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From: 22
To: ADR Reportg
Cc: 22
Subject: FW: [EXTERNAL]Fatal adverse event reports [SEC=0OFFICIAL]
Date: Friday, 14 January 2022 1:27:25 PM
Attachments: image003.png
Qutlook-zvOyonrt.png

Please upload to AEMS

From: Saefvic <enquiries@saefvic.org.au>

Sent: Friday, 14 January 2022 9:20 AM

To: TGA AEFI Reports <22 @health.gov.au>

Cc:22 ADR Reports
<ADR.Reports@health.gov.au>: 22

Subject: Re: [EXTERNAL]Fatal adverse event reports [SEC=OFFICIAL]

REMINDER: Think before you click! This email originated from outside our organisation. Only
click links or open attachments if you recognise the sender and know the content is safe.
Good morning, 22

Some of these are still being investigated as they are reports received via SMS survey data,
however I can confirm

AU-TGA-0000688525/V2112-060993- Is not deceased and the reaction was an ISR
AU-TGA-0000688523/V2112-060955- Is not deceased and the reaction was abdominal pain

Kind regards,

22
Immunisation Nurse

Surveillance of Adverse Events Following Vaccination in the Community
(SAEFVIC)

50 Flemington Road, Parkville, Victoria 3052 Australia
T: 1300 882 924 (option 1)

F: +61 3 9345 4163
E: enquiries@saefvic.org.au

W: hitps://saefvic.online/report
(2]

From: TGA AEFI Reports <22 @health gov.au>
Sent: Friday, 14 January 2022 8:57 AM

To: Saefvic <enguiries@saefvic.org.au>
Cc:22

ADR Reports <ADR.Reports@heglth . gov.au>
Subject: [EXTERNAL]Fatal adverse event reports [SEC=OFFICIAL]
CAUTION: External Email. Please be cautious with attachments and clicking links

Good morning,
| am emailing in regards to a group of fatal AEFIs that were reported to the TGA. These reports
were all received by the TGA on the 30/12/21, all describe the death of a young person who was
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administered Comirnaty COVID-19 vaccine on sequential dates 22 )

Given this unusual pattern, we were hoping you were able to provide us more information
regarding these reports and potentially whether these reports had a common source.

22

AU-TGA-0000688523/V2112-060955
AU-TGA-0000688525/v2112-060993
22

Any information regarding the above reports would be most appreciated.

Yours thankfully,
22

22

Medical Officer

Vaccines Epidemiological Rapid Assessment Section

Medicines Regulation Division | Therapeutic Goods Administration

Pharmacovigilance Branch

Australian Government Department of Health

22

E:22

PO Box 100, Woden ACT 2606

The Department of Health acknowledges the Traditional Custodians of Australia and their continued
connection to land, sea and community. We pay our respects to all Elders past and present.
Important: This transmission is intended only for the use of the addressee and may contain
confidential or legally privileged information. If you are not the intended recipient, you are notified that
any use or dissemination of this communication is strictly prohibited. If you receive this transmission
in error please notify the author immediately and delete all copies of this transmission.

This response is general information given to you without prejudice; it is not binding on the
TGA and you should get your own independent legal advice to ensure that all of the legislative
requirements are met.

"Important: This transmission is intended only for the use of the addressee and may contain

confidential or legally privileged information. If you are not the intended recipient, you are
notified that any use or dissemination of this communication is strictly prohibited. If you receive
this transmission in error please notify the author immediately and delete all copies of this
transmission."

This e-mail and any attachments to it (the "Communication™) are, unless otherwise stated, confidential, may contain copyright
material and is for the use only of the intended recipient. If you receive the Communication in error, please notify the sender
immediately by return e-mail, delete the Communication and the return e-mail, and do not read, copy, retransmit or otherwise
deal with it. Any views expressed in the Communication are those of the individual sender only, unless expressly stated to be
those of Murdoch Children’s Research Institute (MCRI) ABN 21 006 566 972 or any of its related entities. MCRI does not accept
liability in connection with the integrity of or errors in the Communication, computer virus, data corruption, interference or delay
arising from or in respect of the Communication.
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Document 2

From: 22

To: IGA AEFI Reports: West Australian Vaccine Safetv Surveillance System: 22.
Cc: ADR Reports

Subject: RE: Repeat RFI for AU-TGA-0000737775 [SEC=OFFICIAL]

Date: Tuesday, 14 June 2022 3:07:57 PM

Attachments: image002.png

REMINDER: Think before you click! This email originated from outside our
organisation. Only click links or open attachments if you recogmse the sender and know
the content is safe.

Hi,
The information that | have from our clinical management systems, confirmed by

webPAS is that this person is alive as at 14/06/2022 and has laboratory results against
their medical record collected yesterday, 13/06/2022.

If required we can also check the WA Death Registry.
Please advise if you would like this further investigation done.

Kind reaards

~rincipal Project Officer

Vaccine Safety | COVID-19 Vaccinations
m 22 (M-F) | P22
E 22

From: TGA AEFI Reports

Sent: Tuesday, 14 June 2022 12:55 PM

To: West Australian Vaccine Safety Surveillance System ; 22
Cc: ADR Reports

Subject: Repeat RFI for AU-TGA-0000737775 [SEC=OFFICIAL]

CAUTION External Communication: This email originated from
outside of the organisation. Do not click links or open
attachments unless you recognise the sender and know the
content is safe.

Dear WA COVID AEFI team,

RE: Death of patient initials 22

date of birth: 22

Therapeutic Goods Administration (TGA) Case Number: ADR AU-TGA-0000737775

| am emailing in regards to a fatal AEF| that was reported directly to the TGA on the
27/05/2022. This report describes a 74 yol Female who was administered Comirnaty
and Vaxzevria vaccines on and sadly died from CVA.
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We have received the following information on the 10/05/2022:” This patient does not
appear to be deceased (according to WebPas)”

It will be great assistance if you are able to confirm if this information is true?

Please do not hesitate to contact me on adr.reports@health.gov.au if you have any
questions.

Thank you for your assistance with this matter.
22

22

Nurse Coordinator

22

Vaccines Epidemiological Rapid Assessment Section

Medicines Regulation Division | Therapeutic Goods Administration
Pharmacovigilance Branch

Australian Government Department of Health

E:22

PO Box 100, Woden ACT 2606

The Department of Health acknowledges the Traditional Custodians of Australia and their continued
connection to land, sea and community. We pay our respects to all Elders past and present.

Important: This transmission is intended only for the use of the addressee and may contain
confidential or legally privileged information. If you are not the intended recipient, you are notified that
any use or dissemination of this communication is strictly prohibited. If you receive this transmission
in error please notify the author immediately and delete all copies of this transmission.

This response is general information given to you without prejudice; it is not binding on the
TGA and you should get your own independent legal advice to ensure that all of the legislative
requirements are met.

"Important: This transmission is intended only for the use of the addressee and may contain
confidential or legally privileged information. If you are not the intended recipient, you are notified that
any use or dissemination of this communication is strictly prohibited. If you receive this transmission
in error please notify the author immediately and delete all copies of this transmission."

DISCLAIMER: The information contained in this email message is confidential. If you are not
the intended recipient, any use, disclosure, copying or retention of this document is
unauthorised. If you have received this document in error, please delete and contact the
sender immediately.
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