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COVID‐19	vaccine	adverse	events	of	special	interest	(AESI)	for	evaluation	(as	of	24	May	2021)	
 

This section describes the current active list of AESI for COVID-19 vaccines. It is a live document based primarily on the evolving Brighton Collaboration AESI list, 
the adopted TGA AESI list for different vaccine products and considers additional AESI under evaluation from both overseas and Australian sources.  

Background	
 

As of May 2020, the Brighton Collaboration with the Safety Platform for Emergency vACcines group (SPEAC) published a list of potential AESIs associated with 
COVID-19 vaccines (D20-3731994)(1). 

An addendum to the priority list dated August 2020 includes a collated AESI list for all CEPI vaccines currently under development, including COVID-19 vaccines 
(D20-3732003)(2). A quarterly update published 23 December 2020 includes 3 new AESI: subacute thyroiditis, pancreatitis and rhabdomyolysis (D21-
2001882)(3). An updated AESI list and completion status for selected case definitions has been published by Brighton Collaboration dated Jan 2021 (D21-
2197256)(4). 

A repository of resources including case definitions, companion guides and safety templates published by the Brighton Collaboration can be accessed here: 
https://docs.google.com/spreadsheets/d/1QgF35nYcsaFN3DZTOtV lP0TYqQzsDMUQBAd5M9brrM/edit#gid=1666959512  

 

Data	sources	
For the purposes of timely COVID-19 vaccine AESI identification, coding, escalation and investigation by VSS/AEMDS, the list below will be subject to ongoing 
review for addition of new and emerging AESIs based on the following sources: 

- Brighton Collaboration/SPEAC AESI list and published case definitions 
- ATAGI COVID-19 Working Group on safety – AESI List (D20-3829580) *For internal use only (confidential document) 
- Clinical Evaluation Unit 
- Risk Management Section 
- Pharmacovigilance Plan Activities – TGA 

o Data analytics 
o AEFI/AESI reporting and escalation 
o AESI discussion and advice from JIC, VSIG, ATAGI, NCIRS, ACV and others	
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Multiple sclerosis and other 
demyelinating disorders 

Y  Other acute 
demyelinating 
diseases listed 

 For further TGA 
discussion and advice 

Other peripheral and 
polyneuropathies 

Y    For further discussion 

Optic neuritis Y  ?Y – possibly, not 
clear  

 Falls along spectrum of 
demyelinating disorders 
(for further discussion) 

Autoimmune disease Not as a broad category, 
specific autoimmune 
entities listed 

List includes separate 
entities as listed 
AESI: GBS, ADEM, 
narcolepsy, acute 
aseptic arthritis, type 
1 diabetes (and 
broader), idiopathic 
thrombocytopenia 

Y  For further discussion – 
broad category 

Chronic fatigue syndrome (CFS) Y incl. myalgic 
encephalomyelitis (ME), 
Postviral fatigue 
syndrome (PVFS) 

  MHRA – “Have included 
CFS/POTS based on 
experiences with HPV 
vaccines and the 
similarity to cases of so-
called long COVID.” 

For ongoing TGA 
discussion and advice 

Fibromyalgia Y (Nov 2020, may have 
been updated since 
then) 

    

Post orthostatic tachycardia 
syndrome (POTS) 

Y (Nov 2020, may have 
been updated since 
then) 

    

Myasthenia gravis Y (Nov 2020, may have 
been updated since 
then) 

    

Non-anaphylactic allergic 
reactions 

N  Y  Routinely monitored by 
TGA, signal detection via 
DPAR/other sources 
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Appendix	1:	FDA/CDC	AESIs	to	be	monitored	for	awareness	but	not	abstracted(17)	

	

As of February 2021, FDA/CDC informed the TGA in confidence of their working list of AESI for monitoring (but not to be abstracted). This list is available in TRIM 
at: D21-2202182(18) 

References:	

1. Law B, Sturkenboom M. D2.3 Priority list of adverse events of special interest: COVID-19 https://brightoncollaboration.us/wp-
content/uploads/2020/06/SPEAC_D2.3_V2.0_COVID-19_20200525_public.pdf Safety Platform for Emergency vACcines; 25 May 2020. 
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Special interest 
identifier

Special interest 
type

Tradename Ingredient MedDRA Interest Reason

SI000001 MedDRA term Acute hepatic failure Critical adverse event
SI000002 MedDRA term Acute kidney injury Critical adverse event
SI000003 MedDRA term Acute myocardial infarction Critical adverse event
SI000004 MedDRA term Agranulocytosis Critical adverse event
SI000005 MedDRA term Anaphylactic reaction Critical adverse event
SI000006 MedDRA term Anuria Critical adverse event
SI000007 MedDRA term Aplastic anaemia Critical adverse event
SI000008 MedDRA term Blindness Critical adverse event
SI000009 MedDRA term Bone marrow failure Critical adverse event
SI000010 MedDRA term Cardiac arrest Critical adverse event
SI000011 MedDRA term Cardiac failure Critical adverse event
SI000012 MedDRA term Cardiomyopathy Critical adverse event
SI000013 MedDRA term Cataract Critical adverse event
SI000014 MedDRA term Cerebrovascular accident Critical adverse event
SI000015 MedDRA term Chronic hepatic failure Critical adverse event
SI000016 MedDRA term Completed suicide Critical adverse event
SI000017 MedDRA term Congenital anomaly Critical adverse event
SI000018 MedDRA term Death Critical adverse event
SI000019 MedDRA term Electrocardiogram QT prolonged Critical adverse event
SI000020 MedDRA term Encephalitis Critical adverse event
SI000021 MedDRA term Epilepsy Critical adverse event
SI000022 MedDRA term Glaucoma Critical adverse event
SI000023 MedDRA term Guillain-Barre syndrome Critical adverse event
SI000024 MedDRA term Haemolytic anaemia Critical adverse event
SI000025 MedDRA term Haemorrhage intracranial Critical adverse event
SI000026 MedDRA term Hepatic failure Critical adverse event
SI000027 MedDRA term Hyperkalaemia Critical adverse event
SI000028 MedDRA term Hyponatraemia Critical adverse event
SI000029 MedDRA term Intraocular pressure increased Critical adverse event
SI000030 MedDRA term Leukaemia Critical adverse event
SI000031 MedDRA term Liver transplant Critical adverse event
SI000032 MedDRA term Lymphoma Critical adverse event
SI000033 MedDRA term Malignant melanoma Critical adverse event
SI000034 MedDRA term Myocardial infarction Critical adverse event
SI000035 MedDRA term Neoplasm Critical adverse event
SI000036 MedDRA term Optic neuritis Critical adverse event
SI000037 MedDRA term Pancreatitis Critical adverse event
SI000038 MedDRA term Pancytopenia Critical adverse event
SI000039 MedDRA term Papilloedema Critical adverse event
SI000040 MedDRA term Paralysis Critical adverse event
SI000041 MedDRA term Pathological fracture Critical adverse event
SI000042 MedDRA term Progressive multifocal 

leukoencephalopathy
Critical adverse event

SI000043 MedDRA term Pulmonary fibrosis Critical adverse event
SI000044 MedDRA term Renal failure Critical adverse event
SI000045 MedDRA term Renal failure chronic Critical adverse event
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Special interest 
identifier

Special interest 
type

Tradename Ingredient MedDRA Interest Reason

SI000046 MedDRA term Respiratory failure Critical adverse event
SI000047 MedDRA term Seizure Critical adverse event
SI000048 MedDRA term Stevens-Johnson syndrome Critical adverse event
SI000049 MedDRA term Subacute hepatic failure Critical adverse event
SI000050 MedDRA term Suicidal ideation Critical adverse event
SI000051 MedDRA term Torsade de pointes Critical adverse event
SI000052 MedDRA term Toxic epidermal necrolysis Critical adverse event
SI000053 MedDRA term Ventricular arrhythmia Critical adverse event
SI000054 MedDRA term Ventricular tachyarrhythmia Critical adverse event
SI000342 MedDRA term Multisystem inflammatory 

syndrome
Critical adverse event

SI000343 MedDRA term Multisystem inflammatory 
syndrome in children

Critical adverse event

SI000344 MedDRA term Multisystem inflammatory 
syndrome in adults

Critical adverse event

SI000345 MedDRA term MIS-A Critical adverse event
SI000346 MedDRA term MIS-C Critical adverse event
SI000347 MedDRA term Paediatric inflammatory 

multisystem syndrome
Critical adverse event

SI000348 MedDRA term Paediatric multisystem 
inflammatory syndrome

Critical adverse event

SI000349 MedDRA term Pediatric inflammatory 
multisystem syndrome

Critical adverse event

SI000350 MedDRA term Pediatric multisystem 
inflammatory syndrome

Critical adverse event

SI000351 Tradename TN011710 COMIRNATY ORIGINAL/OMICRON BA.1 COVID-19 Vaccine - 
(tozinameran/riltozinameran) 

New chemical entity

SI000352 Tradename TN011319 COMIRNATY Original/Omicron BA (TNS) COVID-19 Vaccine - 
(tozinameran/not specified) 

New chemical entity

SI000353 Tradename TN011711 COMIRNATY ORIGINAL/OMICRON BA.4-5 COVID-19 Vaccine - 
(tozinameran/famtozinameran) 

New chemical entity

SI000354 Tradename TN011214 Spikevax Bivalent Original / Omicron COVID-19 vaccine - 
(elasomeran/imelasomeran) 

New chemical entity

SI000355 Tradename TN011724 SPIKEVAX BIVALENT ORIGINAL/OMICRON BA.4-5 COVID-19 
vaccine - (elasomeran/davesomeran) 

New chemical entity

SI000356 Tradename TN011725 SPIKEVAX BIVALENT (TNS) ORIGINAL/OMICRON COVID-19 
vaccine - (elasomeran/not specified) 

New chemical entity

SI000360 Active ingredient AI010705 riltozinameran New chemical entity
SI000361 Active ingredient AI010780 famtozinameran New chemical entity
SI000362 Active ingredient AI010565 imelasomeran New chemical entity
SI000363 Active ingredient AI010735 davesomeran New chemical entity
SI000364 Active ingredient AI011004 raxtozinameran New chemical entity
SI000365 Active ingredient AI010980 andusomeran New chemical entity
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