related to COVID-19 vaccination in general 
 Generalised convulsion 

 Guillain-Barre Syndrome (GBS) 

 Acute disseminated encephalomyelitis (ADEM)  

 Anaphylaxis 

 Vasculitides (incl. single organ cutaneous vasculitis, Kawasaki Disease) 

 Encephalitis/encephalomyelitis/myelitis (*include transverse myelitis?) 

 Idiopathic peripheral facial nerve palsy (see also Category 2 below) 

 Thrombocytopenia 

 Enhanced disease following immunisation/VAED (also considered a Category 2 & 3 AESI) 

Category 2: AESI relevant to specific vaccine platforms for potential COVID-19 vaccines 
 Nil for the registered COVID-19 vaccines in Australia at this point in time 

Category 3: AESI related to COVID-19 disease 
 Enhanced disease following immunisation/VAED (also considered a Category 1 & 2 AESI) 

 Multisystem inflammatory syndrome  

 Acute respiratory distress syndrome (ARDS)/vaccine-associated (VA)-ARDS 

 Acute cardiac injury (includes myocarditis, pericarditis, arrhythmias, heart failure, infarction) 

 Coagulation disorder 

 (includes coagulopathy, thrombosis, thromboembolism, internal/external bleed, stroke, 
disseminated intravascular coagulation) 

 Acute kidney injury 

 Acute liver injury 

Category 3: AESI related to COVID-19 disease  
 Anosmia, ageusia 

 Chilblain-like lesions 

 Single organ cutaneous vasculitis 

 Erythema multiforme 

 Subacute thyroiditis 

 Pancreatitis 

 Rhabdomyolysis  

Category 4: AESI related to TGA clinical evaluation  
 Pregnancy and birth outcomes 
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Appendix 2: TGA published definitions AEFI Pfizer– Comirnaty (BNT162b2[mRNA]) 
COVID-19 Vaccine#  

AUSTRALIAN PRODUCT INFORMATION – COMIRNATY™ (BNT162b2 [mRNA]) COVID-19 VACCINE Revised 
22 July 2021 
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ATAGI clinical guidance on COVID-19 vaccine in Australia in 2021 

 
 
Appendix 3: TGA published AEFI definitions COVID-19 Vaccine AstraZeneca 
(ChAdOx1-S)* 
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AUSTRALIAN PRODUCT INFORMATION VAXZEVRIA® (previously COVID-19 Vaccine AstraZeneca) 
(ChAdOx1-S) solution for injection – Revised 20 August 2021
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ATAGI clinical guidance on COVID-19 vaccine in Australia in 2021 
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Appendix 4: TGA published AEFI definitions COVID-19 Vaccine Spikevax (Elasomeran) 
AUSTRALIAN PRODUCT INFORMATION – SPIKEVAX (ELASOMERAN) COVID-19 VACCINE 

 

 

ATAGI clinical guidance on COVID-19 vaccine in Australia in 2021 
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1. COVID-19 Vaccine Program Adverse Event Following Immunisation  

Background 
The South Australian COVID-19 vaccination program commenced on 22 February 2021. 

As part of the safety monitoring for this program, a vaccine safety surveillance system for the South 
Australian COVID-19 Vaccination Program actively collects reports on Adverse Events Following 
Immunisation (AEFI) and Adverse Events of Special Interest (AESI).  

An adverse event following immunisation (AEFI) refers to any untoward medical occurrence that follows 
immunisation, whether expected or unexpected, and whether triggered by the vaccine or only coincidentally 
occurring after receipt of a vaccine. Appendices 1 to 4 of this report provide further details on (1) a list of 
Serious AEFI and AESI as highlighted by the TGA within the context of the COVID-19 vaccination program, 
(2) frequency of AEFI associated with the Pfizer vaccine, (3) frequency of AEFI associated with the  
Vaxzevria (Astra Zeneca) vaccine and (4) frequency of AEFI associated with the Moderna Spikevax 
vaccine (within the MedDra System Organ Class hierarchy).  

AEFI/AESI reports are received online via the South Australian Vaccine Safety Surveillance System 
(SAVSSS), by phone or infrequently via the DHW Safety Learning System (SLS). Each report received 
through SAVSSS is automatically uploaded to the TGA with any additional reports received through other 
mechanisms that meet the criteria for categorisation as a Serious AEFI or AESI also reported to the TGA 
by the Vaccine Safety Surveillance Team (VSST).  Reports that meet the definition of a Serious AEFI or 
are an identified AESI requiring further analysis i.e. Category 1 AESI (as defined in the Vaccine Safety 
Surveillance – Incident Management and Escalation Matrix) are analysed by the COVID-19 Vaccination 
Program Vaccine Surveillance Safety Team and reported to the COVID-19 Vaccine Safety Surveillance 
Committee (VSSC) for review immediately if/as required, otherwise they are reviewed on a weekly basis 
by the VSSC. 

Case Definitions 

The Brighton Collaboration provides Case Definitions for Category 1 AESI, as follows; 

• Interim Case Definition of Thrombosis with Thrombocytopenia Syndrome (TTS) 
• Generalised convulsion 
• Guillain-Barre Syndrome (GBS) 
• Acute disseminated encephalomyelitis (ADEM)  
• Anaphylaxis 
• Encephalitis/encephalomyelitis/myelitis (*include transverse myelitis?) 
• Idiopathic peripheral facial nerve palsy 
• Thrombocytopenia 
• Enhanced disease following immunisation/VAED 

These Case Definitions inform analysis and classification of reports by the VSST. No Brighton Collaboration 
Case Definition is currently available for ‘Vasculitides (incl. single organ cutaneous vasculitis, Kawasaki 
Disease)’. 
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Summary of Vaccination Activity 
 
Vaccination recorded to the Australian Immunisation Register as at 09/11/2021* 
 

Total vaccines:  

 
 
Vaxzevria:  

 

 

 

 

 



5 
 

Pfizer:  

 

 

Moderna:  

 

 
 

*Latest available data from Australian Immunisation Register report 
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2. Summary of the TGA COVID-19 vaccine updates: 

Last data reported available on TGA website https://www.tga.gov.au/periodic/covid-19-vaccine-weekly-
safety-report  

TGA weekly report as at 4 November 2021:  https://www.tga.gov.au/periodic/covid-19-vaccine-weekly-
safety-report-04-11-2021  
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3. Program Errors Summary COVID-19 Vaccination Program  

Background 
Immunisation errors (Program Errors) are an unwanted, but expected, outcome of any vaccination 
program. They may result from errors in vaccine preparation, handling, storage or administration.  
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Appendix 1: TGA listed AEFI and adverse events of special interest (AESI) for the 
Pfizer vaccine and AstraZeneca vaccines 

Vaccines, like any medication or natural therapy, can have side effects. An adverse event following 
immunisation (AEFI) refers to any untoward medical occurrence that follows immunisation, whether 
expected or unexpected, and whether triggered by the vaccine or only coincidentally occurring after 
receipt of a vaccine.1  

Adverse event case definitions: 
Adverse reactions observed during clinical studies are listed below according to the following frequency 
categories:  

> Very common (≥ 1/10)  

> Common (≥ 1/100 to < 1/10)  

> Uncommon (≥ 1/1,000 to < 1/100)  

> Rare (≥ 1/10,000 to < 1/1,000)  

> Very rare (< 1/10,000) 

Therapeutic Goods Administration (TGA) definition of serious Adverse Events Following 
Immunisation (AEFI) and Adverse Events of Special Interest (AESI):  

Serious adverse event following immunisation (AEFI): 
Any AEFI that is serious as defined by the WHO Global manual on surveillance of adverse events 
following immunization: 

> results in death – requires rapid escalation. 

> is life-threatening 

> requires in-patient hospitalisation or prolongation of existing hospitalisation 

> results in persistent or significant disability/incapacity 

> is a congenital anomaly/birth defect, or 

> requires intervention to prevent one of the outcomes above. 

Adverse Events of Special Interest (AESI) – COVID-19 vaccines:  

Category 1: AESI related to COVID-19 vaccination in general 
> Generalised convulsion 

> Guillain-Barre Syndrome (GBS) 

> Acute disseminated encephalomyelitis (ADEM)  

> Anaphylaxis 

> Vasculitides (incl. single organ cutaneous vasculitis, Kawasaki Disease) 

> Encephalitis/encephalomyelitis/myelitis (*include transverse myelitis?) 

> Idiopathic peripheral facial nerve palsy (see also Category 2 below) 

> Thrombocytopenia 

> Enhanced disease following immunisation/VAED (also considered a Category 2 & 3 AESI) 

Category 2: AESI relevant to specific vaccine platforms for potential COVID-19 vaccines 
> Nil for the registered COVID-19 vaccines in Australia at this point in time 
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Category 3: AESI related to COVID-19 disease 
> Enhanced disease following immunisation/VAED (also considered a Category 1 & 2 AESI) 

> Multisystem inflammatory syndrome  

> Acute respiratory distress syndrome (ARDS)/vaccine-associated (VA)-ARDS 

> Acute cardiac injury (includes myocarditis, pericarditis, arrhythmias, heart failure, infarction) 

> Coagulation disorder 

> (includes coagulopathy, thrombosis, thromboembolism, internal/external bleed, stroke, 
disseminated intravascular coagulation) 

> Acute kidney injury 

> Acute liver injury 

Category 3: AESI related to COVID-19 disease  
> Anosmia, ageusia 

> Chilblain-like lesions 

> Single organ cutaneous vasculitis 

> Erythema multiforme 

> Subacute thyroiditis 

> Pancreatitis 

> Rhabdomyolysis  

Category 4: AESI related to TGA clinical evaluation  
> Pregnancy and birth outcomes 
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Appendix 2: TGA published definitions AEFI Pfizer– Comirnaty (BNT162b2[mRNA]) 
COVID-19 Vaccine#  

AUSTRALIAN PRODUCT INFORMATION – COMIRNATY™ (BNT162b2 [mRNA]) COVID-19 VACCINE Revised 
22 July 2021 
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ATAGI clinical guidance on COVID-19 vaccine in Australia in 2021 

 
 
Appendix 3: TGA published AEFI definitions COVID-19 Vaccine AstraZeneca 
(ChAdOx1-S)* 
AUSTRALIAN PRODUCT INFORMATION VAXZEVRIA® (previously COVID-19 Vaccine AstraZeneca) 
(ChAdOx1-S) solution for injection – Revised 20 August 2021
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ATAGI clinical guidance on COVID-19 vaccine in Australia in 2021 
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Appendix 4: TGA published AEFI definitions COVID-19 Vaccine Spikevax (Elasomeran) 
AUSTRALIAN PRODUCT INFORMATION – SPIKEVAX (ELASOMERAN) COVID-19 VACCINE 

 

 

ATAGI clinical guidance on COVID-19 vaccine in Australia in 2021 
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1. COVID-19 Vaccine Program Adverse Event Following Immunisation  

Background 
The South Australian COVID-19 vaccination program commenced on 22 February 2021. 

As part of the safety monitoring for this program, a vaccine safety surveillance system for the South 
Australian COVID-19 Vaccination Program actively collects reports on Adverse Events Following 
Immunisation (AEFI) and Adverse Events of Special Interest (AESI).  

An adverse event following immunisation (AEFI) refers to any untoward medical occurrence that follows 
immunisation, whether expected or unexpected, and whether triggered by the vaccine or only coincidentally 
occurring after receipt of a vaccine. Appendices 1 to 4 of this report provide further details on (1) a list of 
Serious AEFI and AESI as highlighted by the TGA within the context of the COVID-19 vaccination program, 
(2) frequency of AEFI associated with the Pfizer vaccine, (3) frequency of AEFI associated with the  
Vaxzevria (Astra Zeneca) vaccine and (4) frequency of AEFI associated with the Moderna Spikevax 
vaccine (within the MedDra System Organ Class hierarchy).  

AEFI/AESI reports are received online via the South Australian Vaccine Safety Surveillance System 
(SAVSSS), by phone or infrequently via the DHW Safety Learning System (SLS). Each report received 
through SAVSSS is automatically uploaded to the TGA with any additional reports received through other 
mechanisms that meet the criteria for categorisation as a Serious AEFI or AESI also reported to the TGA 
by the Vaccine Safety Surveillance Team (VSST).  Reports that meet the definition of a Serious AEFI or 
are an identified AESI requiring further analysis i.e. Category 1 AESI (as defined in the Vaccine Safety 
Surveillance – Incident Management and Escalation Matrix) are analysed by the COVID-19 Vaccination 
Program Vaccine Surveillance Safety Team and reported to the COVID-19 Vaccine Safety Surveillance 
Committee (VSSC) for review immediately if/as required, otherwise they are reviewed on a weekly basis 
by the VSSC. 

Case Definitions 

The Brighton Collaboration provides Case Definitions for Category 1 AESI, as follows; 

• Interim Case Definition of Thrombosis with Thrombocytopenia Syndrome (TTS) 
• Generalised convulsion 
• Guillain-Barre Syndrome (GBS) 
• Acute disseminated encephalomyelitis (ADEM)  
• Anaphylaxis 
• Encephalitis/encephalomyelitis/myelitis (*include transverse myelitis?) 
• Idiopathic peripheral facial nerve palsy 
• Thrombocytopenia 
• Enhanced disease following immunisation/VAED 

These Case Definitions inform analysis and classification of reports by the VSST. No Brighton Collaboration 
Case Definition is currently available for ‘Vasculitides (incl. single organ cutaneous vasculitis, Kawasaki 
Disease)’. 
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Summary of Vaccination Activity 
 
Vaccination recorded to the Australian Immunisation Register as at 16/11/2021* 
 

Total vaccines:  

 
 
Vaxzevria:  

 

 

 

 



5 
 

Pfizer:  

 

Moderna:  

 

*Latest available data from Australian Immunisation Register report 
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Table 6:  Events received following Vaxzevria (AstraZeneca) COVID-19 Vaccine: 
Event 
ID # 

TGA  
AEFI/
AESI 
Cat 

Age 
and 
Gender  

Incident details Recommendation 
for client from 
Committee 

Vaccination 
Program 
Implications 

    Diagnosis:  
 
Date and time vaccinated:  
 
Dose number:   
 
Details:  
 
Laboratory Results:  
 
Imaging & Findings:  
 
Treatment:  
 
Medical History:  
 
GP contacted/notified:  
 
Classification:  

Uncommon – refer 
back to GP for 
review 
 
Uncommon – refer 
back to GP 
suggesting SACISC 
Review  
 
Uncommon – refer 
back to GP 
suggesting 
Specialist review 
 
No Letter required  

No Change  
 
 
 
Change/Review 
rationale: 
 

 

 

2. Summary of the TGA COVID-19 vaccine updates: 

Last data reported available on TGA website https://www.tga.gov.au/periodic/covid-19-vaccine-weekly-
safety-report  

TGA weekly report as at 11 November 2021:  https://www.tga.gov.au/periodic/covid-19-vaccine-weekly-
safety-report-11-11-2021  
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> Enhanced disease following immunisation/VAED (also considered a Category 2 & 3 AESI) 

Category 2: AESI relevant to specific vaccine platforms for potential COVID-19 vaccines 
> Nil for the registered COVID-19 vaccines in Australia at this point in time 

Category 3: AESI related to COVID-19 disease 
> Enhanced disease following immunisation/VAED (also considered a Category 1 & 2 AESI) 

> Multisystem inflammatory syndrome  

> Acute respiratory distress syndrome (ARDS)/vaccine-associated (VA)-ARDS 

> Acute cardiac injury (includes myocarditis, pericarditis, arrhythmias, heart failure, infarction) 

> Coagulation disorder 

> (includes coagulopathy, thrombosis, thromboembolism, internal/external bleed, stroke, 
disseminated intravascular coagulation) 

> Acute kidney injury 

> Acute liver injury 

Category 3: AESI related to COVID-19 disease  
> Anosmia, ageusia 

> Chilblain-like lesions 

> Single organ cutaneous vasculitis 

> Erythema multiforme 

> Subacute thyroiditis 

> Pancreatitis 

> Rhabdomyolysis  

Category 4: AESI related to TGA clinical evaluation  
> Pregnancy and birth outcomes 

 

 

 

 

 

 

 

 

 

 

 

Appendix 2: TGA published definitions AEFI Pfizer– Comirnaty (BNT162b2[mRNA]) 
COVID-19 Vaccine#  
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AUSTRALIAN PRODUCT INFORMATION – COMIRNATY™ (BNT162b2 [mRNA]) COVID-19 VACCINE Revised 
22 July 2021 

 

 

 
 
ATAGI clinical guidance on COVID-19 vaccine in Australia in 2021 
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Appendix 3: TGA published AEFI definitions COVID-19 Vaccine AstraZeneca 
(ChAdOx1-S)* 
AUSTRALIAN PRODUCT INFORMATION VAXZEVRIA® (previously COVID-19 Vaccine AstraZeneca) 
(ChAdOx1-S) solution for injection – Revised 20 August 2021
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ATAGI clinical guidance on COVID-19 vaccine in Australia in 2021 
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Appendix 4: TGA published AEFI definitions COVID-19 Vaccine Spikevax (Elasomeran) 
AUSTRALIAN PRODUCT INFORMATION – SPIKEVAX (ELASOMERAN) COVID-19 VACCINE 

 

 

ATAGI clinical guidance on COVID-19 vaccine in Australia in 2021 
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1. COVID-19 Vaccine Program Adverse Event Following Immunisation  

Background 
The South Australian COVID-19 vaccination program commenced on 22 February 2021. 

As part of the safety monitoring for this program, a vaccine safety surveillance system for the South 
Australian COVID-19 Vaccination Program actively collects reports on Adverse Events Following 
Immunisation (AEFI) and Adverse Events of Special Interest (AESI).  

An adverse event following immunisation (AEFI) refers to any untoward medical occurrence that follows 
immunisation, whether expected or unexpected, and whether triggered by the vaccine or only 
coincidentally occurring after receipt of a vaccine. Appendices 1 to 4 of this report provide further details 
on (1) a list of Serious AEFI and AESI as highlighted by the TGA within the context of the COVID-19 
vaccination program, (2) frequency of AEFI associated with the Pfizer vaccine, (3) frequency of AEFI 
associated with the  Vaxzevria (Astra Zeneca) vaccine and (4) frequency of AEFI associated with the 
Moderna Spikevax vaccine (within the MedDra System Organ Class hierarchy).  

AEFI/AESI reports are received online via the South Australian Vaccine Safety Surveillance System 
(SAVSSS), by phone or infrequently via the DHW Safety Learning System (SLS). Each report received 
through SAVSSS is automatically uploaded to the TGA with any additional reports received through other 
mechanisms that meet the criteria for categorisation as a Serious AEFI or AESI also reported to the TGA 
by the Vaccine Safety Surveillance Team (VSST).  Reports that meet the definition of a Serious AEFI or are 
an identified AESI requiring further analysis i.e. Category 1 AESI (as defined in the Vaccine Safety 
Surveillance – Incident Management and Escalation Matrix) are analysed by the COVID-19 Vaccination 
Program Vaccine Surveillance Safety Team and reported to the COVID-19 Vaccine Safety Surveillance 
Committee (VSSC) for review immediately if/as required, otherwise they are reviewed on a weekly basis 
by the VSSC. 

Case Definitions 

The Brighton Collaboration provides Case Definitions for Category 1 AESI, as follows; 

• Interim Case Definition of Thrombosis with Thrombocytopenia Syndrome (TTS) 
• Generalised convulsion 
• Guillain-Barre Syndrome (GBS) 
• Acute disseminated encephalomyelitis (ADEM)  
• Anaphylaxis 
• Encephalitis/encephalomyelitis/myelitis (*include transverse myelitis?) 
• Idiopathic peripheral facial nerve palsy 
• Thrombocytopenia 
• Enhanced disease following immunisation/VAED 

These Case Definitions inform analysis and classification of reports by the VSST. No Brighton Collaboration 
Case Definition is currently available for ‘Vasculitides (incl. single organ cutaneous vasculitis, Kawasaki 
Disease)’. 
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Summary of Vaccination Activity 
 
Vaccination recorded to the Australian Immunisation Register as at 23/11/2021* 
 

Total vaccines:  

 
 
Vaxzevria:  
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Pfizer:  

 

Moderna:  

available data from Australian Immunisation Register report 
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Table 4: Events received following Moderna Spikevax vaccine: 

Event 
ID # 

TGA  
AEFI/A
ESI Cat 

Age and 
Gender  

Incident details Recommendation 
for client from 
Committee 

Vaccination 
Program 
Implications 

 
 

 27  Diagnosis:  
Date and time vaccinated: 9/11/21 
Dose number:  2 
Details:  

 

Laboratory Results:  
 

 
Imaging & Findings:  

 

 
Treatment:  

Medical History:  
 

GP contacted/notified:  
Classification: Haematology 

 
No Letter required 
 

No Change  
 
 
 
Change/Review 
rationale: 
 

   Diagnosis:  
 
Date and time vaccinated:  
 
Dose number:   
 
Details:  
 
Laboratory Results:  
 
Imaging & Findings:  
 
Treatment:  
 
Medical History:  
 
GP contacted/notified:  
 
Classification:  

Uncommon – refer 
back to GP for 
review 
 
Uncommon – refer 
back to GP 
suggesting SACISC 
Review  
 
Uncommon – refer 
back to GP 
suggesting 
Specialist review 
 
No Letter required  

No Change  
 
 
 
Change/Review 
rationale: 
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Details:  
 
Laboratory Results:  
 
Imaging & Findings:  
 
Treatment:  
 
Medical History:  
 
GP contacted/notified:  
 
Classification:  

suggesting SACISC 
Review  
 
Uncommon – refer 
back to GP 
suggesting 
Specialist review 
 
No Letter required  

 

 

 

Table 6:  Events received following Vaxzevria (AstraZeneca) COVID-19 Vaccine: 

Event 
ID # 

TGA  
AEFI/A
ESI Cat 

Age and 
Gender  

Incident details Recommendation 
for client from 
Committee 

Vaccination 
Program 
Implications 

    Diagnosis:  
 
Date and time vaccinated:  
 
Dose number:   
 
Details:  
 
Laboratory Results:  
 
Imaging & Findings:  
 
Treatment:  
 
Medical History:  
 
GP contacted/notified:  
 
Classification:  

Uncommon – refer 
back to GP for 
review 
 
Uncommon – refer 
back to GP 
suggesting SACISC 
Review  
 
Uncommon – refer 
back to GP 
suggesting 
Specialist review 
 
No Letter required  

No Change  
 
 
 
Change/Review 
rationale: 
 

   Diagnosis:  
 
Date and time vaccinated:  
 
Dose number:   
 
Details:  
 
Laboratory Results:  
 

Uncommon – refer 
back to GP for 
review 
 
Uncommon – refer 
back to GP 
suggesting SACISC 
Review  
 

No Change  
 
 
 
Change/Review 
rationale: 
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Imaging & Findings:  
 
Treatment:  
 
Medical History:  
 
GP contacted/notified:  
 
Classification:  

Uncommon – refer 
back to GP 
suggesting 
Specialist review 
 
No Letter required  

 

 

 

 

2. Summary of the TGA COVID-19 vaccine updates: 

Last data reported available on TGA website https://www.tga.gov.au/periodic/covid-19-vaccine-weekly-
safety-report  

TGA weekly report as at 18 November 2021:  https://www.tga.gov.au/periodic/covid-19-vaccine-
weekly-safety-report-18-11-2021 

 



15 
 

 

 

 

 

3. Program Errors Summary COVID-19 Vaccination Program  

Background 
Immunisation errors (Program Errors) are an unwanted, but expected, outcome of any vaccination 
program. They may result from errors in vaccine preparation, handling, storage or administration.  

Program Errors can result in a cluster of events, defined by WHO as two or more cases of the same 
adverse event related in time, place or vaccine administered. These clusters are usually associated with 
a particular provider, health facility, and/or a vial of vaccine that has been inappropriately prepared or 
contaminated. Program Errors can also affect many vials and many people, for example, incorrect 
preparation of multidose vials can affect many people. 

They are preventable.  

Systems and Processes for Monitoring Program Errors 
The COVID Clinical Advisory Service (CAS) functions as a central point for receipt of reports of COVID 19 
vaccine program errors. 

As per the ‘Incident Escalation and Communication Process Flow – Clinical’ endorsed through the 
Vaccine Strategy Group (VSG) on 19 May 2021 (see Appendix 1); 

• Non-critical errors undergo weekly analysis by the CAS, with medical oversight, with 
documented feedback and recommendations to the provider and/or patients as required. A 
weekly summary of non-critical errors will be provided to the Clinical Advisory Group (CAG) as 
part of the Vaccine Safety Surveillance Report, with updates provided to the Vaccine Strategy 
Group as/if required by CAG. 
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Therapeutic Goods Administration (TGA) definition of serious Adverse Events Following Immunisation 
(AEFI) and Adverse Events of Special Interest (AESI):  

Serious adverse event following immunisation (AEFI): 
Any AEFI that is serious as defined by the WHO Global manual on surveillance of adverse events 
following immunization: 

> results in death – requires rapid escalation. 

> is life-threatening 

> requires in-patient hospitalisation or prolongation of existing hospitalisation 

> results in persistent or significant disability/incapacity 

> is a congenital anomaly/birth defect, or 

> requires intervention to prevent one of the outcomes above. 

Adverse Events of Special Interest (AESI) – COVID-19 vaccines:  

Category 1: AESI related to COVID-19 vaccination in general 
> Generalised convulsion 

> Guillain-Barre Syndrome (GBS) 

> Acute disseminated encephalomyelitis (ADEM)  

> Anaphylaxis 

> Vasculitides (incl. single organ cutaneous vasculitis, Kawasaki Disease) 

> Encephalitis/encephalomyelitis/myelitis (*include transverse myelitis?) 

> Idiopathic peripheral facial nerve palsy (see also Category 2 below) 

> Thrombocytopenia 

> Enhanced disease following immunisation/VAED (also considered a Category 2 & 3 AESI) 

Category 2: AESI relevant to specific vaccine platforms for potential COVID-19 vaccines 
> Nil for the registered COVID-19 vaccines in Australia at this point in time 

Category 3: AESI related to COVID-19 disease 
> Enhanced disease following immunisation/VAED (also considered a Category 1 & 2 AESI) 

> Multisystem inflammatory syndrome  

> Acute respiratory distress syndrome (ARDS)/vaccine-associated (VA)-ARDS 

> Acute cardiac injury (includes myocarditis, pericarditis, arrhythmias, heart failure, infarction) 

> Coagulation disorder 

> (includes coagulopathy, thrombosis, thromboembolism, internal/external bleed, stroke, 
disseminated intravascular coagulation) 

> Acute kidney injury 

> Acute liver injury 

Category 3: AESI related to COVID-19 disease  
> Anosmia, ageusia 

> Chilblain-like lesions 

> Single organ cutaneous vasculitis 
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> Erythema multiforme 

> Subacute thyroiditis 

> Pancreatitis 

> Rhabdomyolysis  

Category 4: AESI related to TGA clinical evaluation  
> Pregnancy and birth outcomes 

 

 

Appendix 2: TGA published definitions AEFI Pfizer– Comirnaty (BNT162b2[mRNA]) COVID-19 Vaccine#  

AUSTRALIAN PRODUCT INFORMATION – COMIRNATY™ (BNT162b2 [mRNA]) COVID-19 VACCINE 
Revised 22 July 2021 
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ATAGI clinical guidance on COVID-19 vaccine in Australia in 2021 
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Appendix 3: TGA published AEFI definitions COVID-19 Vaccine AstraZeneca 

(ChAdOx1-S)* 

AUSTRALIAN PRODUCT INFORMATION VAXZEVRIA® (previously COVID-19 Vaccine AstraZeneca) 
(ChAdOx1-S) solution for injection – Revised 20 August 2021
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ATAGI clinical guidance on COVID-19 vaccine in Australia in 2021 
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Appendix 4: TGA published AEFI definitions COVID-19 Vaccine Spikevax (Elasomeran) 

AUSTRALIAN PRODUCT INFORMATION – SPIKEVAX (ELASOMERAN) COVID-19 VACCINE 

 

 

ATAGI clinical guidance on COVID-19 vaccine in Australia in 2021 
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1. COVID-19 Vaccine Program Adverse Event Following Immunisation  

Background 
The South Australian COVID-19 vaccination program commenced on 22 February 2021. 

As part of the safety monitoring for this program, a vaccine safety surveillance system for the South 
Australian COVID-19 Vaccination Program actively collects reports on Adverse Events Following 
Immunisation (AEFI) and Adverse Events of Special Interest (AESI).  

An adverse event following immunisation (AEFI) refers to any untoward medical occurrence that follows 
immunisation, whether expected or unexpected, and whether triggered by the vaccine or only 
coincidentally occurring after receipt of a vaccine. Appendices 1 to 4 of this report provide further details 
on (1) a list of Serious AEFI and AESI as highlighted by the TGA within the context of the COVID-19 
vaccination program, (2) frequency of AEFI associated with the Pfizer vaccine, (3) frequency of AEFI 
associated with the  Vaxzevria (Astra Zeneca) vaccine and (4) frequency of AEFI associated with the 
Moderna Spikevax vaccine (within the MedDra System Organ Class hierarchy).  

AEFI/AESI reports are received online via the South Australian Vaccine Safety Surveillance System 
(SAVSSS), by phone or infrequently via the DHW Safety Learning System (SLS). Each report received 
through SAVSSS is automatically uploaded to the TGA with any additional reports received through other 
mechanisms that meet the criteria for categorisation as a Serious AEFI or AESI also reported to the TGA 
by the Vaccine Safety Surveillance Team (VSST).  Reports that meet the definition of a Serious AEFI or are 
an identified AESI requiring further analysis i.e. Category 1 AESI (as defined in the Vaccine Safety 
Surveillance – Incident Management and Escalation Matrix) are analysed by the COVID-19 Vaccination 
Program Vaccine Surveillance Safety Team and reported to the COVID-19 Vaccine Safety Surveillance 
Committee (VSSC) for review immediately if/as required, otherwise they are reviewed on a weekly basis 
by the VSSC. 

Case Definitions 

The Brighton Collaboration provides Case Definitions for Category 1 AESI, as follows; 

• Interim Case Definition of Thrombosis with Thrombocytopenia Syndrome (TTS) 
• Generalised convulsion 
• Guillain-Barre Syndrome (GBS) 
• Acute disseminated encephalomyelitis (ADEM)  
• Anaphylaxis 
• Encephalitis/encephalomyelitis/myelitis (*include transverse myelitis?) 
• Idiopathic peripheral facial nerve palsy 
• Thrombocytopenia 
• Enhanced disease following immunisation/VAED 

These Case Definitions inform analysis and classification of reports by the VSST. No Brighton Collaboration 
Case Definition is currently available for ‘Vasculitides (incl. single organ cutaneous vasculitis, Kawasaki 
Disease)’. 
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Summary of Vaccination Activity 
 
Vaccination recorded to the Australian Immunisation Register as at 30/11/2021* 
 

Total vaccines:  

 

 
 

Vaxzevria:  
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Moderna Spikevax: 

 

Pfizer Comirnaty: 

 
available data from Australian Immunisation Register report 
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Anaphylaxis  1 0.001 0 0 0 

Miscarriage  1 0.001 0 0 0 

a: Chest pain: Dosage and gender not available 
* Number of Special Interest symptoms reported against all vaccinations administered YTD 
** Number of Special Interest symptoms reported that week against total number of Special Interest symptom reported YTD 
***Number of Special Interest symptoms reported that week against all vaccinations administered YTD 

Table 3: TGA reported TTS Summary as at 30/11/2021 YTD:  

Confirmed  Probabl
e 

  Possible  Haem 
(TGA) 
Review  

  Unlikely  Dismissed  Total 

4 3 6 0 6 3 
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Table 4: Events received following Moderna Spikevax vaccine: 

Event 
ID # 

TGA  
AEFI/A
ESI Cat 

Age and 
Gender  

Incident details Recommendation 
for client from 
Committee 

Vaccination 
Program 
Implications 

   Diagnosis:  
 
Date and time vaccinated:  
 
Dose number:   
 
Details:  
 
Laboratory Results:  
 
Imaging & Findings:  
 
Treatment:  
 
Medical History:  
 
GP contacted/notified:  
 
Classification: 

 
Uncommon – refer 
back to GP for 
review 
 
Uncommon – refer 
back to GP 
suggesting SACISC 
Review  
 
Uncommon – refer 
back to GP 
suggesting 
Specialist review 
 
No Letter required 

No Change  
 
 
 
Change/Review 
rationale: 
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Details:  
 

 
 

 
.  

Laboratory Results:  
Imaging & Findings:  

 
Treatment:  

 
  

Medical History:  
GP contacted/notified:  
 
Classification:  

Change/Review 
rationale: 
 

  35  Diagnosis:   
 
Date and time vaccinated: 12/11/2021 
Dose number: 1 
 
Details:  

 
 

  
 

 
  

Laboratory Results:  

 
Imaging & Findings:  

 
Treatment:  

  
Medical History:   
GP contacted/notified:   
 
Classification:   
 

  

  15  Diagnosis:  
 
Date and time vaccinated:  
Dose number:  
Details:  

 
 

  
 

 
Laboratory Results:  
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  1 41  Diagnosis:  
 
Date and time vaccinated: 3/11/2021 
Dose number: 1 
Details:  

 

 

 

 

 
 

 
 

 
 

 

Laboratory Results:  
Imaging & Findings  

  
Treatment:  

 
 

 
 Medical History  

 
 

GP contacted/notified:   
 
Classification:  
 

  

   35  Diagnosis:   
 
Date and time vaccinated: 21/11/2021 
Dose number:  1 
Details:  

 
 

Laboratory Results:  
Imaging & Findings:  

  No Change  
 
 
 
Change/Review 
rationale: 
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3. Program Errors Summary COVID-19 Vaccination Program  

Background 
Immunisation errors (Program Errors) are an unwanted, but expected, outcome of any vaccination 
program. They may result from errors in vaccine preparation, handling, storage or administration.  

Program Errors can result in a cluster of events, defined by WHO as two or more cases of the same 
adverse event related in time, place or vaccine administered. These clusters are usually associated with 
a particular provider, health facility, and/or a vial of vaccine that has been inappropriately prepared or 
contaminated. Program Errors can also affect many vials and many people, for example, incorrect 
preparation of multidose vials can affect many people. 

They are preventable.  

Systems and Processes for Monitoring Program Errors 
The COVID Clinical Advisory Service (CAS) functions as a central point for receipt of reports of COVID 19 
vaccine program errors. 

As per the ‘Incident Escalation and Communication Process Flow – Clinical’ endorsed through the 
Vaccine Strategy Group (VSG) on 19 May 2021 (see Appendix 1); 

• Non-critical errors undergo weekly analysis by the CAS, with medical oversight, with 
documented feedback and recommendations to the provider and/or patients as required. A 
weekly summary of non-critical errors will be provided to the Clinical Advisory Group (CAG) as 
part of the Vaccine Safety Surveillance Report, with updates provided to the Vaccine Strategy 
Group as/if required by CAG. 

• Critical Program errors (as defined in the ‘VSS - Incident Management and Escalation’ 
Framework) are escalated to CAG, Strategy & Intergovernmental Relations (S&IGR), VSG, the 
Commonwealth Vaccines Operation Centre and SA Health Media and Communications team, 
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Therapeutic Goods Administration (TGA) definition of serious Adverse Events Following Immunisation 
(AEFI) and Adverse Events of Special Interest (AESI):  

Serious adverse event following immunisation (AEFI): 
Any AEFI that is serious as defined by the WHO Global manual on surveillance of adverse events 
following immunization: 

> results in death – requires rapid escalation. 

> is life-threatening 

> requires in-patient hospitalisation or prolongation of existing hospitalisation 

> results in persistent or significant disability/incapacity 

> is a congenital anomaly/birth defect, or 

> requires intervention to prevent one of the outcomes above. 

Adverse Events of Special Interest (AESI) – COVID-19 vaccines:  

Category 1: AESI related to COVID-19 vaccination in general 
> Generalised convulsion 

> Guillain-Barre Syndrome (GBS) 

> Acute disseminated encephalomyelitis (ADEM)  

> Anaphylaxis 

> Vasculitides (incl. single organ cutaneous vasculitis, Kawasaki Disease) 

> Encephalitis/encephalomyelitis/myelitis (*include transverse myelitis?) 

> Idiopathic peripheral facial nerve palsy (see also Category 2 below) 

> Thrombocytopenia 

> Enhanced disease following immunisation/VAED (also considered a Category 2 & 3 AESI) 

Category 2: AESI relevant to specific vaccine platforms for potential COVID-19 vaccines 
> Nil for the registered COVID-19 vaccines in Australia at this point in time 

Category 3: AESI related to COVID-19 disease 
> Enhanced disease following immunisation/VAED (also considered a Category 1 & 2 AESI) 

> Multisystem inflammatory syndrome  

> Acute respiratory distress syndrome (ARDS)/vaccine-associated (VA)-ARDS 

> Acute cardiac injury (includes myocarditis, pericarditis, arrhythmias, heart failure, infarction) 

> Coagulation disorder 

> (includes coagulopathy, thrombosis, thromboembolism, internal/external bleed, stroke, 
disseminated intravascular coagulation) 

> Acute kidney injury 

> Acute liver injury 

Category 3: AESI related to COVID-19 disease  
> Anosmia, ageusia 

> Chilblain-like lesions 

> Single organ cutaneous vasculitis 
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> Erythema multiforme 

> Subacute thyroiditis 

> Pancreatitis 

> Rhabdomyolysis  

Category 4: AESI related to TGA clinical evaluation  
> Pregnancy and birth outcomes 

 

 

Appendix 2: TGA published definitions AEFI Pfizer– Comirnaty (BNT162b2[mRNA]) COVID-19 Vaccine#  

AUSTRALIAN PRODUCT INFORMATION – COMIRNATY™ (BNT162b2 [mRNA]) COVID-19 VACCINE 
Revised 22 July 2021 
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ATAGI clinical guidance on COVID-19 vaccine in Australia in 2021 
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Appendix 3: TGA published AEFI definitions COVID-19 Vaccine AstraZeneca 

(ChAdOx1-S)* 

AUSTRALIAN PRODUCT INFORMATION VAXZEVRIA® (previously COVID-19 Vaccine AstraZeneca) 
(ChAdOx1-S) solution for injection – Revised 20 August 2021
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ATAGI clinical guidance on COVID-19 vaccine in Australia in 2021 
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Appendix 4: TGA published AEFI definitions COVID-19 Vaccine Spikevax (Elasomeran) 

AUSTRALIAN PRODUCT INFORMATION – SPIKEVAX (ELASOMERAN) COVID-19 VACCINE 

 

 

ATAGI clinical guidance on COVID-19 vaccine in Australia in 2021 
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1. COVID-19 Vaccine Program Adverse Event Following Immunisation  

Background 
The South Australian COVID-19 vaccination program commenced on 22 February 2021. 

As part of the safety monitoring for this program, a vaccine safety surveillance system for the South 
Australian COVID-19 Vaccination Program actively collects reports on Adverse Events Following 
Immunisation (AEFI) and Adverse Events of Special Interest (AESI).  

An adverse event following immunisation (AEFI) refers to any untoward medical occurrence that follows 
immunisation, whether expected or unexpected, and whether triggered by the vaccine or only 
coincidentally occurring after receipt of a vaccine. Appendices 1 to 4 of this report provide further details 
on (1) a list of Serious AEFI and AESI as highlighted by the TGA within the context of the COVID-19 
vaccination program, (2) frequency of AEFI associated with the Pfizer vaccine, (3) frequency of AEFI 
associated with the  Vaxzevria (Astra Zeneca) vaccine and (4) frequency of AEFI associated with the 
Moderna Spikevax vaccine (within the MedDra System Organ Class hierarchy).  

AEFI/AESI reports are received online via the South Australian Vaccine Safety Surveillance System 
(SAVSSS), by phone or infrequently via the DHW Safety Learning System (SLS). Each report received 
through SAVSSS is automatically uploaded to the TGA with any additional reports received through other 
mechanisms that meet the criteria for categorisation as a Serious AEFI or AESI also reported to the TGA 
by the Vaccine Safety Surveillance Team (VSST).  Reports that meet the definition of a Serious AEFI or are 
an identified AESI requiring further analysis i.e. Category 1 AESI (as defined in the Vaccine Safety 
Surveillance – Incident Management and Escalation Matrix) are analysed by the COVID-19 Vaccination 
Program Vaccine Surveillance Safety Team and reported to the COVID-19 Vaccine Safety Surveillance 
Committee (VSSC) for review immediately if/as required, otherwise they are reviewed on a weekly basis 
by the VSSC. 

Case Definitions 

The Brighton Collaboration provides Case Definitions for Category 1 AESI, as follows; 

• Interim Case Definition of Thrombosis with Thrombocytopenia Syndrome (TTS) 
• Generalised convulsion 
• Guillain-Barre Syndrome (GBS) 
• Acute disseminated encephalomyelitis (ADEM)  
• Anaphylaxis 
• Encephalitis/encephalomyelitis/myelitis (*include transverse myelitis?) 
• Idiopathic peripheral facial nerve palsy 
• Thrombocytopenia 
• Enhanced disease following immunisation/VAED 

These Case Definitions inform analysis and classification of reports by the VSST. No Brighton Collaboration 
Case Definition is currently available for ‘Vasculitides (incl. single organ cutaneous vasculitis, Kawasaki 
Disease)’. 
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Summary of Vaccination Activity 
 
Vaccination recorded to the Australian Immunisation Register as at 07/12/2021* 
 

Total vaccines:  

 
 
 

Vaxzevria:  

 

Pfizer:  



5 
 

 

Moderna:  

 
available data from Australian Immunisation Register report 
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Death 0 0.00 0 0 0.00 

Lymphadenopathy 20 

1.95 

7(1 F, 4 M: 
Dose 1, 2 M: 

Dose 2)  35.0 0.68 

Pericarditis 5 

0.49 

2(1 M: Dose 
1, 1 M: Dose 

2) 40.0 0.19 

Herpes zoster a 1 0.10 1(1: Dose 1) 100.0 0.10 

Myocarditis  0 0.00 0 0 0.00 

Myopericarditis 0 0.00 0 0 0.00 

Menstrual Irregularity 4 0.39 0 0 0.00 

Anaphylaxis  1 0.10 0 0 0.00 

Miscarriage  1 0.10 0 0 0.00 
a: Dose and gender not available for few patients 
* Number of Special Interest symptoms reported against all vaccinations administered YTD 
** Number of Special Interest symptoms reported that week against total number of Special Interest symptom reported YTD 
***Number of Special Interest symptoms reported that week against all vaccinations administered YTD 

 

 

 

Table 3: TGA reported TTS Summary as at 07/12/2021 YTD:  

Confirmed  Probabl
e 

  Possible  Haem 
(TGA) 
Review  

  Unlikely  Dismissed  Total 

4 3 6 0 6 3 
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Table 4: Events received following Moderna Spikevax vaccine: 

Event 
ID # 

TGA  
AEFI/A
ESI Cat 

Age and 
Gender  

Incident details Recommendation 
for client from 
Committee 

Vaccination 
Program 
Implications 

   Diagnosis:  
 
Date and time vaccinated:  
 
Dose number:   
 
Details:  
 
Laboratory Results:  

 
Uncommon – refer 
back to GP for 
review 
 
Uncommon – refer 
back to GP 
suggesting SACISC 
Review  

No Change  
 
 
 
Change/Review 
rationale: 
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Table 6:  Events received following Vaxzevria (AstraZeneca) COVID-19 Vaccine: 

Event 
ID # 

TGA  
AEFI/A
ESI Cat 

Age and 
Gender  

Incident details Recommendation 
for client from 
Committee 

Vaccination 
Program 
Implications 

   55  Diagnosis:  

Date and time vaccinated: 9/6/2021 
Dose number:  1 
Details:  

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 

 
 

 
Laboratory Results:  

 

 
 

 
 

 

 
 

 

 
 

 

 
  

No Change  
 
 
 
Change/Review 
rationale: 
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Imaging & Findings:  
 

 

Treatment:  
 

 
  

 
 

 
 

 
 

 
 

 
 

 
 

 
Medical History:  

 
GP contacted/notified:  
 
Classification:  

   68  Diagnosis:  
 

Date and time vaccinated: 6/8/2021 
Dose number:  1 
Details:  

 
 

 
 

 
 

 
 

 
 

 
 

 
 

 

 

 
  

No Change  
 
 
 
Change/Review 
rationale: 
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Appendix 1: TGA listed AEFI and adverse events of special interest (AESI) for the Pfizer vaccine and 
AstraZeneca vaccines 

Vaccines, like any medication or natural therapy, can have side effects. An adverse event following 
immunisation (AEFI) refers to any untoward medical occurrence that follows immunisation, whether 
expected or unexpected, and whether triggered by the vaccine or only coincidentally occurring after 
receipt of a vaccine.1  

Adverse event case definitions: 
Adverse reactions observed during clinical studies are listed below according to the following frequency 
categories:  

> Very common (≥ 1/10)  

> Common (≥ 1/100 to < 1/10)  

> Uncommon (≥ 1/1,000 to < 1/100)  

> Rare (≥ 1/10,000 to < 1/1,000)  

> Very rare (< 1/10,000) 

Therapeutic Goods Administration (TGA) definition of serious Adverse Events Following Immunisation 
(AEFI) and Adverse Events of Special Interest (AESI):  

Serious adverse event following immunisation (AEFI): 
Any AEFI that is serious as defined by the WHO Global manual on surveillance of adverse events 
following immunization: 

> results in death – requires rapid escalation. 

> is life-threatening 

> requires in-patient hospitalisation or prolongation of existing hospitalisation 

> results in persistent or significant disability/incapacity 

> is a congenital anomaly/birth defect, or 

> requires intervention to prevent one of the outcomes above. 

Adverse Events of Special Interest (AESI) – COVID-19 vaccines:  

Category 1: AESI related to COVID-19 vaccination in general 
> Generalised convulsion 

> Guillain-Barre Syndrome (GBS) 

> Acute disseminated encephalomyelitis (ADEM)  
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> Anaphylaxis 

> Vasculitides (incl. single organ cutaneous vasculitis, Kawasaki Disease) 

> Encephalitis/encephalomyelitis/myelitis (*include transverse myelitis?) 

> Idiopathic peripheral facial nerve palsy (see also Category 2 below) 

> Thrombocytopenia 

> Enhanced disease following immunisation/VAED (also considered a Category 2 & 3 AESI) 

Category 2: AESI relevant to specific vaccine platforms for potential COVID-19 vaccines 
> Nil for the registered COVID-19 vaccines in Australia at this point in time 

Category 3: AESI related to COVID-19 disease 
> Enhanced disease following immunisation/VAED (also considered a Category 1 & 2 AESI) 

> Multisystem inflammatory syndrome  

> Acute respiratory distress syndrome (ARDS)/vaccine-associated (VA)-ARDS 

> Acute cardiac injury (includes myocarditis, pericarditis, arrhythmias, heart failure, infarction) 

> Coagulation disorder 

> (includes coagulopathy, thrombosis, thromboembolism, internal/external bleed, stroke, 
disseminated intravascular coagulation) 

> Acute kidney injury 

> Acute liver injury 

Category 3: AESI related to COVID-19 disease  
> Anosmia, ageusia 

> Chilblain-like lesions 

> Single organ cutaneous vasculitis 

> Erythema multiforme 

> Subacute thyroiditis 

> Pancreatitis 

> Rhabdomyolysis  

Category 4: AESI related to TGA clinical evaluation  
> Pregnancy and birth outcomes 

 

 

Appendix 2: TGA published definitions AEFI Pfizer– Comirnaty (BNT162b2[mRNA]) COVID-19 Vaccine#  

AUSTRALIAN PRODUCT INFORMATION – COMIRNATY™ (BNT162b2 [mRNA]) COVID-19 VACCINE 
Revised 22 July 2021 
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ATAGI clinical guidance on COVID-19 vaccine in Australia in 2021 
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Appendix 3: TGA published AEFI definitions COVID-19 Vaccine AstraZeneca 

(ChAdOx1-S)* 



24 
 

AUSTRALIAN PRODUCT INFORMATION VAXZEVRIA® (previously COVID-19 Vaccine AstraZeneca) 
(ChAdOx1-S) solution for injection – Revised 20 August 2021
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ATAGI clinical guidance on COVID-19 vaccine in Australia in 2021 
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Appendix 4: TGA published AEFI definitions COVID-19 Vaccine Spikevax (Elasomeran) 

AUSTRALIAN PRODUCT INFORMATION – SPIKEVAX (ELASOMERAN) COVID-19 VACCINE 

 

 

ATAGI clinical guidance on COVID-19 vaccine in Australia in 2021 
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1. COVID-19 Vaccine Program Adverse Event Following Immunisation

Background 
The South Australian COVID-19 vaccination program commenced on 22 February 2021. 

As part of the safety monitoring for this program, a vaccine safety surveillance system for the South 
Australian COVID-19 Vaccination Program actively collects reports on Adverse Events Following 
Immunisation (AEFI) and Adverse Events of Special Interest (AESI).  

An adverse event following immunisation (AEFI) refers to any untoward medical occurrence that follows 
immunisation, whether expected or unexpected, and whether triggered by the vaccine or only 
coincidentally occurring after receipt of a vaccine. Appendices 1 to 4 of this report provide further details 
on (1) a list of Serious AEFI and AESI as highlighted by the TGA within the context of the COVID-19 
vaccination program, (2) frequency of AEFI associated with the Pfizer vaccine, (3) frequency of AEFI 
associated with the  Vaxzevria (Astra Zeneca) vaccine and (4) frequency of AEFI associated with the 
Moderna Spikevax vaccine (within the MedDra System Organ Class hierarchy).  

AEFI/AESI reports are received online via the South Australian Vaccine Safety Surveillance System 
(SAVSSS), by phone or infrequently via the DHW Safety Learning System (SLS). Each report received 
through SAVSSS is automatically uploaded to the TGA with any additional reports received through other 
mechanisms that meet the criteria for categorisation as a Serious AEFI or AESI also reported to the TGA 
by the Vaccine Safety Surveillance Team (VSST).  Reports that meet the definition of a Serious AEFI or are 
an identified AESI requiring further analysis i.e. Category 1 AESI (as defined in the Vaccine Safety 
Surveillance – Incident Management and Escalation Matrix) are analysed by the COVID-19 Vaccination 
Program Vaccine Surveillance Safety Team and reported to the COVID-19 Vaccine Safety Surveillance 
Committee (VSSC) for review immediately if/as required, otherwise they are reviewed on a weekly basis 
by the VSSC. 

Case Definitions 

The Brighton Collaboration provides Case Definitions for Category 1 AESI, as follows; 

• Interim Case Definition of Thrombosis with Thrombocytopenia Syndrome (TTS)
• Generalised convulsion
• Guillain-Barre Syndrome (GBS)
• Acute disseminated encephalomyelitis (ADEM)
• Anaphylaxis
• Encephalitis/encephalomyelitis/myelitis (*include transverse myelitis?)
• Idiopathic peripheral facial nerve palsy
• Thrombocytopenia
• Enhanced disease following immunisation/VAED

These Case Definitions inform analysis and classification of reports by the VSST. No Brighton Collaboration 
Case Definition is currently available for ‘Vasculitides (incl. single organ cutaneous vasculitis, Kawasaki 
Disease)’. 
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Summary of Vaccination Activity 

Vaccination recorded to the Australian Immunisation Register as at 05/01/2022* 

Total vaccines: 

1st    1,403,987 

2nd    1,337,588 

Boosters  181,943 

Total Doses/episodes: 2,923,518 

Vaxzevria:  

1st     426,030 

2nd   415,442 

Boosters  428 

Total Doses/episodes: 841,900 

Pfizer: 

1st     912,836 

2nd    866,455 

Boosters  161,056 

Total Doses/episodes: 1,940,347 

Moderna: 

1st 65,121 

2nd 55,691 

Boosters  20,459 

Total Doses/episodes: 141,271 

available data from Australian Immunisation Register report 
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Table 2: TGA report of Myocarditis and Pericarditis Australia Wide as of 2 January 2022 



8 
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Table 4: TGA reported TTS Summary as at 04/01/2022 YTD:  

Confirmed  Probabl
e 

  Possible  Haem 
(TGA) 
Review  

  Unlikely  Dismissed  Total 

4 3 6 0 6 3 
 

22 

 

Table 5: Events received following Moderna Spikevax vaccine: 

Event 
ID # 

TGA  
AEFI/A
ESI Cat 

Age and 
Gender  

Incident details Recommendation 
for client from 
Committee 

Vaccination 
Program 
Implications 

 
 

 34  Diagnosis:  
 
Date and time vaccinated: 3/12/21 
Dose number:  2 
Details:  
Laboratory Results:  

 
Imaging & Findings:  

 

 
Treatment:  

 

 

 

c 
Medical History:  

 
GP contacted/notified:  
 
Classification:  

 
 

 

 
 

 
 

No Change  
 
 
 
Change/Review 
rationale: 
 

 

Table 6:  Events received following Pfizer’s Comirnaty vaccine: 

Event 
ID # 

TGA  
AEFI/A
ESI Cat 

Age and 
Gender  

Incident details Recommendation 
for client from 
Committee 

Vaccination 
Program 
Implications 

  13  Diagnosis:   No Change  
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Imaging & Findings:  

  
 
Treatment:  

  
  

 
Medical History:   
 
GP contacted/notified:   
 
Classification:  

   27  Diagnosis:  
 
Date and time vaccinated: 30/11/2021 
 
Dose number: 2 
 
Details:  

 
 
Laboratory Results:  

 

 
  

 
Imaging & Findings:  

 
 

 
Treatment:  

 

 
 
Medical History:   
 
GP contacted/notified:  
 
Classification:   

 
 
 

 

No Change  
 
 
 
Change/Review 
rationale: 
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Table 7:  Events received following Vaxzevria (AstraZeneca) COVID-19 Vaccine: 

Event 
ID # 

TGA  
AEFI/A
ESI Cat 

Age and 
Gender  

Incident details Recommendation 
for client from 
Committee 

Vaccination 
Program 
Implications 

  74  Diagnosis: 
 

 
Date and time vaccinated: 23/07/2021 
 
Dose number:  2 
 
Details:  

 
 
 

 
 

 
 
 

 
 
Laboratory Results:  

 

 
Imaging & Findings:  

  
 

 
 

  
 

 
 

 
Treatment:  

 
 

  
 

 
Medical History:  

 

 
 

 

No Change  
 
 
 
Change/Review 
rationale: 
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GP contacted/notified:  
 
Classification:   

 

 

 

 

2. Summary of the TGA COVID-19 vaccine updates: 

Last data reported available on TGA website https://www.tga.gov.au/periodic/covid-19-vaccine-weekly-
safety-report  

TGA weekly report as at 9 December 2021: https://www.tga.gov.au/periodic/covid-19-vaccine-weekly-
safety-report-09-12-2021 

TGA weekly report as at 16 December 2021: https://www.tga.gov.au/periodic/covid-19-vaccine-weekly-
safety-report-16-12-2021 

TGA weekly report as at 23 December 2021: 
https://www.tga.gov.au/periodic/covid-19-vaccine-weekly-safety-report-23-12-2021 

3. Program Errors Summary COVID-19 Vaccination Program  

Background 
Immunisation errors (Program Errors) are an unwanted, but expected, outcome of any vaccination 
program. They may result from errors in vaccine preparation, handling, storage or administration.  

Program Errors can result in a cluster of events, defined by WHO as two or more cases of the same 
adverse event related in time, place or vaccine administered. These clusters are usually associated with 
a particular provider, health facility, and/or a vial of vaccine that has been inappropriately prepared or 
contaminated. Program Errors can also affect many vials and many people, for example, incorrect 
preparation of multidose vials can affect many people. 

They are preventable.  

Systems and Processes for Monitoring Program Errors 
The COVID Clinical Advisory Service (CAS) functions as a central point for receipt of reports of COVID 19 
vaccine program errors. 

As per the ‘Incident Escalation and Communication Process Flow – Clinical’ endorsed through the 
Vaccine Strategy Group (VSG) on 19 May 2021 (see Appendix 1); 

• Non-critical errors undergo weekly analysis by the CAS, with medical oversight, with 
documented feedback and recommendations to the provider and/or patients as required. A 
weekly summary of non-critical errors will be provided to the Clinical Advisory Group (CAG) as 
part of the Vaccine Safety Surveillance Report, with updates provided to the Vaccine Strategy 
Group as/if required by CAG. 
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expected or unexpected, and whether triggered by the vaccine or only coincidentally occurring after 
receipt of a vaccine.1  

Adverse event case definitions: 
Adverse reactions observed during clinical studies are listed below according to the following frequency 
categories:  

> Very common (≥ 1/10)  

> Common (≥ 1/100 to < 1/10)  

> Uncommon (≥ 1/1,000 to < 1/100)  

> Rare (≥ 1/10,000 to < 1/1,000)  

> Very rare (< 1/10,000) 

Therapeutic Goods Administration (TGA) definition of serious Adverse Events Following Immunisation 
(AEFI) and Adverse Events of Special Interest (AESI):  

Serious adverse event following immunisation (AEFI): 
Any AEFI that is serious as defined by the WHO Global manual on surveillance of adverse events 
following immunization: 

> results in death – requires rapid escalation. 

> is life-threatening 

> requires in-patient hospitalisation or prolongation of existing hospitalisation 

> results in persistent or significant disability/incapacity 

> is a congenital anomaly/birth defect, or 

> requires intervention to prevent one of the outcomes above. 

Adverse Events of Special Interest (AESI) – COVID-19 vaccines:  

Category 1: AESI related to COVID-19 vaccination in general 
> Generalised convulsion 

> Guillain-Barre Syndrome (GBS) 

> Acute disseminated encephalomyelitis (ADEM)  

> Anaphylaxis 

> Vasculitides (incl. single organ cutaneous vasculitis, Kawasaki Disease) 

> Encephalitis/encephalomyelitis/myelitis (*include transverse myelitis?) 

> Idiopathic peripheral facial nerve palsy (see also Category 2 below) 

> Thrombocytopenia 

> Enhanced disease following immunisation/VAED (also considered a Category 2 & 3 AESI) 

Category 2: AESI relevant to specific vaccine platforms for potential COVID-19 vaccines 
> Nil for the registered COVID-19 vaccines in Australia at this point in time 

Category 3: AESI related to COVID-19 disease 
> Enhanced disease following immunisation/VAED (also considered a Category 1 & 2 AESI) 

> Multisystem inflammatory syndrome  
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> Acute respiratory distress syndrome (ARDS)/vaccine-associated (VA)-ARDS 

> Acute cardiac injury (includes myocarditis, pericarditis, arrhythmias, heart failure, infarction) 

> Coagulation disorder 

> (includes coagulopathy, thrombosis, thromboembolism, internal/external bleed, stroke, 
disseminated intravascular coagulation) 

> Acute kidney injury 

> Acute liver injury 

Category 3: AESI related to COVID-19 disease  
> Anosmia, ageusia 

> Chilblain-like lesions 

> Single organ cutaneous vasculitis 

> Erythema multiforme 

> Subacute thyroiditis 

> Pancreatitis 

> Rhabdomyolysis  

Category 4: AESI related to TGA clinical evaluation  
> Pregnancy and birth outcomes 

 

 

Appendix 2: TGA published definitions AEFI Pfizer– Comirnaty (BNT162b2[mRNA]) COVID-19 Vaccine#  

AUSTRALIAN PRODUCT INFORMATION – COMIRNATY™ (tozinameran) COVID-19 

Revised PI 03/12/2021 
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Post-marketing experience Although the events listed in Table 3 were not observed in the clinical trials, they are 
considered adverse drug reactions for COMIRNATY as they were reported in the post-marketing experience. As 
these reactions were derived from spontaneous reports, the frequencies could not be determined and are thus 
considered as not known. 
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ATAGI clinical guidance on COVID-19 vaccine in Australia in 2021 
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Appendix 3: TGA published AEFI definitions COVID-19 Vaccine AstraZeneca 

(ChAdOx1-S)* 

 

AUSTRALIAN PRODUCT INFORMATION VAXZEVRIA® (previously COVID-19 Vaccine AstraZeneca) 

Revised PI 25/11/2021 
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ATAGI clinical guidance on COVID-19 vaccine in Australia in 2021 
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Appendix 4: TGA published AEFI definitions COVID-19 Vaccine Spikevax (Elasomeran) 

AUSTRALIAN PRODUCT INFORMATION – SPIKEVAX (ELASOMERAN) COVID-19 Vaccine 

Revised PI – 09/12/2021 
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ATAGI clinical guidance on COVID-19 vaccine in Australia in 2021 
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1. COVID-19 Vaccine Program Adverse Event Following Immunisation

Background 
The South Australian COVID-19 vaccination program commenced on 22 February 2021. 

As part of the safety monitoring for this program, a vaccine safety surveillance system for the South 
Australian COVID-19 Vaccination Program actively collects reports on Adverse Events Following 
Immunisation (AEFI) and Adverse Events of Special Interest (AESI).  

An adverse event following immunisation (AEFI) refers to any untoward medical occurrence that follows 
immunisation, whether expected or unexpected, and whether triggered by the vaccine or only 
coincidentally occurring after receipt of a vaccine. Appendices 1 to 4 of this report provide further details 
on (1) a list of Serious AEFI and AESI as highlighted by the TGA within the context of the COVID-19 
vaccination program, (2) frequency of AEFI associated with the Pfizer vaccine, (3) frequency of AEFI 
associated with the  Vaxzevria (Astra Zeneca) vaccine and (4) frequency of AEFI associated with the 
Moderna Spikevax vaccine (within the MedDra System Organ Class hierarchy).  

AEFI/AESI reports are received online via the South Australian Vaccine Safety Surveillance System 
(SAVSSS), by phone or infrequently via the DHW Safety Learning System (SLS). Each report received 
through SAVSSS is automatically uploaded to the TGA with any additional reports received through other 
mechanisms that meet the criteria for categorisation as a Serious AEFI or AESI also reported to the TGA 
by the Vaccine Safety Surveillance Team (VSST).  Reports that meet the definition of a Serious AEFI or are 
an identified AESI requiring further analysis i.e. Category 1 AESI (as defined in the Vaccine Safety 
Surveillance – Incident Management and Escalation Matrix) are analysed by the COVID-19 Vaccination 
Program Vaccine Surveillance Safety Team and reported to the COVID-19 Vaccine Safety Surveillance 
Committee (VSSC) for review immediately if/as required, otherwise they are reviewed on a weekly basis 
by the VSSC. 

Case Definitions 

The Brighton Collaboration provides Case Definitions for Category 1 AESI, as follows; 

• Interim Case Definition of Thrombosis with Thrombocytopenia Syndrome (TTS)
• Generalised convulsion
• Guillain-Barre Syndrome (GBS)
• Acute disseminated encephalomyelitis (ADEM)
• Anaphylaxis
• Encephalitis/encephalomyelitis/myelitis (*include transverse myelitis?)
• Idiopathic peripheral facial nerve palsy
• Thrombocytopenia
• Enhanced disease following immunisation/VAED

These Case Definitions inform analysis and classification of reports by the VSST. No Brighton Collaboration 
Case Definition is currently available for ‘Vasculitides (incl. single organ cutaneous vasculitis, Kawasaki 
Disease)’. 
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Summary of Vaccination Activity 

Vaccination recorded to the Australian Immunisation Register as at 11/01/2022* 
Total vaccines: 

1st    1,419,178 

2nd    1,350,669 

Boosters  278,534 

Total Doses/episodes: 3,048,381 

Vaxzevria:  

1st   427,008 

2nd   416,711 

Boosters  614 

Total Doses/episodes: 844,333 

Pfizer: 

1st     921,637 

2nd    876,191 

Boosters  241,537 

Total Doses/episodes: 2,039,365 

Pfizer Kids: 

1st    4,581 

2nd   1 

Moderna: 

1st    65,952 

2nd    57,766 

Boosters  36,383 

Total Doses/episodes: 160,101 

available data from Australian Immunisation Register report 
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Non-Critical Errors  
Nil new reports 

 

• Appendix 1: TGA listed AEFI and adverse events of special interest (AESI) for the Pfizer vaccine 
and AstraZeneca vaccines 

Vaccines, like any medication or natural therapy, can have side effects. An adverse event following 
immunisation (AEFI) refers to any untoward medical occurrence that follows immunisation, whether 
expected or unexpected, and whether triggered by the vaccine or only coincidentally occurring after 
receipt of a vaccine.1  

Adverse event case definitions: 
Adverse reactions observed during clinical studies are listed below according to the following frequency 
categories:  

> Very common (≥ 1/10)  

> Common (≥ 1/100 to < 1/10)  

> Uncommon (≥ 1/1,000 to < 1/100)  

> Rare (≥ 1/10,000 to < 1/1,000)  

> Very rare (< 1/10,000) 

Therapeutic Goods Administration (TGA) definition of serious Adverse Events Following Immunisation 
(AEFI) and Adverse Events of Special Interest (AESI):  

Serious adverse event following immunisation (AEFI): 
Any AEFI that is serious as defined by the WHO Global manual on surveillance of adverse events 
following immunization: 

> results in death – requires rapid escalation. 

> is life-threatening 

> requires in-patient hospitalisation or prolongation of existing hospitalisation 

> results in persistent or significant disability/incapacity 

> is a congenital anomaly/birth defect, or 

> requires intervention to prevent one of the outcomes above. 

Adverse Events of Special Interest (AESI) – COVID-19 vaccines:  

Category 1: AESI related to COVID-19 vaccination in general 
> Generalised convulsion 

> Guillain-Barre Syndrome (GBS) 

> Acute disseminated encephalomyelitis (ADEM)  

> Anaphylaxis 

> Vasculitides (incl. single organ cutaneous vasculitis, Kawasaki Disease) 

> Encephalitis/encephalomyelitis/myelitis (*include transverse myelitis?) 

> Idiopathic peripheral facial nerve palsy (see also Category 2 below) 

> Thrombocytopenia 
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> Enhanced disease following immunisation/VAED (also considered a Category 2 & 3 AESI) 

Category 2: AESI relevant to specific vaccine platforms for potential COVID-19 vaccines 
> Nil for the registered COVID-19 vaccines in Australia at this point in time 

Category 3: AESI related to COVID-19 disease 
> Enhanced disease following immunisation/VAED (also considered a Category 1 & 2 AESI) 

> Multisystem inflammatory syndrome  

> Acute respiratory distress syndrome (ARDS)/vaccine-associated (VA)-ARDS 

> Acute cardiac injury (includes myocarditis, pericarditis, arrhythmias, heart failure, infarction) 

> Coagulation disorder 

> (includes coagulopathy, thrombosis, thromboembolism, internal/external bleed, stroke, 
disseminated intravascular coagulation) 

> Acute kidney injury 

> Acute liver injury 

Category 3: AESI related to COVID-19 disease  
> Anosmia, ageusia 

> Chilblain-like lesions 

> Single organ cutaneous vasculitis 

> Erythema multiforme 

> Subacute thyroiditis 

> Pancreatitis 

> Rhabdomyolysis  

Category 4: AESI related to TGA clinical evaluation  
> Pregnancy and birth outcomes 

 

 

Appendix 2: TGA published definitions AEFI Pfizer– Comirnaty (BNT162b2[mRNA]) COVID-19 Vaccine#  

AUSTRALIAN PRODUCT INFORMATION – COMIRNATY™ (tozinameran) COVID-19 

Revised PI 03/12/2021 
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Post-marketing experience Although the events listed in Table 3 were not observed in the clinical trials, they are 
considered adverse drug reactions for COMIRNATY as they were reported in the post-marketing experience. As 
these reactions were derived from spontaneous reports, the frequencies could not be determined and are thus 
considered as not known. 
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Appendix 3: TGA published AEFI definitions COVID-19 Vaccine AstraZeneca 

(ChAdOx1-S)* 

 

AUSTRALIAN PRODUCT INFORMATION VAXZEVRIA® (previously COVID-19 Vaccine AstraZeneca) 

Revised PI 25/11/2021 
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Appendix 4: TGA published AEFI definitions COVID-19 Vaccine Spikevax (Elasomeran) 

AUSTRALIAN PRODUCT INFORMATION – SPIKEVAX (ELASOMERAN) COVID-19 Vaccine 

Revised PI – 09/12/2021 
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