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Important information! The TGA uses adverse event reports to identify when a safety issue (//www.tga.gov.au/safety/daen-safety-
monitoring.htm) may be present.
e An adverse event report does not mean that the medicine is the cause (//www.tga.gov.au/safety/daen-about.htm#causality) of the
adverse event.
e If you are experiencing an adverse event, or think you may be experiencing one, please seek advice from a health professional
http://www.healthdirect.org.au as soon as possible.
e The TGA strongly advises people taking prescription medicines not to change their medication regime without prior consultation
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635322 01/10/2021 | - F e COVID-19
Vaccine
AstraZeneca
(ChAdOx1-S
(Viral vector))
- Suspected

635680 | 01/10/2021 | - - e COMIRNATY * Myocarditis (http://www.merriam-webster.com/medlineplus/Myocarditis)
CovID-19 e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
vaccine
(tozinameran)
- Suspected

635848 01/10/2021 | - F e COVID-19 [
Vaccine
AstraZeneca e Thrombosis (http://www.merriam-
(ChAdOx1-S webster.com/medlineplus/Thrombosis)
(Viral vector))
- Suspected

Source: https://apps.tga.gov.au/PROD/DAEN/daen-report.aspx Created 2021-11-04 at 20:29
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635856

01/10/2021

e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)

635860

01/10/2021

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)

635861

01/10/2021

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)

635868

01/10/2021

e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

635888

01/10/2021

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

635891

01/10/2021

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)

635902

01/10/2021

e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)

635905

01/10/2021

e Spikevax
COVID-19
vaccine
(Elasomeran
(mRNA)) -
Suspected

e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)

635907

01/10/2021

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

636462

03/10/2021

e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

637027

04/10/2021

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)

637063

04/10/2021

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
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637232 04/10/2021

=<

o COMIRNATY e Atrial (http:[[www merriam-webster. com[medlineplus[AtriaI) flutter
COVID-19

vaccine .
(tozinameran)
- Suspected

637264 04/10/2021

<
.

COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

637265 04/10/2021

]
-
[ ]

Spikevax .
COVID-19
vaccine
(Elasomeran
(mRNA)) -
Suspected

637266 04/10/2021

1
n
]

Spikevax o
COVID-19
vaccine
(Elasomeran
(mRNA)) -
Suspected

<
.

637280 04/10/2021 Spikevax °
COVID-19
vaccine
(Elasomeran
(mRNA)) -

Suspected

637789 05/10/2021

<
]

COVID-19 e Cardio-respiratory (http://www.merriam-

Vaccine webster.com/medlineplus/Cardio-respiratory) arrest
AstraZeneca (http://www.merriam-webster.com/medlineplus/arrest)
(ChAdOx1-S

(Viral vector))

- Suspected

637979 05/10/2021

1
n
[ ]

COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

637987 05/10/2021

<
.

COMIRNATY °
COVID-19
vaccine

(tozinameran) o
- Suspected

1
M
[ ]

COMIRNATY .
COVID-19
vaccine
(tozinameran)
- Suspected

638032 05/10/2021

638053 05/10/2021

1
-n
[ ]

COVID-19 . Decreased (http://www.merriam-webster. com[medImeplus[Decreased)
Vaccine : .

AstraZeneca
(ChAdOx1-S
(Viral vector))
- Suspected

Source: https://apps.tga.gov.au/PR EN/daen-report.aspx 11-04 at 20:29
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638130

05/10/2021

e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)

638131

05/10/2021

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)

638132

05/10/2021

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

o Myocarditis (http://www.merriam-webster.com/medlineplus/Myocarditis)

638152

05/10/2021

e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

638157

05/10/2021

e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

638162

05/10/2021

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

o Myocarditis (http://www.merriam-webster.com/medlineplus/Myocarditis)

638164

05/10/2021

e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

638171

05/10/2021

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

638191

05/10/2021

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

638194

05/10/2021

e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

638196

05/10/2021

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

638197

05/10/2021

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)

Created 2021-11-04 at 20:29
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Case Report Age Gender | Medicines MedDRA reaction terms
number | entry (yrs) reported as Click on a term below to search the MedlinePlus medical dictionary
date being taken (http://www.nlm.nih.gov/medlineplus/mplusdictionary.html).
638466 | 06/10/2021 | - M e COMIRNATY * Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19
vaccine
(tozinameran)
- Suspected
e Semaglutide
(NN9535)
(Semaglutide)
- Suspected
638467 | 06/10/2021 | - M e COMIRNATY e Chest (http://www.merriam-webster.com/medlineplus/Chest) pain
COVID-19 (http://www.merriam-webster.com/medlineplus/pain)
vaccine * Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
(tozinameran)
- Suspected
638548 | 06/10/2021 | - - e COMIRNATY e Exercise (http://www.merriam-webster.com/medlineplus/Exercise)
COVID-19 tolerance (http://www.merriam-webster.com/medlineplus/tolerance)
vaccine decreased (http://www.merriam-webster.com/medlineplus/decreased)
(tozinameran) e Lethargy (http://www.merriam-webster.com/medlineplus/Lethargy)
- Suspected * Myocarditis (http://www.merriam-webster.com/medlineplus/Myocarditis)
Pollakiuria (http://www.merriam-webster.com/medlineplus/Pollakiuria)
638602 | 06/10/2021 | - M ¢ COMIRNATY * Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19
vaccine
(tozinameran)
- Suspected
638698 | 06/10/2021 | - M e COMIRNATY * Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19
vaccine
(tozinameran)
- Suspected
638718 | 06/10/2021 | - M ¢ COMIRNATY ¢ Cardiomyopathy_(http://www.merriam-
CovID-19 webster.com/medlineplus/Cardiomyopathy)
vaccine
(tozinameran)
- Suspected
638764 | 06/10/2021 | - M ® Spikevax * Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19
vaccine
(Elasomeran
(MRNA)) -
Suspected
638782 | 06/10/2021 | - M ¢ COMIRNATY ¢ Diarrhoea (http://www.merriam-webster.com/medlineplus/Diarrhoga)
COVID-19 o www
vaccine . -
(tozinameran) (http: [{www merriam-webster. com[medllneplus(sne[ reactlon
- Suspected
638785 | 06/10/2021 | - F e COMIRNATY o
COVID-19
vaccine
(tozinameran)
- Suspected
638823 | 06/10/2021 | - F e COVID-19 o
Vaccine
AstraZeneca
(ChAdOx1-S
(Viral vector))
- Suspected

Source: https://apps.tga.gov.au/PROD/DAEN/daen-report.aspx Created 2021-11-04 at 20:29
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Case Report Age Gender | Medicines MedDRA reaction terms

number | entry (yrs) reported as Click on a term below to search the MedlinePlus medical dictionary
date being taken (http://www.nlm.nih.gov/medlineplus/mplusdictionary.html).

638961 | 06/10/2021 e COMIRNATY * Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19
vaccine
(tozinameran)

- Suspected

639558 07/10/2021

1
n
[ ]

COMIRNATY e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19

vaccine
(tozinameran)
- Suspected

639565 07/10/2021

<
]

COMIRNATY * Myocarditis (http://www.merriam-webster.com/medlineplus/Myocarditis)
COVID-19

vaccine
(tozinameran)
- Suspected

639566 07/10/2021

1
n
]

COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

639568 07/10/2021

1
n
[ ]

COVID-19 .
Vaccine
AstraZeneca
(ChAdOx1-S
(Viral vector))
- Suspected

639578 07/10/2021

<
]

COMIRNATY (] ChiIIs (http'//www merriam-webster. com/medlineplus/ChiIIs)
COVID-19
vaccine
(tozinameran)
- Suspected

639579 07/10/2021

1
n
[ ]

COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

<
.

639585 07/10/2021 COMIRNATY
COVID-19 °
vaccine

(tozinameran)

- Suspected

639783 08/10/2021

1
-n
[ ]

COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

640130 08/10/2021

<
]

COMIRNATY o
COVID-19
vaccine
(tozinameran)
- Suspected

Source: https://apps.tga.gov.au/PROD/DAEN/daen-report.aspx Created 2021-11-04 at 20:29
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Case Report Age Gender | Medicines MedDRA reaction terms
number | entry (yrs) reported as Click on a term below to search the MedlinePlus medical dictionary
date being taken (http://www.nlm.nih.gov/medlineplus/mplusdictionary.html).
640190 | 08/10/2021 | - M e COMIRNATY * Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19
vaccine
(tozinameran)
- Suspected
640210 | 08/10/2021 | - M e COMIRNATY * Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19
vaccine
(tozinameran)
- Suspected
640212 | 08/10/2021 | - F e COMIRNATY * Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19
vaccine
(tozinameran)
- Suspected
641480 | 11/10/2021 | - F e COMIRNATY ¢ Chest (http://www.merriam-webster.com/medlineplus/Chest)
COVID-19 dlscomfort (http://www.merriam-webster.com/medlineplus/discomfort)
vaccine . : .
(tozinameran) w@@m
- Suspected * Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
641509 | 11/10/2021 | - F e COMIRNATY * Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19
vaccine
(tozinameran)
- Suspected
641531 | 11/10/2021 | - M e COMIRNATY * Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19
vaccine
(tozinameran)
- Suspected
641548 11/10/2021 | - F o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected
641549 11/10/2021 | - F o COMIRNATY .
COVID-19 °
vaccine .
(tozinameran) o
- Suspected
641554 11/10/2021 | - M o COMIRNATY .
COVID-19
vaccine
(tozinameran)
- Suspected
641567 | 11/10/2021 | - F e COMIRNATY * Pericardial (http://www.merriam-webster.com/medlineplus/Pericardial)
COVID-19 effusion (http://www.merriam-webster.com/medlineplus/effusion)
vaccine * Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
(tozinameran)
- Suspected
641569 | 11/10/2021 | - F e COMIRNATY * Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19
vaccine
(tozinameran)
- Suspected
641756 | 12/10/2021 | - F e COMIRNATY e Headache (http://www.merriam-webster.com/medlineplus/Headache)
COVID-19 Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
vaccine
(tozinameran)
- Suspected

Created 2021-11-04 at 20:29

Source: https://apps.tga.gov.au/PROD/DAEN/daen-report.aspx
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Case
number

Report
entry
date

Age
(yrs)

Gender

Medicines
reported as
being taken

MedDRA reaction terms

Click on a term below to search the MedlinePlus medical dictionary
(http://www.nlm.nih.gov/medlineplus/mplusdictionary.html).

642081

12/10/2021

e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

642105

12/10/2021

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

642140

12/10/2021

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)

642144

12/10/2021

e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)

642160

12/10/2021

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

642161

12/10/2021

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)

642163

12/10/2021

e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)

642164

12/10/2021

e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

642169

12/10/2021

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

642173

12/10/2021

e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

642174

12/10/2021

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

642175

Source: https://apps.tga.gov.au/PROD/DAEN/daen-report.aspx

12/10/2021

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

Created 2021-11-04 at 20:29
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Case Report Age Gender | Medicines MedDRA reaction terms

number | entry (yrs) reported as Click on a term below to search the MedlinePlus medical dictionary
date being taken (http://www.nlm.nih.gov/medlineplus/mplusdictionary.html).

642186 12/10/2021

=<

® Spikevax e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19

vaccine
(Elasomeran
(mRNA)) -
Suspected

642690 13/10/2021

<
]

COMIRNATY e Chest (http://www.merriam-webster.com/medlineplus/Chest)
COVID-19
vaccine J
(tozinameran)
- Suspected

642691 13/10/2021 | - - o COMIRNATY °
COVID-19
vaccine
(tozinameran)
- Suspected

643301 13/10/2021 | - F e Spikevax . Ventrlcular (http://www.merriam-webster.com/medlineplus/Ventricular)
COVID-19 :

vaccine
(Elasomeran
(mRNA)) -
Suspected

643324 | 13/10/2021 | - F e COMIRNATY * Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19

vaccine
(tozinameran)
- Suspected

643383 | 13/10/2021 | - M e COMIRNATY * Myalgia (http://www.merriam-webster.com/medlineplus/Myalgia)
COVID-19 * Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
vaccine

(tozinameran)

- Suspected

643394 | 13/10/2021 | - M e COMIRNATY e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19

vaccine
(tozinameran)
- Suspected

643398 | 13/10/2021 | - F e COMIRNATY * Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19

vaccine
(tozinameran)
- Suspected

643402 | 13/10/2021 | - M e COMIRNATY * Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19

vaccine
(tozinameran)
- Suspected

643631 14/10/2021 | - F o COMIRNATY e Anaphylactic (http://www.merriam-
COVID-19
vaccine

(tozinameran) o
- Suspected

Source: https://apps.tga.gov.au/PROD/DAEN/daen-report.aspx Created 2021-11-04 at 20:29
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Case Report Age Gender | Medicines MedDRA reaction terms

number | entry (yrs) reported as Click on a term below to search the MedlinePlus medical dictionary
date being taken (http://www.nlm.nih.gov/medlineplus/mplusdictionary.html).

643983 | 14/10/2021 | - M e COMIRNATY e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19

vaccine
(tozinameran)
- Suspected

644129 14/10/2021 | - F e COVID-19 .
Vaccine
AstraZeneca
(ChAdOx1-S
(Viral vector))
- Suspected

644134 | 14/10/2021 | - M e COMIRNATY * Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19

vaccine
(tozinameran)
- Suspected

644135 14/10/2021 | - F e COMIRNATY o
COVID-19
vaccine
(tozinameran)
- Suspected

644136 | 14/10/2021 | - M e COMIRNATY * Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19

vaccine
(tozinameran)
- Suspected

644137 | 14/10/2021 | - M e COMIRNATY * Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19

vaccine
(tozinameran)
- Suspected

644512 15/10/2021 | - F e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

Dizziness (http://www.merriam-webster. com[medImeplus[szmess)

644554 15/10/2021 | - F o COMIRNATY .
COVID-19
vaccine
(tozinameran)
- Suspected

644718 | 15/10/2021 | - F e COVID-19 * Myocarditis (http://www.merriam-webster.com/medlineplus/Myocarditis)
Vaccine

AstraZeneca

(ChAdOx1-S
(Viral vector))
- Suspected

644764 15/10/2021 | - F o COMIRNATY e Headache (http://www.merriam-webster.com/medlineplus/Headache)
COVID-19 . :

vaccine
(tozinameran)
- Suspected

644786 15/10/2021 | - M e Spikevax
COVID-19
vaccine
(Elasomeran
(mRNA)) -
Suspected

Source: https://apps.tga.gov.au/PROD/DAEN/daen-report.aspx Created 2021-11-04 at 20:29
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Case Report Age Gender | Medicines MedDRA reaction terms

number | entry (yrs) reported as Click on a term below to search the MedlinePlus medical dictionary
date being taken (http://www.nlm.nih.gov/medlineplus/mplusdictionary.html).

644794 | 15/10/2021 | - F e COMIRNATY e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19

vaccine
(tozinameran)
- Suspected

644832 | 15/10/2021 | - M e COMIRNATY * Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19

vaccine
(tozinameran)
- Suspected

644865 | 15/10/2021 | - M e COMIRNATY * Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19

vaccine
(tozinameran)
- Suspected

644923 15/10/2021 | - F o COMIRNATY . Abdomlnal (http: [[www merriam-webster. com[medImeglus[AbdommaI1
COVID-19 : i

vaccine
(tozinameran)
- Suspected
e Panadol °
(paracetamol)
- Not .
suspected

646188 18/10/2021 | - M e Spikevax .
COVID-19
vaccine .
(Elasomeran
(mRNA)) -
Suspected

646191 18/10/2021 | - M o COMIRNATY .
COVID-19
vaccine
(tozinameran)
- Suspected

646192 | 18/10/2021 | - M e COMIRNATY e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19

vaccine
(tozinameran)
- Suspected

646200 | 18/10/2021 | - M ¢ COMIRNATY e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19

vaccine
(tozinameran)
- Suspected

646202 18/10/2021 | - M o COMIRNATY o Dizziness (http://www.merriam-webster.com/medlineplus/Dizziness)
COVID-19
vaccine
(tozinameran)
- Suspected

646204 18/10/2021 | - F e Spikevax .
COVID-19
vaccine
(Elasomeran
(mRNA)) -
Suspected

Source: https://apps.tga.gov.au/PROD/DAEN/daen-report.aspx Created 2021-11-04 at 20:29
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Click on a term below to search the MedlinePlus medical dictionary
(http://www.nlm.nih.gov/medlineplus/mplusdictionary.html).

646225

18/10/2021

e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)

646511

19/10/2021

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)

646514

19/10/2021

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

e Myocarditis (http://www.merriam-webster.com/medlineplus/Myocarditis)

646932

19/10/2021

e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)

646951

19/10/2021

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

646962

19/10/2021

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

646965

19/10/2021

e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)

646966

19/10/2021

e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)

646967

19/10/2021

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)

646969

19/10/2021

e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)

646970

19/10/2021

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

646973

19/10/2021

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)

Created 2021-11-04 at 20:29
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Case Report Age Gender | Medicines MedDRA reaction terms

number | entry (yrs) reported as Click on a term below to search the MedlinePlus medical dictionary
date being taken (http://www.nlm.nih.gov/medlineplus/mplusdictionary.html).

646974 19/10/2021 | - M e COVID-19 e Atrial (http://www.merriam-webster.com/medlineplus/Atrial) fibrillation
Vaccine

AstraZeneca e F
(ChAdOx1-S
(Viral vector)) o
- Suspected

646977 19/10/2021 | - F o COMIRNATY .
COVID-19
vaccine
(tozinameran)
- Suspected

646981 19/10/2021 | - F o COMIRNATY °
COVID-19
vaccine
(tozinameran)
- Suspected

646982 | 19/10/2021 | - F e COMIRNATY e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19

vaccine
(tozinameran)
- Suspected

646986 19/10/2021 | - M e COVID-19 . Bundle (http://www.merriam-webster.com/medlineplus/Bundle) branch
Vaccine (TNS)
(Covib-19
Vaccine (Type ) : .
not specified)) o DIZZIneSS (httg [[www merriam-webster.com/medlineplus/Dizziness)
- Suspected )

646989 19/10/2021 | - M o COMIRNATY .
COVID-19
vaccine
(tozinameran)
- Suspected

647231 | 20/10/2021 | - F e COMIRNATY e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19

vaccine
(tozinameran)
- Suspected

647494 | 20/10/2021 | - M ¢ COMIRNATY * Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19

vaccine
(tozinameran)
- Suspected

647506 | 20/10/2021 | - M e COMIRNATY * Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19

vaccine
(tozinameran)
- Suspected

Source: https://apps.tga.gov.au/PROD/DAEN/daen-report.aspx Created 2021-11-04 at 20:29
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http://www.merriam-webster.com/medlineplus/Fluid
http://www.merriam-webster.com/medlineplus/Pericardial
http://www.merriam-webster.com/medlineplus/effusion
http://www.merriam-webster.com/medlineplus/Pericarditis
http://www.merriam-webster.com/medlineplus/Hypotension
http://www.merriam-webster.com/medlineplus/Myocarditis
http://www.merriam-webster.com/medlineplus/Supraventricular
http://www.merriam-webster.com/medlineplus/tachycardia
http://www.merriam-webster.com/medlineplus/Pericarditis
http://www.merriam-webster.com/medlineplus/Pericarditis
http://www.merriam-webster.com/medlineplus/Bundle
http://www.merriam-webster.com/medlineplus/Cough
http://www.merriam-webster.com/medlineplus/Dizziness
http://www.merriam-webster.com/medlineplus/Eosinophilia
http://www.merriam-webster.com/medlineplus/Lethargy
http://www.merriam-webster.com/medlineplus/Myocarditis
http://www.merriam-webster.com/medlineplus/Pericardial
http://www.merriam-webster.com/medlineplus/effusion
http://www.merriam-webster.com/medlineplus/Pericarditis
http://www.merriam-webster.com/medlineplus/Pleural
http://www.merriam-webster.com/medlineplus/Tachycardia
http://www.merriam-webster.com/medlineplus/Troponin
http://www.merriam-webster.com/medlineplus/increased
http://www.merriam-webster.com/medlineplus/Wheezing
http://www.merriam-webster.com/medlineplus/Myocarditis
http://www.merriam-webster.com/medlineplus/Pericarditis
http://www.merriam-webster.com/medlineplus/Pericarditis
http://www.merriam-webster.com/medlineplus/Pericarditis
https://apps.tga.gov.au/PROD/DAEN/daen-report.aspx

Case
number

Report
entry
date

Age
(yrs)

Gender

Medicines
reported as
being taken

MedDRA reaction terms

Click on a term below to search the MedlinePlus medical dictionary
(http://www.nlm.nih.gov/medlineplus/mplusdictionary.html).

647569

20/10/2021

e COVID-19
Vaccine
AstraZeneca
(ChAdOx1-S
(Viral vector))
- Suspected

e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)

e Pneumonia (http://www.merriam-webster.com/medlineplus/Pneumonia)

647580

20/10/2021

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)

647591

20/10/2021

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

o Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)

647594

20/10/2021

e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

647596

20/10/2021

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)

647625

20/10/2021

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

e | ymphadenopathy (http://www.merriam-

647627

20/10/2021

e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

647629

20/10/2021

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

647630

20/10/2021

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

647631

20/10/2021

e Spikevax
COVID-19
vaccine
(Elasomeran
(mRNA)) -
Suspected

e Headache (http://www.merriam-webster.com/medlineplus/Headache)

647632

20/10/2021

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
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647901

21/10/2021

e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

e Cardiac (http://www.merriam-webster.com/medlineplus/Cardiac) flutter

647991

21/10/2021

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

648042

21/10/2021

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

e Myocarditis (http://www.merriam-webster.com/medlineplus/Myocarditis)

648159

21/10/2021

e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

648297

21/10/2021

e COVID-19
Vaccine
AstraZeneca
(ChAdOx1-S
(Viral vector))
- Suspected

648314

21/10/2021

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)

648321

21/10/2021

e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)

648326

21/10/2021

e COVID-19
Vaccine
AstraZeneca
(ChAdOx1-S
(Viral vector))
- Suspected

648344

Source: https://apps.tga.gov.au/PR EN/daen-report.aspx

21/10/2021

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected
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Case Report Age Gender | Medicines MedDRA reaction terms

number | entry (yrs) reported as Click on a term below to search the MedlinePlus medical dictionary
date being taken (http://www.nlm.nih.gov/medlineplus/mplusdictionary.html).

648362 21/10/2021

1
n
[ ]

COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

648376 21/10/2021

<
.

COMIRNATY e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19

vaccine
(tozinameran)
- Suspected

640387 08/10/2021 | 12 M o COMIRNATY o Myocarditis (http://www.merriam-webster.com/medlineplus/Myocarditis)

COVID-19 e Troponin (http://www.merriam-webster.com/medlineplus/Troponin)

vaccine increased (http://www.merriam-webster.com/medlineplus/increased)
(tozinameran)
- Suspected

640646 | 09/10/2021 | 12 F e COMIRNATY e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19

vaccine
(tozinameran)
- Suspected

641584 11/10/2021 | 12 M e Spikevax .
COVID-19
vaccine

(Elasomeran °
(mRNA)) -
Suspected

642162 12/10/2021 | 12 M o COMIRNATY °
COVID-19
vaccine
(tozinameran)
- Suspected

642516 13/10/2021 | 12 M e COMIRNATY .
COVID-19
vaccine
(tozinameran)
- Suspected

644143 14/10/2021 | 12 M o COMIRNATY .
COVID-19
vaccine J
(tozinameran)
- Suspected

646226 18/10/2021 | 12 M o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

Source: https://apps.tga.gov.au/PROD/DAEN/daen-report.aspx Created 2021-11-04 at 20:29
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number | entry (yrs) reported as Click on a term below to search the MedlinePlus medical dictionary
date being taken (http://www.nlm.nih.gov/medlineplus/mplusdictionary.html).

646924 19/10/2021 | 12 M o COMIRNATY . Perlcardltls (http://www.merriam-webster. com[medI|neplus[Per|card|t|51
COVID-19 .

vaccine
(tozinameran)
- Suspected

637260 04/10/2021 | 13 M e Spikevax .
COVID-19
vaccine
(Elasomeran
(mRNA)) -
Suspected

639083 07/10/2021 | 13 M o COMIRNATY °
COVID-19
vaccine
(tozinameran)
- Suspected

641593 | 11/10/2021 | 13 M e COMIRNATY e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19

vaccine
(tozinameran)
- Suspected

641971 12/10/2021 | 13 F o COMIRNATY e Atrioventricular (http://www.merriam-

COVID-19 webster.com/medlineplus/Atrioventricular) block (http://www.merriam-
vaccine webster. com[medllneglus(block) first (http://www.merriam-
(tozinameran) :

- Suspected

646400 19/10/2021 | 13 M o COMIRNATY
COVID-19
vaccine
(tozinameran) o
- Suspected

646802 19/10/2021 | 13 F e COMIRNATY .
COVID-19
vaccine [
(tozinameran)
- Suspected o

647023 19/10/2021 | 13 M o COMIRNATY .
COVID-19
vaccine J
(tozinameran)
- Suspected

Source: https://apps.tga.gov.au/PR EN/daen-report.aspx 11-04 at 20:29
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http://www.merriam-webster.com/medlineplus/Atrioventricular
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http://www.merriam-webster.com/medlineplus/first
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647053

19/10/2021

13

e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

L] Perlcardltls (http://www.merriam-webster. com[medImeplus[Perlcardms)

647407

20/10/2021

13

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

648394

21/10/2021

13

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

636203

02/10/2021

14

e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

637172

04/10/2021

14

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

641392

11/10/2021

14

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

e Blood (http://www.merriam-webster.com/medlineplus/Blood) creatine

641526

11/10/2021

14

e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

643065

13/10/2021

14

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

644010

14/10/2021

14

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

o Dizziness (http://www.merriam-webster.com/medlineplus/Dizziness)

646733

19/10/2021

14

e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

647365

20/10/2021

14

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected
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Case Report Age Gender | Medicines MedDRA reaction terms

number | entry (yrs) reported as Click on a term below to search the MedlinePlus medical dictionary
date being taken (http://www.nlm.nih.gov/medlineplus/mplusdictionary.html).

636696 04/10/2021 | 15 M o COMIRNATY . Perlcardltls (http://www.merriam-webster. com[medImeplus[Perlcardms)
COVID-19 ) :

vaccine
(tozinameran)
- Suspected

636763 04/10/2021 | 15 M o COMIRNATY .
COVID-19
vaccine J
(tozinameran)
- Suspected

639061 07/10/2021 | 15 M o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

639492 07/10/2021 | 15 F e COMIRNATY .
COVID-19
vaccine
(tozinameran)
- Suspected

642761 13/10/2021 | 15 M o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

644703 | 15/10/2021 | 15 M e COMIRNATY * Myocarditis (http://www.merriam-webster.com/medlineplus/Myocarditis)
COVID-19

vaccine
(tozinameran)
- Suspected

644755 | 15/10/2021 | 15 M e COMIRNATY e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19

vaccine
(tozinameran)
- Suspected

644784 | 15/10/2021 | 15 M o COMIRNATY * Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19

vaccine
(tozinameran)
- Suspected

644840 15/10/2021 | 15 M o COMIRNATY .
COVID-19
vaccine
(tozinameran)
- Suspected

645527 18/10/2021 | 15 F e COMIRNATY .
COVID-19
vaccine
(tozinameran)
- Suspected

Source: https://apps.tga.gov.au/PROD/DAEN/daen-report.aspx Created 2021-11-04 at 20:29
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http://www.merriam-webster.com/medlineplus/Troponin
http://www.merriam-webster.com/medlineplus/increased
http://www.merriam-webster.com/medlineplus/Chest
http://www.merriam-webster.com/medlineplus/Pericarditis
http://www.merriam-webster.com/medlineplus/Myocarditis
http://www.merriam-webster.com/medlineplus/Troponin
http://www.merriam-webster.com/medlineplus/increased
http://www.merriam-webster.com/medlineplus/Pericarditis
http://www.merriam-webster.com/medlineplus/Myocarditis
http://www.merriam-webster.com/medlineplus/Troponin
http://www.merriam-webster.com/medlineplus/increased
http://www.merriam-webster.com/medlineplus/Myocarditis
http://www.merriam-webster.com/medlineplus/Pericarditis
http://www.merriam-webster.com/medlineplus/Pericarditis
http://www.merriam-webster.com/medlineplus/Myocarditis
http://www.merriam-webster.com/medlineplus/Chest
http://www.merriam-webster.com/medlineplus/Dyspnoea
http://www.merriam-webster.com/medlineplus/Injection
http://www.merriam-webster.com/medlineplus/reaction
http://www.merriam-webster.com/medlineplus/Lymphadenopathy
http://www.merriam-webster.com/medlineplus/Tachycardia
https://apps.tga.gov.au/PROD/DAEN/daen-report.aspx

Case Report Age Gender | Medicines MedDRA reaction terms

number | entry (yrs) reported as Click on a term below to search the MedlinePlus medical dictionary
date being taken (http://www.nlm.nih.gov/medlineplus/mplusdictionary.html).

645606 18/10/2021 | 15 F o COMIRNATY o Chest (http://www.merriam-webster.com/medlineplus/Chest)

COVID-19 discomfort (http://www.merriam-webster om[medlmeglus[dlscomfort)
vaccine .

(tozinameran)
- Suspected

645657 18/10/2021 | 15 M o COMIRNATY
COVID-19
vaccine
(tozinameran) °
- Suspected

645804 18/10/2021 | 15 M o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

646997 19/10/2021 | 15 F e COMIRNATY .
COVID-19
vaccine

(tozinameran) o
- Suspected

647408 20/10/2021 | 15 M o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

647811 21/10/2021 | 15 M o COMIRNATY
COVID-19
vaccine
(tozinameran) o
- Suspected

648000 21/10/2021 | 15 M e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

635432 01/10/2021 | 16 M o COMIRNATY
COVID-19
vaccine
(tozinameran) { _h_t_t_ /[ WWW.mer r'_a_rn-_w_e_tzst_et-,c_qrn /medlineplus/increased)
- Suspected

636719 | 04/10/2021 | 16 M e COMIRNATY * Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19

vaccine
(tozinameran)
- Suspected

Source: https://apps.tga.gov.au/PR EN/daen-report.aspx 11-04 at 20:29



http://www.merriam-webster.com/medlineplus/Chest
http://www.merriam-webster.com/medlineplus/discomfort
http://www.merriam-webster.com/medlineplus/Dyspnoea
http://www.merriam-webster.com/medlineplus/Palpitations
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http://www.merriam-webster.com/medlineplus/Oropharyngeal
http://www.merriam-webster.com/medlineplus/pain
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http://www.merriam-webster.com/medlineplus/increased
http://www.merriam-webster.com/medlineplus/Myalgia
http://www.merriam-webster.com/medlineplus/Myocarditis
http://www.merriam-webster.com/medlineplus/Nausea
http://www.merriam-webster.com/medlineplus/Oropharyngeal
http://www.merriam-webster.com/medlineplus/pain
http://www.merriam-webster.com/medlineplus/Pyrexia
http://www.merriam-webster.com/medlineplus/Troponin
http://www.merriam-webster.com/medlineplus/increased
http://www.merriam-webster.com/medlineplus/Electrocardiogram
http://www.merriam-webster.com/medlineplus/abnormal
http://www.merriam-webster.com/medlineplus/Pericarditis
http://www.merriam-webster.com/medlineplus/Myocarditis
http://www.merriam-webster.com/medlineplus/Troponin
http://www.merriam-webster.com/medlineplus/increased
http://www.merriam-webster.com/medlineplus/Myocarditis
http://www.merriam-webster.com/medlineplus/Palpitations
http://www.merriam-webster.com/medlineplus/Paraesthesia
http://www.merriam-webster.com/medlineplus/Troponin
http://www.merriam-webster.com/medlineplus/increased
http://www.merriam-webster.com/medlineplus/Myocarditis
http://www.merriam-webster.com/medlineplus/Troponin
http://www.merriam-webster.com/medlineplus/increased
http://www.merriam-webster.com/medlineplus/Myocarditis
http://www.merriam-webster.com/medlineplus/Troponin
http://www.merriam-webster.com/medlineplus/increased
http://www.merriam-webster.com/medlineplus/Pericarditis
https://apps.tga.gov.au/PROD/DAEN/daen-report.aspx

Case
number

Report
entry
date

Age
(yrs)

Gender

Medicines
reported as
being taken

MedDRA reaction terms

Click on a term below to search the MedlinePlus medical dictionary
(http://www.nlm.nih.gov/medlineplus/mplusdictionary.html).

636770

04/10/2021

16

e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

e Fibrin (http://www.merriam-webster.com/medlineplus/Fibrin) D

637291

04/10/2021

16

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

639596

07/10/2021

16

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

e Myocarditis (http://www.merriam-webster.com/medlineplus/Myocarditis)

641131

11/10/2021

16

e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

641691

11/10/2021

16

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

641719

12/10/2021

16

e Spikevax
COVID-19
vaccine
(Elasomeran
(mRNA)) -
Suspected

e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)

641980

12/10/2021

16

e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

642244

12/10/2021

16

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

(] Pericardial 1httg'waw.merriam-webster.com[medlinegluszPericardial1

www.merriam-webster.com/medlineplus/Pericarditis

644131

14/10/2021

16

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

644141

14/10/2021

16

e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

645768

18/10/2021

16

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

Created 2021-11-04 at 20:29

Source: https://apps.tga.gov.au/PROD/DAEN/daen-report.aspx
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http://www.merriam-webster.com/medlineplus/Troponin
http://www.merriam-webster.com/medlineplus/increased
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http://www.merriam-webster.com/medlineplus/increased
http://www.merriam-webster.com/medlineplus/Malaise
http://www.merriam-webster.com/medlineplus/Myocarditis
http://www.merriam-webster.com/medlineplus/Myocarditis
http://www.merriam-webster.com/medlineplus/Pericarditis
http://www.merriam-webster.com/medlineplus/Pyrexia
http://www.merriam-webster.com/medlineplus/Myocarditis
http://www.merriam-webster.com/medlineplus/Pericardial
http://www.merriam-webster.com/medlineplus/effusion
http://www.merriam-webster.com/medlineplus/Pericarditis
http://www.merriam-webster.com/medlineplus/Chest
http://www.merriam-webster.com/medlineplus/Pericarditis
http://www.merriam-webster.com/medlineplus/Troponin
http://www.merriam-webster.com/medlineplus/increased
http://www.merriam-webster.com/medlineplus/Chest
http://www.merriam-webster.com/medlineplus/Myocarditis
http://www.merriam-webster.com/medlineplus/Troponin
http://www.merriam-webster.com/medlineplus/increased
http://www.merriam-webster.com/medlineplus/Myocarditis
http://www.merriam-webster.com/medlineplus/Troponin
http://www.merriam-webster.com/medlineplus/increased
https://apps.tga.gov.au/PROD/DAEN/daen-report.aspx

Case
number

Report
entry
date

Age
(yrs)

Gender

Medicines
reported as
being taken

MedDRA reaction terms

Click on a term below to search the MedlinePlus medical dictionary
(http://www.nlm.nih.gov/medlineplus/mplusdictionary.html).

645937

18/10/2021

16

e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)

646228

18/10/2021

16

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

e Malaise (http://www.merriam-webster. com[medllneglus[Malalse)

646828

19/10/2021

16

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

648013

21/10/2021

16

e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

648070

21/10/2021

16

e Spikevax
COVID-19
vaccine
(Elasomeran
(mRNA)) -
Suspected

(] Diarrhoea (httg'waw merriam-webster. com[medlinegluszDiarrhoea1

636766

04/10/2021

17

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

636776

04/10/2021

17

e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

636899

04/10/2021

17

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

637292

04/10/2021

17

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

637704

05/10/2021

17

e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

638811

06/10/2021

17

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

Created 2021-11-04 at 20:29

Source: https://apps.tga.gov.au/PROD/DAEN/daen-report.aspx



http://www.merriam-webster.com/medlineplus/Pericarditis
http://www.merriam-webster.com/medlineplus/Malaise
http://www.merriam-webster.com/medlineplus/Myocarditis
http://www.merriam-webster.com/medlineplus/Vomiting
http://www.merriam-webster.com/medlineplus/Pericarditis
http://www.merriam-webster.com/medlineplus/Myocarditis
http://www.merriam-webster.com/medlineplus/Diarrhoea
http://www.merriam-webster.com/medlineplus/Pericarditis
http://www.merriam-webster.com/medlineplus/Troponin
http://www.merriam-webster.com/medlineplus/increased
http://www.merriam-webster.com/medlineplus/Arthralgia
http://www.merriam-webster.com/medlineplus/Back
http://www.merriam-webster.com/medlineplus/Electrocardiogram
http://www.merriam-webster.com/medlineplus/ST
http://www.merriam-webster.com/medlineplus/segment
http://www.merriam-webster.com/medlineplus/elevation
http://www.merriam-webster.com/medlineplus/Headache
http://www.merriam-webster.com/medlineplus/Pericarditis
http://www.merriam-webster.com/medlineplus/Myocarditis
http://www.merriam-webster.com/medlineplus/Troponin
http://www.merriam-webster.com/medlineplus/increased
http://www.merriam-webster.com/medlineplus/Myocarditis
http://www.merriam-webster.com/medlineplus/Troponin
http://www.merriam-webster.com/medlineplus/increased
http://www.merriam-webster.com/medlineplus/Pericarditis
http://www.merriam-webster.com/medlineplus/Myocarditis
http://www.merriam-webster.com/medlineplus/Myocarditis
http://www.merriam-webster.com/medlineplus/Troponin
http://www.merriam-webster.com/medlineplus/increased
https://apps.tga.gov.au/PROD/DAEN/daen-report.aspx

Case Report Age Gender | Medicines MedDRA reaction terms
number | entry (yrs) reported as Click on a term below to search the MedlinePlus medical dictionary
date being taken (http://www.nlm.nih.gov/medlineplus/mplusdictionary.html).

638814 | 06/10/2021 | 17 M e COMIRNATY e Chest (http://www.merriam-webster.com/medlineplus/Chest) pain
COvID-19 (http://www.merriam-webster.com/medlineplus/pain)
vaccine Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
(tozinameran)
- Suspected

638972 | 06/10/2021 | 17 F COMIRNATY _(_LL%;L;).CH@_SL_btt__'__w_wwm@r_r_i?_m:wgbﬁt?_r__69_m__r115e_<!'_i0_e__l_qs__@b_e_s_t_. pain
COVID-19 htt www.merriam-webster.com/medlineplus/pain
vaccine
(tozinameran) wmw
- Suspected

640874 | 10/10/2021 | 17 M COMIRNATY Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19
vaccine
(tozinameran)
- Suspected

641358 | 11/10/2021 | 17 M COMIRNATY Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19
vaccine
(tozinameran)
- Suspected

641571 11/10/2021 | 17 M COMIRNATY . Headache (httg //www.merriam-webster. com[medllneglus[Headache1
COVID-19
vaccine
(tozinameran)
- Suspected

641572 | 11/10/2021 | 17 F COMIRNATY Myocarditis (http://www.merriam-webster.com/medlineplus/Myocarditis)
COVID-19 Troponin (http://www.merriam-webster.com/medlineplus/Troponin)
vaccine increased (http://www.merriam-webster.com/medlineplus/increased)
(tozinameran)
- Suspected

641964 | 12/10/2021 | 17 M COMIRNATY Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19
vaccine
(tozinameran)
- Suspected

642000 12/10/2021 | 17 M COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

642738 | 13/10/2021 | 17 F COMIRNATY Chest (http://www.merriam-webster.com/medlineplus/Chest) pain
COVID-19 (http://www.merriam-webster.com/medlineplus/pain)
vaccine Dyspnoea (http://www.merriam-webster.com/medlineplus/Dyspnoea)
(tozinameran) Myocarditis (http://www.merriam-webster.com/medlineplus/Myocarditis)
- Suspected Troponin (http://www.merriam-webster.com/medlineplus/Troponin)

increased (http://www.merriam-webster.com/medlineplus/increased)

645794 | 18/10/2021 | 17 F COMIRNATY Bradycardia (http://www.merriam-
COVID-19 webster.com/medlineplus/Bradycardia)
vaccine
(tozinameran)
- Suspected

646650 19/10/2021 | 17 M COMIRNATY : . i . i
COVID-19 iti : . i . i iti
vaccine i : . i . i i
(tozinameran) increased (http://www.merriam-webster.com/medlineplus/increased)
- Suspected

647626 | 20/10/2021 | 17 M COMIRNATY Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19
vaccine
(tozinameran)
- Suspected

Created 2021-11-04 at 20:29

Source: https://apps.tga.gov.au/PROD/DAEN/daen-report.aspx



http://www.merriam-webster.com/medlineplus/Chest
http://www.merriam-webster.com/medlineplus/Pericarditis
http://www.merriam-webster.com/medlineplus/Chest
http://www.merriam-webster.com/medlineplus/Tachycardia
http://www.merriam-webster.com/medlineplus/Pericarditis
http://www.merriam-webster.com/medlineplus/Pericarditis
http://www.merriam-webster.com/medlineplus/Headache
http://www.merriam-webster.com/medlineplus/Myalgia
http://www.merriam-webster.com/medlineplus/Pericarditis
http://www.merriam-webster.com/medlineplus/Myocarditis
http://www.merriam-webster.com/medlineplus/Troponin
http://www.merriam-webster.com/medlineplus/increased
http://www.merriam-webster.com/medlineplus/Pericarditis
http://www.merriam-webster.com/medlineplus/Myocarditis
http://www.merriam-webster.com/medlineplus/Chest
http://www.merriam-webster.com/medlineplus/Dyspnoea
http://www.merriam-webster.com/medlineplus/Myocarditis
http://www.merriam-webster.com/medlineplus/Troponin
http://www.merriam-webster.com/medlineplus/increased
http://www.merriam-webster.com/medlineplus/Bradycardia
http://www.merriam-webster.com/medlineplus/Dyspnoea
http://www.merriam-webster.com/medlineplus/Myocarditis
http://www.merriam-webster.com/medlineplus/Troponin
http://www.merriam-webster.com/medlineplus/increased
http://www.merriam-webster.com/medlineplus/Pericarditis
https://apps.tga.gov.au/PROD/DAEN/daen-report.aspx

Case Report Age Gender | Medicines MedDRA reaction terms

number | entry (yrs) reported as Click on a term below to search the MedlinePlus medical dictionary
date being taken (http://www.nlm.nih.gov/medlineplus/mplusdictionary.html).

636707 | 04/10/2021 | 18 M ¢ COMIRNATY * Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19

vaccine
(tozinameran)
- Suspected

636992 04/10/2021 | 18 M o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

637218 04/10/2021 | 18 M o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

637943 05/10/2021 | 18 F e COMIRNATY
COVID-19
vaccine
(tozinameran) o
- Suspected

638763 06/10/2021 | 18 M o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

640138 08/10/2021 | 18 M o COMIRNATY .
COVID-19
vaccine
(tozinameran)
- Suspected

641493 11/10/2021 | 18 M e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected o

641562 11/10/2021 | 18 F o COMIRNATY .
COVID-19
vaccine
(tozinameran)
- Suspected

641743 | 12/10/2021 | 18 M e COMIRNATY * Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19

vaccine
(tozinameran)
- Suspected

642614 13/10/2021 | 18 F e COMIRNATY .
COVID-19
vaccine
(tozinameran)
- Suspected

Source: https://apps.tga.gov.au/PROD/DAEN/daen-report.aspx Created 2021-11-04 at 20:29
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(yrs)
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being taken

MedDRA reaction terms

Click on a term below to search the MedlinePlus medical dictionary
(http://www.nlm.nih.gov/medlineplus/mplusdictionary.html).

644386

15/10/2021

18

e Spikevax
COVID-19
vaccine
(Elasomeran
(mRNA)) -
Suspected

644476

15/10/2021

18

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

646215

18/10/2021

18

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)

646256

18/10/2021

18

e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

e Fibrin (http://www.merriam-webster.com/medlineplus/Fibrin) D

646926

19/10/2021

18

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

647154

20/10/2021

18

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

636045

02/10/2021

19

e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

636541

03/10/2021

19

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

636720

04/10/2021

19

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

o Myocarditis (http://www.merriam-webster.com/medlineplus/Myocarditis)

637771

Source: https://apps.tga.gov.au/PROD/DAEN/daen-report.aspx

05/10/2021

19

Case

e COMIRN mber

COVID-[LS
vaccine
(tozinameran)
- Suspected
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http://www.merriam-webster.com/medlineplus/Myocarditis
http://www.merriam-webster.com/medlineplus/Myocarditis
http://www.merriam-webster.com/medlineplus/Troponin
http://www.merriam-webster.com/medlineplus/increased
http://www.merriam-webster.com/medlineplus/Pericarditis
http://www.merriam-webster.com/medlineplus/Myocarditis
http://www.merriam-webster.com/medlineplus/C-reactive
http://www.merriam-webster.com/medlineplus/protein
http://www.merriam-webster.com/medlineplus/increased
http://www.merriam-webster.com/medlineplus/Pericarditis
http://www.merriam-webster.com/medlineplus/Troponin
http://www.merriam-webster.com/medlineplus/increased
https://apps.tga.gov.au/PROD/DAEN/daen-report.aspx

Case Report Age Gender | Medicines MedDRA reaction terms

number | entry (yrs) reported as Click on a term below to search the MedlinePlus medical dictionary
date being taken (http://www.nlm.nih.gov/medlineplus/mplusdictionary.html).

637859 05/10/2021 | 19 M e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

638170 05/10/2021 | 19 M o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

640013 08/10/2021 | 19 M o COMIRNATY e Myalgia (http://www.merriam-webster.com/medlineplus/Myalgia)
COVID-19
vaccine
(tozinameran)
- Suspected

640423 09/10/2021 | 19 F e COMIRNATY o
COVID-19
vaccine
(tozinameran)
- Suspected °

642235 12/10/2021 | 19 M o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

642784 13/10/2021 | 19 M o COMIRNATY .
COVID-19
vaccine
(tozinameran)
- Suspected

644124 14/10/2021 | 19 M e Spikevax .
COVID-19
vaccine
(Elasomeran
(mRNA)) -
Suspected

644363 | 15/10/2021 | 19 M e COMIRNATY * Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19

vaccine
(tozinameran)
- Suspected

645189 16/10/2021 | 19 M o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

646940 19/10/2021 | 19 M e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

Source: https://apps.tga.gov.au/PROD/DAEN/daen-report.aspx Created 2021-11-04 at 20:29


http://www.merriam-webster.com/medlineplus/Electrocardiogram
http://www.merriam-webster.com/medlineplus/ST
http://www.merriam-webster.com/medlineplus/segment
http://www.merriam-webster.com/medlineplus/elevation
http://www.merriam-webster.com/medlineplus/Malaise
http://www.merriam-webster.com/medlineplus/Myalgia
http://www.merriam-webster.com/medlineplus/Pericarditis
http://www.merriam-webster.com/medlineplus/Pericarditis
http://www.merriam-webster.com/medlineplus/Myalgia
http://www.merriam-webster.com/medlineplus/Myocarditis
http://www.merriam-webster.com/medlineplus/Pyrexia
http://www.merriam-webster.com/medlineplus/Pain
http://www.merriam-webster.com/medlineplus/extremity
http://www.merriam-webster.com/medlineplus/Pericarditis
http://www.merriam-webster.com/medlineplus/Troponin
http://www.merriam-webster.com/medlineplus/increased
http://www.merriam-webster.com/medlineplus/Arthralgia
http://www.merriam-webster.com/medlineplus/Fatigue
http://www.merriam-webster.com/medlineplus/Headache
http://www.merriam-webster.com/medlineplus/Injection
http://www.merriam-webster.com/medlineplus/reaction
http://www.merriam-webster.com/medlineplus/Myalgia
http://www.merriam-webster.com/medlineplus/Pericarditis
http://www.merriam-webster.com/medlineplus/Pericarditis
http://www.merriam-webster.com/medlineplus/Myocarditis
http://www.merriam-webster.com/medlineplus/Pericarditis
http://www.merriam-webster.com/medlineplus/Myocarditis
http://www.merriam-webster.com/medlineplus/Troponin
http://www.merriam-webster.com/medlineplus/increased
http://www.merriam-webster.com/medlineplus/Myocarditis
http://www.merriam-webster.com/medlineplus/Troponin
http://www.merriam-webster.com/medlineplus/increased
https://apps.tga.gov.au/PROD/DAEN/daen-report.aspx

Case Report Age Gender | Medicines MedDRA reaction terms

number | entry (yrs) reported as Click on a term below to search the MedlinePlus medical dictionary
date being taken (http://www.nlm.nih.gov/medlineplus/mplusdictionary.html).

648329 | 21/10/2021 | 19 M ¢ COMIRNATY * Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19

vaccine
(tozinameran)
- Suspected

635477 01/10/2021 | 20 F o COMIRNATY .
COVID-19
vaccine
(tozinameran)
- Suspected

636530 03/10/2021 | 20 M o COMIRNATY e Supraventricular (http://www.merriam-

COVID-19 webster.com/medlineplus/Supraventricular) tachycardia
vaccine (http://www.merriam-webster.com/medlineplus/tachycardia)
(tozinameran)

- Suspected

637268 04/10/2021 | 20 M e Spikevax
COVID-19
vaccine
(Elasomeran
(mRNA)) -
Suspected

638578 06/10/2021 | 20 M e Spikevax .
COVID-19 (http: [[www merriam-webster. com[medlmeglus(swe[ reaction

vaccine http://www.merriam-webster.com/medlineplus/reaction

(Elasomeran . E@ri@@r.d_i_ti_s___ht_t__:___v_vwv_v_-_rv_e_r_ri@m:!v_e_b§§@_r-_c_9m_m@sﬂ_"_rz@_JL_J§_P9_r_i99_r9_i§i_s_.
(MRNA)) -
Suspected

639002 | 06/10/2021 | 20 M e COMIRNATY * Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19

vaccine
(tozinameran)
- Suspected

639779 08/10/2021 | 20 M e Spikevax e Fibrin (http //www.merriam-webster. com[medlmeglus[Flbrln) D

COVID-19 http://www.merr

vaccine (http://www.merriam-webster.com/medlineplus/dimer) Increased
(Elasomeran http://www. merriam webster.com/medlineplus/increased
(mRNA)) - o

Suspected

640967 10/10/2021 | 20 F o COMIRNATY .
COVID-19
vaccine
(tozinameran)
- Suspected

e Tradename not
specified
(methotrexate)
- Not
suspected

641042 | 11/10/2021 | 20 M e COMIRNATY e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19

vaccine
(tozinameran)
- Suspected

642179 12/10/2021 | 20 M o COMIRNATY e Chills (httg //www.merriam-webster. com[medlmeglus[ChnIs)
COVID-19 :

vaccine
(tozinameran)
- Suspected

Source: https://apps.tga.gov.au/PROD/DAEN/daen-report.aspx Created 2021-11-04 at 20:29


http://www.merriam-webster.com/medlineplus/Pericarditis
http://www.merriam-webster.com/medlineplus/Myocarditis
http://www.merriam-webster.com/medlineplus/Supraventricular
http://www.merriam-webster.com/medlineplus/tachycardia
http://www.merriam-webster.com/medlineplus/Myocarditis
http://www.merriam-webster.com/medlineplus/Troponin
http://www.merriam-webster.com/medlineplus/increased
http://www.merriam-webster.com/medlineplus/Injection
http://www.merriam-webster.com/medlineplus/reaction
http://www.merriam-webster.com/medlineplus/Pericarditis
http://www.merriam-webster.com/medlineplus/Pericarditis
http://www.merriam-webster.com/medlineplus/Fibrin
http://www.merriam-webster.com/medlineplus/dimer
http://www.merriam-webster.com/medlineplus/increased
http://www.merriam-webster.com/medlineplus/Hypertension
http://www.merriam-webster.com/medlineplus/Pericarditis
http://www.merriam-webster.com/medlineplus/Thrombosis
http://www.merriam-webster.com/medlineplus/Tachycardia
http://www.merriam-webster.com/medlineplus/Pericarditis
http://www.merriam-webster.com/medlineplus/Chills
http://www.merriam-webster.com/medlineplus/Myocarditis
http://www.merriam-webster.com/medlineplus/Troponin
http://www.merriam-webster.com/medlineplus/increased
https://apps.tga.gov.au/PROD/DAEN/daen-report.aspx

Case Report Age Gender | Medicines MedDRA reaction terms

number | entry (yrs) reported as Click on a term below to search the MedlinePlus medical dictionary
date being taken (http://www.nlm.nih.gov/medlineplus/mplusdictionary.html).

642501 13/10/2021 | 20 F e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

642928 13/10/2021 | 20 M o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected .

643843 14/10/2021 | 20 F o COMIRNATY o
COVID-19
vaccine .
(tozinameran)
- Suspected

645811 18/10/2021 | 20 M e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

646818 19/10/2021 | 20 M o COMIRNATY .
COVID-19
vaccine
(tozinameran)
- Suspected

647615 | 20/10/2021 | 20 M e COMIRNATY * Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19

vaccine
(tozinameran)
- Suspected

648204 21/10/2021 | 20 F o COMIRNATY e Pericardial (http://www.merriam-webster.com/medlineplus/Pericardial)

COVID-19 effusion (http://www.merriam-webster.com/medlineplus/effusion)
vaccine * Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
(tozinameran)

- Suspected

635240 01/10/2021 | 21 F o COMIRNATY °
COVID-19
vaccine .
(tozinameran)
- Suspected

636699 04/10/2021 | 21 M o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

639023 07/10/2021 | 21 M e COMIRNATY o
COVID-19
vaccine
(tozinameran)
- Suspected

Source: https://apps.tga.gov.au/PR EN/daen-report.aspx 11-04 at 20:29



http://www.merriam-webster.com/medlineplus/Myocarditis
http://www.merriam-webster.com/medlineplus/Myocarditis
http://www.merriam-webster.com/medlineplus/Pericarditis
http://www.merriam-webster.com/medlineplus/Troponin
http://www.merriam-webster.com/medlineplus/increased
http://www.merriam-webster.com/medlineplus/Ventricular
http://www.merriam-webster.com/medlineplus/tachycardia
http://www.merriam-webster.com/medlineplus/Pericardial
http://www.merriam-webster.com/medlineplus/effusion
http://www.merriam-webster.com/medlineplus/Pericarditis
http://www.merriam-webster.com/medlineplus/Dizziness
http://www.merriam-webster.com/medlineplus/Myocarditis
http://www.merriam-webster.com/medlineplus/Nausea
http://www.merriam-webster.com/medlineplus/Pyrexia
http://www.merriam-webster.com/medlineplus/Troponin
http://www.merriam-webster.com/medlineplus/increased
http://www.merriam-webster.com/medlineplus/Myocarditis
http://www.merriam-webster.com/medlineplus/Pericarditis
http://www.merriam-webster.com/medlineplus/Pericardial
http://www.merriam-webster.com/medlineplus/effusion
http://www.merriam-webster.com/medlineplus/Pericarditis
http://www.merriam-webster.com/medlineplus/Chest
http://www.merriam-webster.com/medlineplus/Pericarditis
http://www.merriam-webster.com/medlineplus/Chest
http://www.merriam-webster.com/medlineplus/Dizziness
http://www.merriam-webster.com/medlineplus/Dyspnoea
http://www.merriam-webster.com/medlineplus/Headache
http://www.merriam-webster.com/medlineplus/Myocarditis
http://www.merriam-webster.com/medlineplus/Electrocardiogram
http://www.merriam-webster.com/medlineplus/ST
http://www.merriam-webster.com/medlineplus/segment
http://www.merriam-webster.com/medlineplus/elevation
http://www.merriam-webster.com/medlineplus/Fibrin
http://www.merriam-webster.com/medlineplus/dimer
http://www.merriam-webster.com/medlineplus/increased
http://www.merriam-webster.com/medlineplus/Pericarditis
https://apps.tga.gov.au/PROD/DAEN/daen-report.aspx

Case
number

Report
entry
date

Age
(yrs)

Gender

Medicines
reported as
being taken

MedDRA reaction terms

Click on a term below to search the MedlinePlus medical dictionary
(http://www.nlm.nih.gov/medlineplus/mplusdictionary.html).

641319

11/10/2021

21

e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)

641339

11/10/2021

21

e Spikevax
COVID-19
vaccine
(Elasomeran
(mRNA)) -
Suspected

e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)

642052

12/10/2021

21

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

e Dizziness (http://www.merriam-webster. com(medI|neQIus[D|zzmessl

642165

12/10/2021

21

e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

642182

12/10/2021

21

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

642878

13/10/2021

21

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

o Myocarditis (http://www.merriam-webster.com/medlineplus/Myocarditis)

644646

15/10/2021

21

e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

644687

15/10/2021

21

e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

644771

15/10/2021

21

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

644843

Source: https://apps.tga.gov.au/PROD/DAEN/daen-report.aspx

15/10/2021

21

e Spikevax
COVID-19
vaccine
(Elasomeran
(mRNA)) -
Suspected

Created 2021-11-04 at 20:29



http://www.merriam-webster.com/medlineplus/Pericarditis
http://www.merriam-webster.com/medlineplus/Pericarditis
http://www.merriam-webster.com/medlineplus/Dizziness
http://www.merriam-webster.com/medlineplus/Dyspnoea
http://www.merriam-webster.com/medlineplus/Gastrooesophageal
http://www.merriam-webster.com/medlineplus/reflux
http://www.merriam-webster.com/medlineplus/disease
http://www.merriam-webster.com/medlineplus/Palpitations
http://www.merriam-webster.com/medlineplus/Pericardial
http://www.merriam-webster.com/medlineplus/effusion
http://www.merriam-webster.com/medlineplus/Myocarditis
http://www.merriam-webster.com/medlineplus/Troponin
http://www.merriam-webster.com/medlineplus/increased
http://www.merriam-webster.com/medlineplus/Pericarditis
http://www.merriam-webster.com/medlineplus/Myocarditis
http://www.merriam-webster.com/medlineplus/Troponin
http://www.merriam-webster.com/medlineplus/increased
http://www.merriam-webster.com/medlineplus/Pericarditis
http://www.merriam-webster.com/medlineplus/Myocarditis
http://www.merriam-webster.com/medlineplus/Troponin
http://www.merriam-webster.com/medlineplus/increased
http://www.merriam-webster.com/medlineplus/Myocarditis
http://www.merriam-webster.com/medlineplus/Postural
http://www.merriam-webster.com/medlineplus/orthostatic
http://www.merriam-webster.com/medlineplus/tachycardia
http://www.merriam-webster.com/medlineplus/syndrome
http://www.merriam-webster.com/medlineplus/Pericarditis
https://apps.tga.gov.au/PROD/DAEN/daen-report.aspx

Case
number

Report
entry
date

Age
(yrs)

Gender

Medicines
reported as
being taken

MedDRA reaction terms

Click on a term below to search the MedlinePlus medical dictionary
(http://www.nlm.nih.gov/medlineplus/mplusdictionary.html).

646438

19/10/2021

21

e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

e Fibrin (http://www.merriam-webster.com/medlineplus/Fibrin) D

647633

20/10/2021

21

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

635883

01/10/2021

22

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

o Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)

637276

04/10/2021

22

e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)

637857

05/10/2021

22

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)

639285

07/10/2021

22

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)

639361

07/10/2021

22

e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)

640183

08/10/2021

22

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

e Tradename not
specified
(clozapine) -
Suspected

642167

12/10/2021

22

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

e Chills (httg //Www.merriam-webster. com[medllnegluszchllls)

Created 2021-11-04 at 20:29

Source: https://apps.tga.gov.au/PROD/DAEN/daen-report.aspx
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http://www.merriam-webster.com/medlineplus/Pericarditis
http://www.merriam-webster.com/medlineplus/Pericarditis
http://www.merriam-webster.com/medlineplus/Pericarditis
http://www.merriam-webster.com/medlineplus/Myocarditis
http://www.merriam-webster.com/medlineplus/Pyrexia
http://www.merriam-webster.com/medlineplus/Troponin
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Case
number

Report
entry
date

Age
(yrs)

Gender

Medicines
reported as
being taken

MedDRA reaction terms

Click on a term below to search the MedlinePlus medical dictionary
(http://www.nlm.nih.gov/medlineplus/mplusdictionary.html).

643283

13/10/2021

22

e Spikevax
COVID-19
vaccine
(Elasomeran
(mRNA)) -
Suspected

644499

15/10/2021

22

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

646136

18/10/2021

22

e COVID-19
Vaccine
AstraZeneca
(ChAdOx1-S
(Viral vector))
- Suspected

Chills (http://www.merriam-webster.com/medlineplus/Chills)

646430

19/10/2021

22

e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

646434

19/10/2021

22

e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

647554

20/10/2021

22

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

636362

02/10/2021

23

e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

636744

04/10/2021

23

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

637275

04/10/2021

23

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)

640412

09/10/2021

23

e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

Created 2021-11-04 at 20:29

Source: https://apps.tga.gov.au/PROD/DAEN/daen-report.aspx
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Case Report Age Gender | Medicines MedDRA reaction terms

number | entry (yrs) reported as Click on a term below to search the MedlinePlus medical dictionary
date being taken (http://www.nlm.nih.gov/medlineplus/mplusdictionary.html).

641647 | 11/10/2021 | 23 M ® Spikevax e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19

vaccine
(Elasomeran
(mRNA)) -
Suspected

642959 | 13/10/2021 | 23 M e COMIRNATY * Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19

vaccine
(tozinameran)
- Suspected

643656 | 14/10/2021 | 23 F e COMIRNATY * Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19

vaccine
(tozinameran)
- Suspected

643888 14/10/2021 | 23 M o COMIRNATY . Perlcardltls (http://www.merriam-webster. com[medI|neQIus[Per|card|t|51
COVID-19 . :

vaccine
(tozinameran)
- Suspected

645274 17/10/2021 | 23 M o COMIRNATY
COVID-19
vaccine

(tozinameran) webster comzmedllneglus[Dehydratlon)
- Suspected

646231 18/10/2021 | 23 M o COMIRNATY .
COVID-19
vaccine
(tozinameran)
- Suspected

647105 19/10/2021 | 23 - e COMIRNATY e Tachycardia (http://www.merriam-

COVID-19 webster.com/medlineplus/Tachycardia)
vaccine

(tozinameran)
- Suspected

647771 20/10/2021 | 23 M o COMIRNATY °
COVID-19
vaccine
(tozinameran)
- Suspected

635245 01/10/2021 | 24 M o COMIRNATY °
COVID-19
vaccine
(tozinameran)
- Suspected

Source: https://apps.tga.gov.au/PROD/DAEN/daen-report.aspx Created 2021-11-04 at 20:29



http://www.merriam-webster.com/medlineplus/Pericarditis
http://www.merriam-webster.com/medlineplus/Pericarditis
http://www.merriam-webster.com/medlineplus/Pericarditis
http://www.merriam-webster.com/medlineplus/Pericarditis
http://www.merriam-webster.com/medlineplus/Troponin
http://www.merriam-webster.com/medlineplus/increased
http://www.merriam-webster.com/medlineplus/Anxiety
http://www.merriam-webster.com/medlineplus/Chills
http://www.merriam-webster.com/medlineplus/Dehydration
http://www.merriam-webster.com/medlineplus/Pain
http://www.merriam-webster.com/medlineplus/Postural
http://www.merriam-webster.com/medlineplus/orthostatic
http://www.merriam-webster.com/medlineplus/tachycardia
http://www.merriam-webster.com/medlineplus/syndrome
http://www.merriam-webster.com/medlineplus/Tremor
http://www.merriam-webster.com/medlineplus/Pericarditis
http://www.merriam-webster.com/medlineplus/Tachycardia
http://www.merriam-webster.com/medlineplus/Abdominal
http://www.merriam-webster.com/medlineplus/pain
http://www.merriam-webster.com/medlineplus/Chest
http://www.merriam-webster.com/medlineplus/Diarrhoea
http://www.merriam-webster.com/medlineplus/Headache
http://www.merriam-webster.com/medlineplus/Lethargy
http://www.merriam-webster.com/medlineplus/Sleep
http://www.merriam-webster.com/medlineplus/Tachycardia
http://www.merriam-webster.com/medlineplus/Tremor
http://www.merriam-webster.com/medlineplus/Myocarditis
https://apps.tga.gov.au/PROD/DAEN/daen-report.aspx

Case Report Age Gender | Medicines MedDRA reaction terms
number | entry (yrs) reported as Click on a term below to search the MedlinePlus medical dictionary
date being taken (http://www.nlm.nih.gov/medlineplus/mplusdictionary.html).
635260 01/10/2021 | 24 M e COVID-19 e Anaemia (http://www.merriam-webster. com[medlmeglus[Anaemla)
Vaccine :
AstraZeneca .
(ChAdOx1-S
(Viral vector)) .
- Suspected o
[ ]
[ ]
636980 04/10/2021 | 24 F o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected .
]
]
]
]
]
]
]
[ ]
[ ]
[ ]
[ ]
[ ]
[ ]
[ ]
[ ]
638133 05/10/2021 | 24 M o COMIRNATY .
COVID-19
vaccine
(tozinameran)
- Suspected
640216 | 08/10/2021 | 24 M ¢ COMIRNATY * Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19
vaccine
(tozinameran)
- Suspected
640238 | 08/10/2021 | 24 M e Spikevax * Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19
vaccine
(Elasomeran
(mRNA)) -
Suspected

Source: https://apps.tga.gov.au/PRO EN/daen-report.aspx Created 11-04 at 20:29



http://www.merriam-webster.com/medlineplus/Anaemia
http://www.merriam-webster.com/medlineplus/Dyspnoea
http://www.merriam-webster.com/medlineplus/Pericardial
http://www.merriam-webster.com/medlineplus/effusion
http://www.merriam-webster.com/medlineplus/Pericarditis
http://www.merriam-webster.com/medlineplus/Pneumonia
http://www.merriam-webster.com/medlineplus/Pyrexia
http://www.merriam-webster.com/medlineplus/Sinus
http://www.merriam-webster.com/medlineplus/tachycardia
http://www.merriam-webster.com/medlineplus/Acne
http://www.merriam-webster.com/medlineplus/Breast
http://www.merriam-webster.com/medlineplus/tenderness
http://www.merriam-webster.com/medlineplus/Candida
http://www.merriam-webster.com/medlineplus/infection
http://www.merriam-webster.com/medlineplus/Chest
http://www.merriam-webster.com/medlineplus/Constipation
http://www.merriam-webster.com/medlineplus/Decreased
http://www.merriam-webster.com/medlineplus/appetite
http://www.merriam-webster.com/medlineplus/Dermatitis
http://www.merriam-webster.com/medlineplus/Diarrhoea
http://www.merriam-webster.com/medlineplus/Dizziness
http://www.merriam-webster.com/medlineplus/Dry
http://www.merriam-webster.com/medlineplus/Dry
http://www.merriam-webster.com/medlineplus/Dyspnoea
http://www.merriam-webster.com/medlineplus/Feeling
http://www.merriam-webster.com/medlineplus/Haemorrhage
http://www.merriam-webster.com/medlineplus/Headache
http://www.merriam-webster.com/medlineplus/Insomnia
http://www.merriam-webster.com/medlineplus/Lethargy
http://www.merriam-webster.com/medlineplus/Myocarditis
http://www.merriam-webster.com/medlineplus/Palpitations
http://www.merriam-webster.com/medlineplus/Pyrexia
http://www.merriam-webster.com/medlineplus/Thirst
http://www.merriam-webster.com/medlineplus/Urinary
http://www.merriam-webster.com/medlineplus/infection
http://www.merriam-webster.com/medlineplus/Pericarditis
http://www.merriam-webster.com/medlineplus/Pericarditis
http://www.merriam-webster.com/medlineplus/Pericarditis
https://apps.tga.gov.au/PROD/DAEN/daen-report.aspx

Case
number

Report
entry
date

Age
(yrs)

Gender

Medicines
reported as
being taken

MedDRA reaction terms

Click on a term below to search the MedlinePlus medical dictionary
(http://www.nlm.nih.gov/medlineplus/mplusdictionary.html).

642010

12/10/2021

24

e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)

642190

12/10/2021

24

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)

642623

13/10/2021

24

e Spikevax
COVID-19
vaccine
(Elasomeran
(mRNA)) -
Suspected

e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)

643080

13/10/2021

24

e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

644073

14/10/2021

24

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

644581

15/10/2021

24

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)

637367

04/10/2021

25

e COVID-19
Vaccine
AstraZeneca
(ChAdOx1-S
(Viral vector))
- Suspected

e Tradename not
specified
(Product not
coded) - Not
suspected

e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)

637933

05/10/2021

25

e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)

639047

07/10/2021

25

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

e Fibrin (http://www.merriam-webster.com/medlineplus/Fibrin) D

641078

11/10/2021

25

e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

Created 2021-11-04 at 20:29

Source: https://apps.tga.gov.au/PROD/DAEN/daen-report.aspx


http://www.merriam-webster.com/medlineplus/Pericarditis
http://www.merriam-webster.com/medlineplus/Pericarditis
http://www.merriam-webster.com/medlineplus/Pericarditis
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http://www.merriam-webster.com/medlineplus/Pericarditis
http://www.merriam-webster.com/medlineplus/Pericarditis
http://www.merriam-webster.com/medlineplus/Pericarditis
http://www.merriam-webster.com/medlineplus/Fibrin
http://www.merriam-webster.com/medlineplus/dimer
http://www.merriam-webster.com/medlineplus/increased
http://www.merriam-webster.com/medlineplus/Myocarditis
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https://apps.tga.gov.au/PROD/DAEN/daen-report.aspx

Case Report Age Gender | Medicines MedDRA reaction terms

number | entry (yrs) reported as Click on a term below to search the MedlinePlus medical dictionary
date being taken (http://www.nlm.nih.gov/medlineplus/mplusdictionary.html).

643547 | 14/10/2021 | 25 F ¢ COMIRNATY * Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19

vaccine
(tozinameran)
- Suspected

646199 | 18/10/2021 | 25 M e COVID-19 * Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
Vaccine

AstraZeneca

(ChAdOx1-S
(Viral vector))
- Suspected

646221 | 18/10/2021 | 25 M e COMIRNATY * Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19

vaccine
(tozinameran)
- Suspected

647575 20/10/2021 | 25 F o COMIRNATY e Headache (http://www.merriam-webster.com/medlineplus/Headache)

COVID-19 * Nausea (http://www.merriam-webster.com/medlineplus/Nausea)
vaccine e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
(tozinameran)

- Suspected

647621 | 20/10/2021 | 25 M e COMIRNATY * Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19

vaccine
(tozinameran)
- Suspected

647701 20/10/2021 | 25 M o COMIRNATY e Myocardial (http://www.merriam-webster.com/medlineplus/Myocardial)

COVID-19 infarction (http://www.merriam-webster.com/medlineplus/infarction)
vaccine e Myocarditis (http://www.merriam-webster.com/medlineplus/Myocarditis)
(tozinameran)

- Suspected

648167 21/10/2021 | 25 - e COMIRNATY o
COVID-19
vaccine
(tozinameran)
- Suspected

635895 | 01/10/2021 | 26 M e COMIRNATY * Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19

vaccine
(tozinameran)
- Suspected

636579 03/10/2021 | 26 M o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

636718 04/10/2021 | 26 M e COMIRNATY o
COVID-19
vaccine
(tozinameran)
- Suspected

636750 04/10/2021 | 26 F o COMIRNATY °
COVID-19
vaccine
(tozinameran)
- Suspected

Source: https://apps.tga.gov.au/PROD/DAEN/daen-report.aspx Created 2021-11-04 at 20:29


http://www.merriam-webster.com/medlineplus/Pericarditis
http://www.merriam-webster.com/medlineplus/Pericarditis
http://www.merriam-webster.com/medlineplus/Pericarditis
http://www.merriam-webster.com/medlineplus/Headache
http://www.merriam-webster.com/medlineplus/Nausea
http://www.merriam-webster.com/medlineplus/Pericarditis
http://www.merriam-webster.com/medlineplus/Pericarditis
http://www.merriam-webster.com/medlineplus/Myocardial
http://www.merriam-webster.com/medlineplus/infarction
http://www.merriam-webster.com/medlineplus/Myocarditis
http://www.merriam-webster.com/medlineplus/Myocarditis
http://www.merriam-webster.com/medlineplus/Pericarditis
http://www.merriam-webster.com/medlineplus/Myocarditis
http://www.merriam-webster.com/medlineplus/Pericarditis
http://www.merriam-webster.com/medlineplus/Chromaturia
http://www.merriam-webster.com/medlineplus/Malaise
http://www.merriam-webster.com/medlineplus/Myalgia
http://www.merriam-webster.com/medlineplus/Myocarditis
http://www.merriam-webster.com/medlineplus/Troponin
http://www.merriam-webster.com/medlineplus/increased
http://www.merriam-webster.com/medlineplus/Pericarditis
https://apps.tga.gov.au/PROD/DAEN/daen-report.aspx

Case Report Age Gender | Medicines MedDRA reaction terms
number | entry (yrs) reported as Click on a term below to search the MedlinePlus medical dictionary
date being taken (http://www.nlm.nih.gov/medlineplus/mplusdictionary.html).
637281 | 04/10/2021 | 26 F e COMIRNATY * Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19
vaccine
(tozinameran)
- Suspected
637312 04/10/2021 | 26 F o COMIRNATY
COVID-19
vaccine
(tozinameran) | e ;_LL%;L;)R@ELC_@@!@LNL )://www.merriam-webster.com/medlineplus/Pericardial)
- Suspected effusion (http://www.merriam-webster.com/medlineplus/effusion)
* Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
639101 07/10/2021 | 26 F e COMIRNATY e Costochondritis (http://www.merriam-
CovID-19 webster.com/medlineplus/Costochondritis)
vaccine e Fibrin (http://www.merriam-webster.com/medlineplus/Fibrin) D
(tozinameran) (http://www.merriam-webster.com/medlineplus/D) dimer
- Suspected (http://www.merriam-webster.com/medlineplus/dimer) increased
[ ]
644093 14/10/2021 | 26 M e COMIRNATY .
COVID-19
vaccine
(tozinameran)
- Suspected
646233 | 18/10/2021 | 26 M e COMIRNATY * Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19
vaccine
(tozinameran)
- Suspected
647115 | 19/10/2021 | 26 M e COMIRNATY * Myocarditis (http://www.merriam-webster.com/medlineplus/Myocarditis)
COVID-19
vaccine
(tozinameran)
- Suspected
648197 21/10/2021 | 26 M e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected
639632 07/10/2021 | 27 F o COMIRNATY ° Mw&m
COVID-19 . Headache (http://www.merriam-webster. com[medllneplus[Headache1
vaccine : .
(tozinameran) —(_LL%;L;)_U@I@JQU,_f_‘Et__-___‘{"_V‘_"_N__”??,KFJ@ETJ_Y\’_@?_SE?_F_G‘?[U_D??S’J'.’l?-JL_J_S_!fJf@[‘?E'_O!l..
- Suspected * Thrombosis (http://www.merriam-
webster.com/medlineplus/Thrombosis)
641555 | 11/10/2021 | 27 F e COMIRNATY e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19
vaccine
(tozinameran)
- Suspected
642351 | 12/10/2021 | 27 M ¢ COMIRNATY * Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19
vaccine
(tozinameran)
- Suspected
642447 | 12/10/2021 | 27 M e COVID-19 e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
Vaccine
AstraZeneca
(ChAdOx1-S
(Viral vector))
- Suspected

Created 2021-11-04 at 20:29

Source: https://apps.tga.gov.au/PROD/DAEN/daen-report.aspx
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Click on a term below to search the MedlinePlus medical dictionary
(http://www.nlm.nih.gov/medlineplus/mplusdictionary.html).

642639

13/10/2021

27

e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

644494

15/10/2021

27

e Spikevax
COVID-19
vaccine
(Elasomeran
(mRNA)) -
Suspected

644604

15/10/2021

27

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

645820

18/10/2021

27

e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

647003

19/10/2021

27

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)

647467

20/10/2021

27

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

o Myocarditis (http://www.merriam-webster.com/medlineplus/Myocarditis)

647658

20/10/2021

27

e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

635533

01/10/2021

28

e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

636049

02/10/2021

28

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

636322

02/10/2021

28

e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

Created 2021-11-04 at 20:29

Source: https://apps.tga.gov.au/PROD/DAEN/daen-report.aspx


http://www.merriam-webster.com/medlineplus/Myocarditis
http://www.merriam-webster.com/medlineplus/Dyspnoea
http://www.merriam-webster.com/medlineplus/Myalgia
http://www.merriam-webster.com/medlineplus/Tachycardia
http://www.merriam-webster.com/medlineplus/Pericarditis
http://www.merriam-webster.com/medlineplus/Myocarditis
http://www.merriam-webster.com/medlineplus/Pericarditis
http://www.merriam-webster.com/medlineplus/Myocarditis
http://www.merriam-webster.com/medlineplus/Pericardial
http://www.merriam-webster.com/medlineplus/effusion
http://www.merriam-webster.com/medlineplus/Troponin
http://www.merriam-webster.com/medlineplus/increased
http://www.merriam-webster.com/medlineplus/Pericarditis
http://www.merriam-webster.com/medlineplus/Chest
http://www.merriam-webster.com/medlineplus/Dyspnoea
http://www.merriam-webster.com/medlineplus/Fatigue
http://www.merriam-webster.com/medlineplus/Pericarditis
http://www.merriam-webster.com/medlineplus/Blood
http://www.merriam-webster.com/medlineplus/phosphokinase
http://www.merriam-webster.com/medlineplus/increased
http://www.merriam-webster.com/medlineplus/Fatigue
http://www.merriam-webster.com/medlineplus/Flushing
http://www.merriam-webster.com/medlineplus/Myocarditis
http://www.merriam-webster.com/medlineplus/Pyrexia
http://www.merriam-webster.com/medlineplus/Troponin
http://www.merriam-webster.com/medlineplus/increased
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Case Report Age Gender | Medicines MedDRA reaction terms

number | entry (yrs) reported as Click on a term below to search the MedlinePlus medical dictionary
date being taken (http://www.nlm.nih.gov/medlineplus/mplusdictionary.html).

636356 02/10/2021 | 28 F e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

637986 05/10/2021 | 28 F o COMIRNATY .
COVID-19
vaccine
(tozinameran)
- Suspected

638897 | 06/10/2021 | 28 F e COMIRNATY * Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19

vaccine
(tozinameran)
- Suspected

639748 08/10/2021 | 28 M e COVID-19 e Paraesthesia (http://www.merriam-
Vaccine
AstraZeneca .
(ChAdOx1-S
(Viral vector))
- Suspected

640305 08/10/2021 | 28 M o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

642114 12/10/2021 | 28 F e Spikevax .
COVID-19
vaccine
(Elasomeran
(mRNA)) -
Suspected

642549 13/10/2021 | 28 M e COMIRNATY .
COVID-19
vaccine
(tozinameran)
- Suspected

642911 13/10/2021 | 28 M o COMIRNATY .
COVID-19
vaccine
(tozinameran)
- Suspected

643435 13/10/2021 | 28 F o COMIRNATY °
COVID-19
vaccine J
(tozinameran)
- Suspected .

643694 14/10/2021 | 28 M e COMIRNATY .
COVID-19
vaccine
(tozinameran)
- Suspected

Source: https://apps.tga.gov.au/PROD/DAEN/daen-report.aspx Created 2021-11-04 at 20:29
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MedDRA reaction terms

Click on a term below to search the MedlinePlus medical dictionary
(http://www.nlm.nih.gov/medlineplus/mplusdictionary.html).

644601

15/10/2021

28

e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)

645103

16/10/2021

28

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

647886

21/10/2021

28

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

648231

21/10/2021

28

e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

637277

04/10/2021

29

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)

637639

05/10/2021

29

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

o Myocarditis (http://www.merriam-webster.com/medlineplus/Myocarditis)

637989

05/10/2021

29

e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)

641529

11/10/2021

29

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)

641796

12/10/2021

29

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

641891

12/10/2021

29

e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

. ChIIIS (http://www.merriam-webster. com[medlmeglus[ChnIs)

642176

12/10/2021

29

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

Created 2021-11-04 at 20:29

Source: https://apps.tga.gov.au/PROD/DAEN/daen-report.aspx
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Case Report Age Gender | Medicines MedDRA reaction terms

number | entry (yrs) reported as Click on a term below to search the MedlinePlus medical dictionary
date being taken (http://www.nlm.nih.gov/medlineplus/mplusdictionary.html).

642185 12/10/2021 | 29 M e COMIRNATY
COVID-19
vaccine
(tozinameran) http://www.merriam-webster.com/medlineplus/temperature) change
- Suspected

642408 12/10/2021 | 29 M o COMIRNATY .
COVID-19
vaccine
(tozinameran)
- Suspected

644142 | 14/10/2021 | 29 M e COMIRNATY * Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19

vaccine
(tozinameran)
- Suspected

644585 | 15/10/2021 | 29 M e COMIRNATY e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19

vaccine
(tozinameran)
- Suspected

644611 15/10/2021 | 29 F o COMIRNATY .
COVID-19
vaccine J
(tozinameran)
- Suspected

644833 | 15/10/2021 | 29 M ® Spikevax * Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19

vaccine
(Elasomeran
(MRNA)) -
Suspected

645179 16/10/2021 | 29 F e Spikevax .
COVID-19
vaccine
(Elasomeran
(mRNA)) -
Suspected

645617 18/10/2021 | 29 F o COMIRNATY .
COVID-19
vaccine
(tozinameran)
- Suspected

646736 19/10/2021 | 29 F o COMIRNATY °
COVID-19
vaccine
(tozinameran)
- Suspected

Source: https://apps.tga.gov.au/PROD/DAEN/daen-report.aspx Created 2021-11-04 at 20:29
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Click on a term below to search the MedlinePlus medical dictionary
(http://www.nlm.nih.gov/medlineplus/mplusdictionary.html).

635615

01/10/2021

30

e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

e Tradename not
specified
(Product not
coded) - Not
suspected

e Cardiac (http://www.merriam-webster.com/medlineplus/Cardiac) flutter

635985

01/10/2021

30

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

. Abdomlnal (httg z(www merriam-webster. comzmedllneglus(Abdomlnal1

636588

03/10/2021

30

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

637269

04/10/2021

30

e Spikevax
COVID-19
vaccine
(Elasomeran
(mRNA)) -
Suspected

e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)

637863

05/10/2021

30

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

638969

06/10/2021

30

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

639960

Source: https://apps.tga.gov.au/PROD/DAEN/daen-report.aspx

08/10/2021

30

e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

Created 2021-11-04 at 20:29
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Case Report Age Gender | Medicines MedDRA reaction terms
number | entry (yrs) reported as Click on a term below to search the MedlinePlus medical dictionary
date being taken (http://www.nlm.nih.gov/medlineplus/mplusdictionary.html).
640547 | 09/10/2021 | 30 F e COMIRNATY e Cardiac (http://www.merriam-webster.com/medlineplus/Cardiac) flutter
COvID-19 (http://www.merriam-webster.com/medlineplus/flutter)
vaccine ¢ Chest (http://www.merriam-webster.com/medlineplus/Chest)
(tozinameran) discomfort (http://www.merriam-webster.com/medlineplus/discomfort)
- Suspected
641482 | 11/10/2021 | 30 M e COMIRNATY o
COVID-19
vaccine
(tozinameran)
- Suspected
641502 11/10/2021 | 30 F e Spikevax e Bradycardia (http://www.merriam-
COVID-19 webster.com/medlineplus/Bradycardia)
vaccine e Heart (http://www.merriam-webster.com/medlineplus/Heart) rate
(Elasomeran (http://www.merriam-webster.com/medlineplus/rate) @Lar
(mRNA)) - (http://www.merriam-webster.com/medlineplus/irreqular)
Suspected e Tachycardia (http://www.merriam-
641521 11/10/2021 | 30 M e COMIRNATY e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19
vaccine
(tozinameran)
- Suspected
642192 | 12/10/2021 | 30 M e COMIRNATY e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19
vaccine
(tozinameran)
- Suspected
642387 | 12/10/2021 | 30 F e COMIRNATY ¢ Dizziness (http://www.merriam-webster.com/medlineplus/Dizziness)
COVID-19 e Feeling (http://www.merriam-webster.com/medlineplus/Feeling) of
vaccine (http://www.merriam-webster.com/medlineplus/of) body
(tozinameran) (http://www.merriam-webster.com/medlineplus/body) temperature
- Suspected (http://www.merriam-webster.com/medlineplus/temperature) change
(http://www.merriam-webster.com/medlineplus/change)
Flushing (http://www.merriam-webster.com/medlineplus/Flushing)
Pain _(http://www.merriam-webster.com/medlineplus/Pain)
Palpitations (http://www.merriam-
webster.com/medlineplus/Palpitations)
e Tachycardia (http://www.merriam-
webster.com/medlineplus/Tachycardia)
e Urticaria (http://www.merriam-webster.com/medlineplus/Urticaria)
643384 13/10/2021 | 30 F e COMIRNATY e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19
vaccine
(tozinameran)
- Suspected
643840 | 14/10/2021 | 30 M e COMIRNATY e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19
vaccine
(tozinameran)
- Suspected
646671 | 19/10/2021 | 30 F e COMIRNATY
COVID-19
vaccine
(tozinameran) e Seizure (http://www.merriam-webster.com/medlineplus/Seizure)
- Suspected e Sinus (httg //www.merriam-webster.com/medlineplus/Sinus)

Source: https://apps.tga.gov.au/PROD/DAEN/daen-report.aspx Created 2021-11-04 at 20:29
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Case Report Age Gender | Medicines MedDRA reaction terms

number | entry (yrs) reported as Click on a term below to search the MedlinePlus medical dictionary
date being taken (http://www.nlm.nih.gov/medlineplus/mplusdictionary.html).

646994 19/10/2021 | 30 M e Spikevax ChiIIS (httg'([www merriam-webster. com[medlineglus[ChilIs)
COVID-19 )

vaccine
(Elasomeran
(mRNA)) -
Suspected

635373 01/10/2021 | 31 F o COMIRNATY
COVID-19
vaccine
(tozinameran) °
- Suspected

635903 01/10/2021 | 31 M o COMIRNATY °
COVID-19
vaccine
(tozinameran)
- Suspected

636028 | 01/10/2021 | 31 F e COMIRNATY e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19

vaccine
(tozinameran)
- Suspected

637176 04/10/2021 | 31 M o COMIRNATY .
COVID-19
vaccine
(tozinameran)
- Suspected

637282 04/10/2021 | 31 M o COMIRNATY .
COVID-19
vaccine
(tozinameran)
- Suspected

637283 | 04/10/2021 | 31 M e COMIRNATY e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19

vaccine
(tozinameran)
- Suspected

639434 | 07/10/2021 | 31 F e COMIRNATY e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19

vaccine
(tozinameran)
- Suspected

639725 07/10/2021 | 31 M o COMIRNATY o Chest (http://www.merriam-webster.com/medlineplus/Chest)

COVID-19 discomfort (http://www.merriam-webster.com/medlineplus/discomfort)

vaccine e Tachycardia (http://www.merriam-

(tozinameran) webster.com/medlineplus/Tachycardia)

- Suspected e Tremor (http://www.merriam-webster.com/medlineplus/Tremor)

Source: https://apps.tga.gov.au/PROD/DAEN/daen-report.aspx Created 2021-11-04 at 20:29
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Case Report Age Gender | Medicines MedDRA reaction terms

number | entry (yrs) reported as Click on a term below to search the MedlinePlus medical dictionary
date being taken (http://www.nlm.nih.gov/medlineplus/mplusdictionary.html).

640481 09/10/2021 | 31 F o COMIRNATY . Chest (http'[[www merriam-webster. com[medlineplus[Chest)
COVID-19

vaccine .
(tozinameran)
- Suspected

641124 11/10/2021 | 31 F o COMIRNATY .
COVID-19
vaccine
(tozinameran)
- Suspected

641570 11/10/2021 | 31 F e Spikevax °
COVID-19
vaccine
(Elasomeran
(mRNA)) -
Suspected

643250 13/10/2021 | 31 F e Spikevax
COVID-19 .
vaccine
(Elasomeran o
(mRNA)) -
Suspected

643868 14/10/2021 | 31 F o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

644395 15/10/2021 | 31 F e Spikevax
COVID-19
vaccine
(Elasomeran
(mRNA)) -
Suspected

644966 15/10/2021 | 31 F e COMIRNATY e Hypertension (http://www.merriam-

COVID-19 webster.com/medlineplus/Hypertension)

vaccine e Palpitations (http://www.merriam-

(tozinameran) webster.com/medlineplus/Palpitations)

- Suspected e Presyncope (http://www.merriam-

Source: https://apps.tga.gov.au/PRO EN/daen-report.aspx Created 11-04 at 20:29
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Case Report Age Gender | Medicines MedDRA reaction terms
number | entry (yrs) reported as Click on a term below to search the MedlinePlus medical dictionary
date being taken (http://www.nlm.nih.gov/medlineplus/mplusdictionary.html).
645085 | 16/10/2021 | 31 F e COMIRNATY * Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19
vaccine
(tozinameran)
- Suspected
645556 18/10/2021 | 31 M e COVID-19 °
Vaccine
AstraZeneca
(ChAdOx1-S
(Viral vector))
- Suspected
647136 20/10/2021 | 31 F e COMIRNATY e Deep (http://www.merriam-webster.com/medlineplus/Deep) vein
CovID-19 (http://www.merriam-webster.com/medlineplus/vein) thrombosis
vaccine (http://www.merriam-webster.com/medlineplus/thrombosis)
(tozinameran) Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
- Suspected Pulmonary (http://www.merriam-webster.com/medlineplus/Pulmonary)
647592 20/10/2021 | 31 M o COMIRNATY .
COVID-19
vaccine
(tozinameran)
- Suspected
648214 | 21/10/2021 | 31 F e COMIRNATY * Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19
vaccine
(tozinameran)
- Suspected
635846 | 01/10/2021 | 32 F e COMIRNATY * Myocarditis (http://www.merriam-webster.com/medlineplus/Myocarditis)
COVID-19
vaccine
(tozinameran)
- Suspected
636147 02/10/2021 | 32 F e COMIRNATY e Chest (http://www.merriam-webster.com/medlineplus/Chest) pain
COVID-19 http://www.merriam-webster.com/medlineplus/pain
vaccine i .
(tozinameran) * Paraesthesia (http://www.merriam-
- Suspected webster.com/medlineplus/Paraesthesia)
* Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
636170 | 02/10/2021 | 32 M ¢ COMIRNATY * Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19
vaccine
(tozinameran)
- Suspected
637245 | 04/10/2021 | 32 F e COMIRNATY ¢ Anxiety (http://www.merriam-webster.com/medlineplus/Anxiety)
CovID-19 Chest (http://www.merriam-webster.com/medlineplus/Chest) pain
vaccine (http://www.merriam-webster.com/medlineplus/pain)
(tozinameran) Dyspnoea (http://www.merriam-webster.com/medlineplus/Dyspnoea)
- Suspected Headache (http://www.merriam-webster.com/medlineplus/Headache)
Tachycardia (http://www.merriam-
webster.com/medlineplus/Tachycardia)
e Vertigo (http://www.merriam-webster.com/medlineplus/Vertigo)
638803 | 06/10/2021 | 32 F ¢ Spikevax * Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19
vaccine
(Elasomeran
(MRNA)) -
Suspected
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Case Report Age Gender | Medicines MedDRA reaction terms
number | entry (yrs) reported as Click on a term below to search the MedlinePlus medical dictionary
date being taken (http://www.nlm.nih.gov/medlineplus/mplusdictionary.html).
639675 07/10/2021 | 32 M e COMIRNATY * Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19
vaccine
(tozinameran)
- Suspected
640556 | 09/10/2021 | 32 M e Spikevax  Chest (http://www.merriam-webster.com/medlineplus/Chest)
COVID-19 www
vaccine . :
(Elasomeran webster. comzmedl|neg|us[Lmehadenopathy)
(mRNA)) - . - i
Suspected
641573 | 11/10/2021 | 32 F e COMIRNATY * Pericardial (http://www.merriam-webster.com/medlineplus/Pericardial)
COVID-19 effusion _(http://www.merriam-webster.com/medlineplus/effusion)
vaccine Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
(tozinameran) Troponin (http://www.merriam-webster.com/medlineplus/Troponin)
- Suspected increased (http://www.merriam-webster.com/medlineplus/increased)
642111 12/10/2021 | 32 F e COMIRNATY * Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19
vaccine
(tozinameran)
- Suspected
642193 | 12/10/2021 | 32 M e COMIRNATY * Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19
vaccine
(tozinameran)
- Suspected
642412 12/10/2021 | 32 F o COMIRNATY e Cardiac (http://www.merriam-webster.com/medlineplus/Cardiac) flutter
COVID-19
vaccine .
(tozinameran)
- Suspected .
]
642795 13/10/2021 | 32 M e COMIRNATY .
COVID-19
vaccine
(tozinameran)
- Suspected
643412 | 13/10/2021 | 32 M ¢ COMIRNATY e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19
vaccine
(tozinameran)
- Suspected
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644211

14/10/2021

32

e COVID-19
Vaccine
AstraZeneca
(ChAdOx1-S
(Viral vector))
- Suspected

o Amenorrhoea (http://www.merriam-

645092

16/10/2021

32

e COVID-19
Vaccine
AstraZeneca
(ChAdOx1-S
(Viral vector))
- Suspected

645795

18/10/2021

32

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

646931

19/10/2021

32

e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

646978

19/10/2021

32

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

647000

19/10/2021

32

o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

647709

Source: https://apps.tga.gov.au/PRO EN/daen-report.aspx

20/10/2021

32

e Spikevax
COVID-19
vaccine
(Elasomeran
(mRNA)) -
Suspected
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Case Report Age Gender | Medicines MedDRA reaction terms

number | entry (yrs) reported as Click on a term below to search the MedlinePlus medical dictionary
date being taken (http://www.nlm.nih.gov/medlineplus/mplusdictionary.html).

647882 21/10/2021 | 32 F o COMIRNATY e Cardiac (http'[[www merriam-webster. com[medlineplus[Cardiac) flutter
COVID-19

vaccine
(tozinameran)
- Suspected

635613 01/10/2021 | 33 F o COMIRNATY .
COVID-19
vaccine J
(tozinameran)
- Suspected

636695 04/10/2021 | 33 M e COVID-19 °
Vaccine
AstraZeneca
(ChAdOx1-S
(Viral vector))
- Suspected

637422 05/10/2021 | 33 F e Spikevax . Ventrlcular (http://www.merriam-webster.com/medlineplus/Ventricular)
COVID-19 : .

vaccine
(Elasomeran
(mRNA)) -
Suspected

637790 05/10/2021 | 33 M o COMIRNATY
COVID-19
vaccine
(tozinameran) °
- Suspected

638911 06/10/2021 | 33 F e COVID-19
Vaccine
AstraZeneca
(ChAdOx1-S
(Viral vector))
- Suspected

e SIFROL
(pramipexole o
dihydrochloride
monohydrate)
- Not
suspected

639575 07/10/2021 | 33 M e COMIRNATY o
COVID-19
vaccine
(tozinameran)
- Suspected

641618 11/10/2021 | 33 M o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

642848 | 13/10/2021 | 33 F e COMIRNATY * Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19

vaccine
(tozinameran)
- Suspected

Source: https://apps.tga.gov.au/PROD/DAEN/daen-report.aspx Created 2021-11-04 at 20:29
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number | entry (yrs) reported as Click on a term below to search the MedlinePlus medical dictionary
date being taken (http://www.nlm.nih.gov/medlineplus/mplusdictionary.html).
643808 | 14/10/2021 | 33 M ® Spikevax * Dizziness (http://www.merriam-webster.com/medlineplus/Dizziness)
COVID-19 e Headache (http://www.merriam-webster.com/medlineplus/Headache)
vaccine : .
(Elasomeran webster.com/medlineplus/Tachycardia)
(MRNA)) -
Suspected
643841 | 14/10/2021 | 33 M e COMIRNATY o
COVID-19
vaccine
(tozinameran)
- Suspected
645591 | 18/10/2021 | 33 F ¢ COMIRNATY e Fibrin (http://www.merriam-webster.com/medlineplus/Fibrin) D
COVID-19 (http://www.merriam-webster.com/medlineplus/D) dimer
vaccine (http://www.merriam-webster.com/medlineplus/dimer) increased
(tozinameran) (http://www.merriam-webster.com/medlineplus/increased)
- Suspected * Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
646219 | 18/10/2021 | 33 M e COMIRNATY * Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19
vaccine
(tozinameran)
- Suspected
646224 | 18/10/2021 | 33 M e Spikevax o
COVID-19
vaccine
(Elasomeran
(MRNA)) -
Suspected
647638 | 20/10/2021 | 33 M e COMIRNATY * Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19
vaccine
(tozinameran)
- Suspected
648016 | 21/10/2021 | 33 - e COMIRNATY ¢ Pain (http://www.merriam-webster.com/medlineplus/Pain) in
COVID-19 (http://www.merriam-webster.com/medlineplus/in) extremity
vaccine (http://www.merriam-webster.com/medlineplus/extremity)
(tozinameran) * Paraesthesia (http://www.merriam-
- Suspected webster.com/medlineplus/Paraesthesia)
* Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
635935 | 01/10/2021 | 34 F ¢ COMIRNATY e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19
vaccine
(tozinameran)
- Suspected
636471 | 03/10/2021 | 34 F ® Spikevax * Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19
vaccine
(Elasomeran
(MRNA)) -
Suspected
638808 | 06/10/2021 | 34 M ¢ COMIRNATY ¢ Anaphylactic (http://www.merriam-
COVID-19 webster.com/medlineplus/Anaphylactic) reaction (http://www.merriam-
vaccine webster.com/medlineplus/reaction)
(tozinameran) e Tachycardia (http://www.merriam-
- Suspected webster.com/medlineplus/Tachycardia)
e Urticaria (http://www.merriam-webster.com/medlineplus/Urticaria)
640246 | 08/10/2021 | 34 M e Spikevax e Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19
vaccine
(Elasomeran
(MRNA)) -
Suspected
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Case Report Age Gender | Medicines MedDRA reaction terms
number | entry (yrs) reported as Click on a term below to search the MedlinePlus medical dictionary
date being taken (http://www.nlm.nih.gov/medlineplus/mplusdictionary.html).
640830 | 10/10/2021 | 34 M e COMIRNATY * Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19
vaccine
(tozinameran)
- Suspected
642825 | 13/10/2021 | 34 F e COMIRNATY * Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19
vaccine
(tozinameran)
- Suspected
642830 | 13/10/2021 | 34 F e COMIRNATY * Myocarditis (http://www.merriam-webster.com/medlineplus/Myocarditis)
COVID-19
vaccine
(tozinameran)
- Suspected
644086 | 14/10/2021 | 34 F e COMIRNATY * Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19
vaccine
(tozinameran)
- Suspected
644952 15/10/2021 | 34 F e Spikevax . . i
COVID-19 webster. com[medIlneplus[Presyncoge)
vaccine . : . i
(Elasomeran webster.com/medlineplus/Tachycardia)
(MRNA)) -
Suspected
646250 | 18/10/2021 | 34 M e COMIRNATY * Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19
vaccine
(tozinameran)
- Suspected
647177 | 20/10/2021 | 34 F e COMIRNATY e Cardiac (http://www.merriam-webster.com/medlineplus/Cardiac) flutter
COvID-19 (http://www.merriam-webster.com/medlineplus/flutter)
vaccine e Chest (http://www.merriam-webster.com/medlineplus/Chest) pain
(tozinameran) (http://www.merriam-webster.com/medlineplus/pain)
- Suspected e Palpitations (http://www.merriam-
635392 01/10/2021 | 35 M o COMIRNATY °
COVID-19
vaccine
(tozinameran)
- Suspected
636729 | 04/10/2021 | 35 F e COMIRNATY * Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19
vaccine
(tozinameran)
- Suspected
639302 | 07/10/2021 | 35 F e COMIRNATY ¢ Chest (http://www.merriam-webster.com/medlineplus/Chest)
COVID-19 discomfort (http://www.merriam-webster. com[medllneplus[d|scomfort)
vaccine :
(tozinameran) Palpitations _(ht_tp_ _/_/_vyvv_v_v_me_rrl_am-_
- Suspected webster.com/medlineplus/Palpitations)
* Tachycardia (http://www.merriam-
webster.com/medlineplus/Tachycardia)
639505 07/10/2021 | 35 F o COMIRNATY Pericarditis (http://www.merriam-webster. com[medllneplus[Perlcardltls)
COVID-19 ) : . i .
vaccine i : i i
(tozinameran) _(_u%;p_;)_ ract (http://www.merriam-webster.com/medlineplus/tract) infection
- Suspected (http://www.merriam-webster.com/medlineplus/infection)
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Case Report Age Gender | Medicines MedDRA reaction terms

number | entry (yrs) reported as Click on a term below to search the MedlinePlus medical dictionary
date being taken (http://www.nlm.nih.gov/medlineplus/mplusdictionary.html).

639851 08/10/2021 | 35 F o COMIRNATY . Chest (http:[[www merriam-webster. com(medlineplus[Chest)
COVID-19

vaccine
(tozinameran)
- Suspected

641372 11/10/2021 | 35 M o COMIRNATY .
COVID-19
vaccine
(tozinameran)
- Suspected

642789 13/10/2021 | 35 M o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

644145 14/10/2021 | 35 M e COMIRNATY
COVID-19 .
vaccine
(tozinameran)
- Suspected

645138 16/10/2021 | 35 F o COMIRNATY °
COVID-19
vaccine
(tozina
- Suspe

Gender | Medicines | MedDRA reaction terms

repor-ted Click oma termm betow tosear
645524 18/10/2021 | 35 F e COMIRNATY dahkéls (htkp://www merriam-webasrheityehedlinemdsrgidicionar
COVID-[19 )
vaccine

(tozinameran) e Myalgia (http://www.merriam-webster.com/medlineplus/Myalgia)

- Suspected e Myocarditis (http://www.merriam-webster.com/medlineplus/Myocarditis)

ine|

646190 18/10/2021 | 35 M e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

646207 | 18/10/2021 | 35 M e COMIRNATY * Pericarditis (http://www.merriam-webster.com/medlineplus/Pericarditis)
COVID-19

vaccine
(tozinameran)
- Suspected

646696 19/10/2021 | 35 F o COMIRNATY o Flushing (http://www.merriam-webster.com/medlineplus/Flushing)

COVID-19 e Hypersensitivity (http://www.merriam-

vaccine webster.com/medlineplus/Hypersensitivity)

(tozinameran) e Pruritus (http://www.merriam-webster.com/medlineplus/Pruritus)

- Suspected e Rash (http://www.merriam-webster.com/medlineplus/Rash)

Source: https://apps.tga.gov.au/PROD/DAEN/daen-report.aspx Created 2021-11-04 at 20:29
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Case Report Age Gender | Medicines MedDRA reaction terms

number | entry (yrs) reported as Click on a term below to search the MedlinePlus medical dictionary
date being taken (http://www.nlm.nih.gov/medlineplus/mplusdictionary.html).

646709 19/10/2021 | 35 F o COMIRNATY . Abdomlnal (http [{www merriam-webster. com[medIlneglus(AbdommaI)
COVID-19 i
vaccine .
(tozinameran)
- Suspected o

647241 20/10/2021 | 35 F o COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected

647662 20/10/2021 | 35 M o COMIRNATY o
COVID-19
vaccine
(tozinameran)
- Suspected

648203 21/10/2021 | 35 F e COMIRNATY
COVID-19
vaccine
(tozinameran)
- Suspected °
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Important information on the Database of Adverse Event Notifications - medicines
About the Database of Adverse Event Notifications (DAEN) - medicines

e The DAEN - medicines contains information from reports of adverse events that the TGA has received in relation to medicines including
vaccines used in Australia.

e The DAEN - medicines does not contain all known safety information about a particular medicine. Please do not make an assessment
about the safety of a medicine based on the information in the DAEN - medicines.

The TGA medicine safety monitoring program

More information about the DAEN - medicines and the TGA medicines safety monitoring program is available at:

Source: https://apps.tga.gov.au/PRO EN/daen-report.aspx Created 11-04 at 20:29
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e About the DAEN - medicines (//www.tga.gov.au/safety/daen-about.htm
e Medicines safet www.tga.gov.au/safety/information-medicines.htm

You are encouraged to report an adverse event suspected of being related to a medicine used in Australia. Reports of adverse events in relation to medicines and

vaccines can be reported using the 'blue card' reporting form (/www.tga.gov.au/safety/problem.htm), by phone (//www.tga.gov.au/safety/problem.htm) and online
(//www.tga.gov.au/safety/problem.htm).

Other useful sources of information on Australian medicines

More information about a medicine is available from the Product Information (PI) (//www.tga.gov.au/hp/information-medicines-pi.htm) and Consumer Medicine

Information (CMI) (//www.tga.gov.au/consumers/information-medicines-cmi.htm) leaflet or the labelling of the medicine. Australian Public Assessment Report for
Prescription Medicines (AusPARSs) (//www.tga.gov.aw/industry/pm-auspar.htm) for some prescription medicines, are also available from the TGA website
(//Wwww.tga.gov.au).

Your health professional can also provide help and assistance on how to use medicines.
Information on medicines used in Australia is available from NPS MedicineWise (http:/www.nps.org.au).

About the release of this information

While reasonable care is taken to ensure that the information is an accurate record of the adverse events reported to the TGA, the TGA does not guarantee or warrant
the accuracy, reliability, completeness or currency of the information or its usefulness in achieving any purpose.

To the fullest extent permitted by law, including but not limited to section 61A of the Therapeutic Goods Act 1989, the TGA will not be liable for any loss, damage,
cost or expense incurred in or arising by reason of any person relying on this information.

Copyright restrictions (/www.tga.gov.au/about/website-copyright.htm) apply to the DAEN - medicines.

Copyright (//www.tga.gov.au/copyright) | Privacy (//www.tga.gov.au/privacy) | Disclaimer (//www.tga.gov.au/disclaimer)
| Security (//www.tga.gov.ausecurity) | Acronyms & glossar: www.tga.gov.au/acronyms-glossar | Sitemap (//www.tga.gov.au/sitemap)
| A-Z quide (//www.tga.gov.au/z-quide) | Contact the TGA (//www.tga.gov.au/contact-tga)

Source: https://apps.tga.gov.au/PROD/DAEN/daen-report.aspx Created 2021-11-04 at 20:29
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