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Fatal AEFI assessment team meeting 
Close out summary 
• MO-PB 
• MO-PB 
• 

• 

• 

• 

• 

PB 

PB 

PB 

Fatal AEFI report & Spikevax COVID-19 vaccine 

:a 
• Abdominal pain ; Cardiac arrest; Cardiogenic shock; Echocardiogram 

abnormal ; Fatigue ; Femoral artery embolism; Malaise ; Myocarditis; Nausea 
; Paraesthesia; Peripheral ischaemia ; Pyrexia ; Renal impairment; Spinal cord 
infarction; Troponin increased ; Ventricular dysfunction 

• This is the case that mentioned at the- on- and 
have held an . It will be extremely complex and will depend on 

rough in the coming days/weeks/months. At this 

Rereviewed on 
• exploring options re genetic testing with 

Regulatory or programmatic action for consideration by TGA or OHP? 

- notes received 
Communication with JIC and ACV? 

VSIG 
Any other follow-up actions required? 

Causality assessment outcome: 

WHO=U Awaiting-
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Adequate 
information 

available 

A. Consistent with causal 
association to immunization 

□ 

D 

D 

D 

Al. Vaccine l 
product-related reaction 

(As per published 
literature) 

A2. Vaccine quality 
defect-related reaction 

A3. Immunization 
error-related reaction 

A4. Immunization 
:J anxiety-related reaction 

(!$RR"') 

□ 

□ 

B .  Indeterminate 

81. •Temporal relationship 1 
is consistent but there is 

insufficient definitive 
evidence for vaccine 

causing event (may be 

. 
new vaccine-linked event) I 

82. Qualifying factors 1 
result in conflicting trends 

of consistency and 
inconsistency with causal 

association to 
immunization 

C. Inconsistent with causal 
association to immunization 

□ C. Coincidental 
Underlying or emerging 

condition(s). or 
condition(s) caused by 
exposure to something 

other than vaccine 

Adequate 
informs1tion 

not available 

• Unclassifiable 

Specify the additional 
information required for 
classification 

� ----------------- - ---

1 
·a1 : Potential signal and maybe considered for investigation 

.. Immunization stress related response 
�-----------------------------------------------------------------------------------------------------------------------------------------

• These documents represent a 'point in time' assessment of information available to the 

TGA on the date of assessment. They are subject to ongoing review as new 

information comes to light and do not represent a final conclusion or final decision. 

Even when the TGA does not have sufficient information to undertake a causality 

assessment at a particular point in time (WHO criteria = U or unassessablel 
unclassifiable), the TGA continues to code all reports with fatal outcome as ''possibly" 

linked to COVID-19 vaccination. These cases are included in analyses of adverse 

event data to identify and investigate signals that may not be apparent through review 

of individual cases. This is consistent with the approach recommended by the WHO 

and used by other major global regulators and vaccine safety monitoring programs. 
• The point-in-time causality decision included in these documents may be expressed in 

a variety of ways. In some documents, no decision has been made and the template 

text "causality" or text in square brackets remains. For other documents, WHO criteria 

is listed in the document and may be expressed as unassessablelunclassifiable (coded 

as "U'') and "unlikely". This explanation has been included due to some 
misunderstandings about these words. 

• The TGA released these documents to the FOi applicant but did not publish them in 

the disclosure log at the time given the sensitive nature of the documents. While 

personal information was redacted, it remains possible that a family member or of an 

individual may identify that the document relates to their family member. As such, a 

conservative approach to publishing the information in the disclosure log was taken, 

given the potential for causing distress to the family of the deceased. This approach 

was consistent with the TGA 's obligations under the FOi Act as there are exemptions 

from publishing documents released under the FOi Act in appropriate circumstances. 

However, given that these documents have now been widely circulated in the 
community, we have re-considered our initial decision to include these documents on 

the disclosure log. 
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