TGA — adverse events reports

* Scientific / Marketing approach

Kim Burgess

* B. App Sci: Scientific Information Services (majors: Numerical / Programming)

e 29 years running Market Research business
* Community Consultation / Customer & Member Satisfaction
* Data collection, analysis and reporting: for management decision making
» Data analyst/ database programming/ customised and automated reporting
 Text analytics/ Coding
* Field manager/ Data collection/ Observations/ Surveys
e Data mapping, matching (linking of customer data to survey data)
e Design of methodology
* Development of presentations — for audience
* Sub-contract to industry/ ‘trouble-shooter’



e Overseas data = governments and universities ! ! !

“Cases” and PCR tests ™t ™

COVID-19by age group and sex COVID-1by age group and sex m

This graph shows the number of confirmed COVID-19 cases for males and females by age This graph shows the number of COVID-19 deaths for males and females by age group since
group since 22 January 2020. 22 January 2020.
Source: WMNDSS data 1/8/2020 Source: NNDSS data 01/08/2020
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“Trust the Science” veve e

e Science censored — one information source

* New scientific methods / Pandemic plans ignored




Data Collection

* PCR tests
* Sign-in protocols / Covid app/ QR coding

* 5 km restriction/ work permits/ travel permits

 Surveillance — cameras/ police/ on-line surveillance

Covid live database — (cases and deaths)

* Age

 Gender

Postcode
Melbourne LGA
Aged-care residents (moved, then removed)
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Excess Deaths - By Country - 2020 to 2022 (to week 44)
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G OVt re p O rtS - Data Source: https://www.tga.gov.au/database-adverse-event-notifications-daen

[ Medicine summary 1

List of reports

List of reports
Medicine summary

Further information about the list of reports
The medicine summary groups reported adverse events together. Patients may have reported multiple

adverse events. Information on printing_search results

Sort by: | Report date - earliest first VI Print version of this
report

Further information about the medicine summary

Information on printing_search results

Gender MedDRA reaction terms
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TGA DAEN (Database of Adverse Events Notifications):

e Monitor approved medications

* Negative adverse events = halt of use and investigation

* Not designed to collect ‘experimental’ data

Reporting to TGA

11. Medicine and vaccine adverse event reporting

Over half % (52%) of reports within 2 days (48 hours)

Table 42
to 31 December

2020

2021

1 July to 31 December

Source of notifications of medicine and vaccine adverse reaction for 1 July

Nearly three quarters % a week (7 days)

And for the subset of people of died:

Accepted cases total 12,340 (96%) 78,544 (96%) TOtaI X 6-4 s —
- Percentage of 'Sudden’ AEs w/Death as per timeframe from injection
Reports by health professionals (total) 2,445 6,706
Medical practitioners 569 2,850 Pharmacists ol 74.1% of reports within 7 days
Ehagists e Jisot X1 52.1% of reports within 48 hours
Nurses 363 1,280 g ’
Others 113 5 41.5% of reports within 24 hours
Unknown 71 Patient/ consumer :f’;
Patients/consumers 462 19,769 X 42 E Tl
Pharmaceutical companies 7,978 9,514 ‘§
State and Territory health departments 1,406 42,456 g v
Other source 49 99 X30
d dra % 8 4%
Total received 12,815 81,417 - q ; ;
Average number of reports received weekly 493 3,131 ’ Numb:a? of days between injection arfg onset *
Vaccine reports included in this table 1,727 73,238 o ierbinlbitininidil eckiou aiio



2021 Reporting rates

TGA Reports of Death (Covid-19 medicines) by Month
"The Crosses"
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Treatments NOT recommended for Covid 19*

Hydroxychloroquine

199 cases total — 48 suspect

5 — Casw
20 1
15 4
10 - Peaks
29t April 2020
5 12th May 2020
_MA_AA—
01— T T r T r T r T
i1 oY

o

o8 LI
10\"6 10\% 79\% _p\ﬁ ,@‘1’0 ‘@10

Case Report
number entry date
494129 29/04/2020
494130 29/04/2020
494140 29/04/2020
494142 29/04/2020
494132 29/04/2020
494143 29/04/2020
494124 29/04/2020
494125 29/04/2020
494126 29/04/2020
494134 29/04/2020
494139 29/04/2020

495378 12/05/2020
495386 12/05/2020
495390 12/05/2020
495348 12/05/2020
495364 12/05/2020
495371 12/05/2020
495374 12/05/2020
495363 12/05/2020
495373 12/05/2020
495376 12/05/2020
495365 12/05/2020
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Age (yrs) Gender
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MedDRA reaction terms

[Maculopathy, Retinal toxicity]

[Maculopathy, Retinal depigmentation, Retinal toxicity]
[Maculopathy, Retinal depigmentation, Retinal toxicity]

[Maculopathy, Retinal toxicity]

[Maculopathy, Retinal depigmentation, Retinal toxicity]
[Maculopathy, Retinal depigmentation, Retinal toxicity]

[Maculopathy, Retinal toxicity]

[Maculopathy, Retinal depigmentation, Retinal toxicity]
[Maculopathy, Retinal depigmentation, Retinal toxicity]

[Maculopathy, Retinal toxicity]
[Maculopathy, Retinal toxicity]

[Maculopathy, Retinal toxicity]
[Maculopathy, Retinal toxicity]
[Maculopathy, Retinal toxicity]
[Maculopathy, Retinal toxicity]
[Maculopathy, Retinal toxicity]
[Maculopathy, Retinal toxicity]
[Maculopathy, Retinal toxicity]
[Maculopathy, Retinal toxicity]
[Maculopathy, Retinal toxicity]
[Maculopathy, Retinal toxicity]
[Maculopathy, Retinal toxicity]

Blake Downward (Adelaide)

Analysis of TGA DAEN (1/1/2018 —31/3/2022)

Doxycycline

162 cases total — 49 suspect

Ivermectin
—— Case number
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Report entry date
e Report — Age Gender MedDRA reaction terms
numberentry date (yrs)
6891763/01/2022 - - [Anaemia, Aspergillus infection, Atrial fibrillation, Cytopenia, Febrile neutropenia, Haemorrhage, Infection, Neutropenia, Thrombocytopenia]
7038451/02/2022 - _ [Anaemia, Aspergillus infection, Atrial fibrillation, Autologous haematopoietic stem cell transplant, Cytopenia, Disease progression, Febrile
neutropenia, Haemorrhage, Infection, Neutropenia, Thrombocytopenia]
7049453/02/2022 - - [Anaemia, Aspergillus infection, Atrial fibrillation, Cytopenia, Febrile neutropenia, Haemorrhage, Infection, Neutropenia, Thrombocytopenia]
7049433/02/2022 - - [Anaemia, Aspergillus infection, Atrial fibrillation, Cytopenia, Febrile neutropenia, Haemorrhage, Infection, Neutropenia, Thrombocytopenia]
7049463/02/2022 - - [Anaemia, Aspergillus infection, Atrial fibrillation, Cytopenia, Febrile neutropenia, Haemorrhage, Infection, Neutropenia, Thrombocytopenia]
7049483/02/2022 - ) [Anaemia, Aspergillus infection, Aspergillus test, Atrial fibrillation, Cytopenia, Febrile neutropenia, Haemorrhage, Infection, Neutropenia,
Thrombocytopenia]
7049443/02/2022 - - [Anaemia, Aspergillus infection, Atrial fibrillation, Cytopenia, Febrile neutropenia, Haemorrhage, Infection, Neutropenia, Thrombocytopenia]
7054154/02/2022 - _ [Anaemia, Aspergillus infection, Atrial fibrillation, Cytopenia, Dysphagia, Febrile neutropenia, Haemorrhage, Infection, Neutropenia,
Thrombocytopenia]
7054434/02/2022 - - [Anaemia, Aspergillus infection, Atrial fibrillation, Cytopenia, Febrile neutropenia, Haemorrhage, Infection, Neutropenia, Thrombocytopenia]
7054584/02/2022 - ) [Anaemia, Aspergillus infection, Atrial fibrillation, Cytopenia, Disease recurrence, Febrile neutropenia, Haemorrhage, Infection, Neutropenia,
Thrombocytopenia]
7054554/02/2022 - ) [Anaemia, Aspergillus infection, Atrial fibrillation, Cytopenia, Disease progression, Febrile neutropenia, Haemorrhage, Infection, Neutropenia,
Thrombocytopenia]
7054564/02/2022 - ) [Anaemia, Aspergillus infection, Atrial fibrillation, Cytopenia, Febrile neutropenia, Haemorrhage, Infection, Neutropenia, Poisoning,
Thrombocytopenia]
7054574/02/2022 - ) [Anaemia, Aspergillus infection, Atrial fibrillation, Cytopenia, Febrile neutropenia, Haemorrhage, Infection, Neutropenia, Poisoning,
Thrombocytopenia]
7054594/02/2022 - - [Anaemia, Aspergillus infection, Atrial fibrillation, Cytopenia, Febrile neutropenia, Haemorrhage, Infection, Neutropenia, Thrombocytopenia]
7054664/02/2022 - - [Anaemia, Aspergillus infection, Atrial fibrillation, Cytopenia, Febrile neutropenia, Haemorrhage, Infection, Neutropenia, Thrombocytopenia]
7054724/02/2022 - - [Anaemia, Aspergillus infection, Atrial fibrillation, Cytopenia, Febrile neutropenia, Haemorrhage, Infection, Neutropenia, Thrombocytopenia]



Hydroxychloroquine — Top 10 Reported Reactions
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Doxycycline — Top 10 Reported Reactions
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Analysis of TGA DAEN (1/1/2018 —31/3/2022)

Appear in Top 10 as a result of ‘spam’

Blake Downward




Data manipulation ¥ t*t®

* “Medicine Summary” does not match “List of reports”
* Some reactions listed under 2 different MedDRA system organ classes
* Delay in release of reports — weekly totals much lower than actual

oan

* Modification and removal reports / “”public” vs “shadow” database
* Lack of download options/ live changes/ continued modifications
* No reporting other than “Medicine Summary”

* Lack of detail/ missing data

* Apparent ‘targeting’ of reports by reaction dden dez
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MedDRA reaction term (22/10/23)
Guillain-Barre syndrome

List of reports
176

Medicine summary
171

MedDRA reaction term (29/10/23)

List of reports

Medicine Summary

Intermenstrual bleeding 170 108 -62
Swelling of eyelid 27 15 -12
Thrombosis with thrombocytopenia syndrome 145 135 -10
Heavy menstrual bleeding 384 374 -10
Cutaneous vasculitis 10 1 -9
Immune thrombocytopenia 103 94 -9
Incorrect route of product administration 11 3 -8
Death 9 4 -5
MedDRA reaction term (5/11/23) List of reports Medicine Summary Change
Thrombophlebitis superficial 212 72 -140
Metrorrhagia 8 1 -7

Total Cases Removed

THORACIC/CARDIAC PULMONARY 177 72.24%

Coronary Inflammatory disorders 161 65.71%

Myocarditis 17.55%

Pericarditis 127 51.84%
MedDRA reaction term (26/11) List of reports Medicine Summary Change
Guillain-Barre syndrome 193 184 -9
Pulmonary embolism 1,283 1279 -4
MedDRA reaction term (31/12/23) List of reports Medicine Summary Change
Pericarditis 2,410 2,389 -21
Pulmonary embolism 1,374 1,363 -11
Cerebrovascular accident 412 404 -8
Thrombocytopenia 747 740 -7

MedDRA reaction term (3/12/23) List of reports  Medicine Summary  Change
Vaccination error 737 730 -7
Expired product administered 99 93 -6
Incorrect route of drug administration 8 2 -6




TGA adverse events for ‘covid’ medicines to 31/12/21:

Gender

Medicine type

Female,
67,705, 66%

COMIRNATY
COVID-19 COvID-19
vaccine, Vaccine
54,828, 53% AstraZeneca,
44,572, 43%
Male,
31,797, 31%
Spikevax\ CQV|D'19 Unspecified,
covip-19  \-Vaccine (TNS), 3,426, 3%
vaccine, 463, 1%
3,220, 3%
Adverse Events Reported by Medicine
7,000
6,000
5,000
4,000
3,000
2,000
1,000
0 0—0-0-0-0-0-0-0-0-0-0-0
S RO N R Q QS S D
\@@@\V‘\@@@\\@\\\\\\@\\\V \‘°c,eQ\°o°o\$\$\$\ «
o \»v\%\\\@\’”\’»%" '»°>°>°>\ D0
& \g»\ R R R T T N G R PEIRE
N &« s"&‘*****&&*@*\&@*@*@*gesese\&@e

@@= COMIRNATY COVID-19 vaccine ==@==COVID-19 Vaccine AstraZeneca ==@==COVID-19 Vaccine (TNS) Spikevax COVID-19 vaccine

18,000
16,000
14,000
12,000
10,000
8,000
6,000
4,000
2,000

12,000

10,000

8,000

6,000

4,000

2,000

0

Age
16,710
16,159 ’
15,091 15,826
10,875 11,668
8,710
2,853 3,137
1,085
51 25 I I 738
|| ]
<5yrs 5-11yrs 12-17yrs 18-19 20-29 30-39 40-49 50-59 60-69 70-79 80-89 90+yrs Not
yrs yrs yrs yrs yrs yrs yrs yrs specified

H Male B Female B Unspecified

Age by Gender

10,788
5,333 5,2
4,43
3,4
1,919
1,47/439

46373 73 97 #81 15

2083 9142 I 40 49 53 I 85 235°3)
| ] | |
<5yrs 5-11yrs 12-17yrs 18-19 20-29 30-39 40-49 50-59 60-69 70-79 80-89 90+yrs Not
yrs yrs yrs yrs yrs yrs yrs yrs specified




80+ by Gender
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< 18 by Gender
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18-39 by Gender
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Medicine summary List of reports .
Hedicineisummary TGA MedDRA system organ class 102,928 Gemf:r?l dlsc.)rderzs and . 53,628
Do medne sammanygroypsepoited aduersereventstogetuer tatients may haveireporietmulinle General disorders and administration site conditions 53,628 admI.nIStratlon site conditions
Further information about the medicine summary Nervous system disorders 51,906 Pyrema 14,896 TerT1perature GIENTEE
Information on printing search resuits Musculoskeletal and connective tissue disorders 28,140 Fa.tlgl,!e - - 12,468 FaAt'gu‘e (Cc-)mmon réSponse)
e 5 R Gastrointestinal disorders 24,139 ?Ii?l::stlon site reaction 191’727921 ITrzemc;:’r::L':rZ (::ncgt;on)
Respiratory, thoracic and mediastinal disorders 15,241 - 2 : :
o Skin and subcutaneous tissue disorders 13,720 Chest pain : 8,830 |[Thoracic/ Cardiac Pulmonary Symptoms
e : - Cardiac disorders 10,421 Nervous system disorders 51,906
—— e 65 o ” . e 6,695 H.eaf:lache 27,233 |Headache (Neurological)
dGI:::::soraers e e — — : Investigations 6,424 E;ﬁ]l‘:fss 18,222 Vertigo (Common Response)
k< e Blood and lymphatic system disorders 4,903 gY - ' Lethargy (Common Response)
Gereralidisordersiaid. | ChesEipain 364 354 2 Infections and infestations 4,749 Paraesthesia 5,627 _|Numbness (Other Neurological)
- Psychiatric disorders 4,533 Musculoskeletal and 28.140
Nervous sysam | pzness 300 295 . Eye disorders 4224 connective tissue disorders '
G:;,::.somers oril” | Eyradi % 553 n Injury, poisoning and procedural complications 3,086 Myalgia 16,946 |Muscular/ tendon
e Ear and labyrinth disorders 2,991 Arthralgia 10,446 |Pain
Reproductive system and breast disorders 2,465 Pain in extremity 3,893 [Extremities
Govt . Metabolism and nutrition disorders 2,173 Back pain 1,351 [Spinal symptoms
e ke e e Al 1,865 Gastrointestinal disorders 24,139
Renal and urinary disorders 878 Nausea 12,731 [GIT Symptoms
Hepatobiliary disorders 241 Vomiting 4,774 |GIT Symptoms
Pregnancy, puerperium and perinatal conditions 234 Abdominal pain 4,111 [GIT Symptoms
Neoplasms benign, malignant and unspecified (incl cysts and polyps) 178 Diarrhoea 4,078 [GIT Symptoms
Surgical and medical procedures 153 Paraesthesia oral 904 |Mouth
Endocrine disorders 130 Abdominal pain upper 873  |GIT Symptoms
Product issues 122 Swollen tongue 565 |Mouth
Social circumstances 93 Respiratory, thoracic and 15.241
Congenital, familial and genetic disorders 44 mediastinal disorders !
Dyspnoea 7,532 |Breathing
Cough 2,217 |Cough
Oropharyngeal pain 1,565 ([Throat-Upper GIT
Pulmonary embolism 1,375 |Pulmonary embolism (Clots/ Bruising/ Blood)
Rhinorrhoea 704  |Nose
Cardiac disorders | 10,421 Skin and subcutaneous tissue 13.720
. . Palpitations 3,964 |Coronary symptoms — Arrythmias disorders !
Reaction reSU|tS usl ng TGA Pericarditis 2,410 |Coronary inflammatory disorders Rash 4,542 |[Rash (Skin)
M ed DRA Syste m o rga nc | ass Tachycardia 1,956 |Coronary symptoms - Tachycardia Hyperhidrosis 2,324 |Sweating/ flushes (Temperature)
Myocarditis 1,119 |Coronary inflammatory disorders Pruritus 1,896 [|Allergic rash (Skin)
(28 C|a SseS) Atrial fibrillation 281 |Coronary symptoms— Arrythmias Urticaria 1,789 |Rash (Skin)
Myocardial infarction 218 |Coronary symptoms— Ischaemia Cold sweat 746  |Sweating/ flushes (Temperature)




3,300+

reactions

Reaction
21,220 (20.6%)

Eyes = 4,106 (4.0%)

Ears = 1,981 (1.9%)

Mouth = 2,998 (2.9%)

Registered Nurse —
- Teena Santerelli (Newcastle) 6,064 (5.9%)
Categorised all reactions into meaningful groups

Muscles/ Skeleton

18,399 (17.9%)

Gastrointestinal Disorders
25,444 (24.7%)

Consciousness/ Neurological
45,174 (44.4%)

Face = 1,014 (1.0%)

Nose = 2,197 (2.1%)

Central Nervous System
2,339 (2.3%)

Respiratory Tract
14,913 (14.5%)

horauc/ Cardiac Pulmonary
19,145 (18.6%)

Organs/ Glands = 1,728 (1.7%)

Reproductive = 2,646 (2.6%)

Grou ped into 122 catego ries | > Urinary Tract Disorders = 834 (0.8%)

Temperature
25,477 (24.8%)

Skin

11,543 (11.2%)

Extremities
5,686 (5.5%)

Common Response
34,234 (33.3%)

’I
Autoimmune Symptoms
6,640 (6.5%)

Homeostatis - Blood = 3,866 (3.8%)
Infection = 1,871 (1.8%)

Pain/ Swelling
13,590 (13.2%)

Unresponsive = 91 (0.1%)

TGA Adverse Events Reports for

vid Medicines: 2021

1/1/21-31/12/21: List of reports analysis n = 102,928




‘ Consciousness/ Neurological CONSCIOUSNESS/ NEUROLOGICAL 45,714
0,
45,174 (44%) NEUROLOGICAL 29,929 Headache =
Neurological - Headache 28,694 60% of “Consciousness/ Neurological” /'b?(bdﬁ'&l’ly
Headache 27,273 - 26% of ALL REPORTS . P
/ncrease then
Adverse Reactions Reported for Covid Medicines - Consciousness/ Neurological Steady decline
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' - - 180 156
Neurological - Facial 1,049 160 152
Bell's palsy 530 140
Facial paralysis 419 120
Nerve/ neurological 370 100
Demyelination 93 80
Electric shock sensation 84 46;3
Neurological - Injury 95 50
Increase in ather Neurological - Infection 23 0
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Consciousness/ Neurological

45,174 (44%) CONSCIOUSNESS/ NEUROLOGICAL 45,714 Taste 1,561
OTHER NEUROLOGICAL 15,435 Speech 704
Numbness 6,765 Autoimmune/ Neurlogical disease 327
Paraesthesia ("pins and needles") 5,627 Guillain-Barre syndrome 227
Balance/ consciousness 4,045 Multiple sclerosis 22
Syncope (loss of consciousness) 2,894 Paralysis 170
Hypoaesthesia (abnormal sensory response) 1,737
Balance disorder 383
Seizure 3,835
Tremor 1,395
Muscle spasms 890

Adverse Reactions Reported for Covid Medicines - Other Neurological
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e=@==(OTHER NEUROLOGICAL =@=Numbness ==@==Balance/ consciousness Seizure



CONSCIOUSNESS/ NEUROLOGICAL | 45,714| |Sensitivity 1,161 12.0%
) . CONSCIOUSNESS 9,493| |Hypersensitivity 638 o 0%
Consciousness/ Neurological IV impairment 4,685| |Photophobia 422 8.1%
45,174 (44%) Presyncope (near fainting) 2,581| |Change 1,029  80% 6% 8%
Confusional state 870] |Feeling abnormal 1,004 6o0% 4% 5.2%
Sleep 1,864 7o, A% 3%4.0%
Insomnia 1,403 4.0% I i I .
Mood 1,712 2.0% II I I e
- 0.3%.3%
Anxiety 876 0.0% [ [——
Panic attack 104 Balance/ consciousness  Mental impairment Pallor (Skin)

<18 m18- m30-49 m50-69 m70+

Adverse Reactions Reported for Covid Medicines - Consciousness
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«=@==CONSCIOUSNESS ==@==\lental impairment ==@==Sleep Mood  ==@==Sensitivity ==@==Change



Large intial
Increase
then decline

20% 18%

17%
Common Response COMMON RESPONSE 34,234 18% 16%
B o . o 15%
34,234 (33%) Fatigue 15,757 16% 15% 15% 1%
Fatigue 12,468 14% .
Malaise 3,359 1204 / _—
Vertigo 11,707 10% 8% 8% 8% ==~ o
8% e
Dizziness 10,693 6% 6%
Vertigo 1,169 4%
Lethargy 11,440 29%
Lethargy 10,433 0%
Fatigue Vertigo Lethargy
m<18 ®1829 mW30-49 m50-69 W70+
Adverse Reactions Reported for Covid Medicines - Common Response
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«=@=COMMON RESPONSE  ==@==Fatigue ==@==\ertigo Lethargy



Temperature TEMPERATURE 25,477
25,477 (25%) Temperature change | 22,414
Pyrexia 14,896
Chills 9,772
Sweating/ flushes 4,502
Hyperhidrosis 2,324
Flushing 785
Cold sweat 746
Dehydration 372
Thirst 212
Dehydration 141

Adverse Reactions Reported for Covid Medicines - Temperature
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Gastrointestinal Disorders

25,444 (25%)

Large intial increase
then steady decline
Lxcline is aue to decline

I',7 "

ans”

3,000

2,500

2,000

1,500

1,000

500

GASTROINTESTINAL DISORDERS 25,444 GIT Vascular/ Haemorragic 259
GIT Symptoms 21,729 Rectal haemorrhage 88
Nausea 12,731 Lower GIT 135
\Vomiting 4,774 Gastrointestinal disorder 27
Abdominal pain 4,111 _— ”G?:’-crsoyinmtzgc)iw:l:iisorders" Weight increase/ hunger 55
Diarrhoea 4,078 Weight increased 22
Throat - Upper GIT 3,882
Oropharyngeal pain 1,565
Throat tightness 703
GIT Infection/ inflammation 574
Gastrooesophageal reflux disease 116

Adverse Reactions Reported for Covid Medicines - Gastointestinal Disorders
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«=@==GASTROINTESTINAL DISORDERS =@=—GIT Symptoms ==@==Throat - Upper GIT GIT Infection/ inflammation



Reaction REACTION 21,220
21,220 (21%) Injection site 18,009
Injection site reaction 11,291

Injection site pain 4,358

Adverse Reactions Reported for Covid Medicines - Reaction
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21,220 (21%)

Lateincrease in
“Bro” and Adverse
Bent Lhspedified”

@ Reaction

300
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REACTION 21,220 Drug reaction 172
Error 1,377 Sepsis 86
Vaccination error 1,004 Treatment/ investigation required 42
Expired product administered 191 Hospitalisation 32
Product administered to patient of inappropriate age 129 Allergy 35
Wrong product administered 115 Seasonal allergy 21
Anaphalactic 1,144 Ineffective 14
Anaphylactic reaction 1,107 Drug ineffective 12
Adverse event unspecified 598

Adverse event following immunisation 516

20 2% 19

Adverse Reactions Reported for Covid Medicines - Reaction
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REACTION 21,220

Error 1,377 REACTION _ 21,220
Vaccination error 1,004 Agverse eventfurlilspe.afu'ad _ 528
Expired product administered 191 Adverse event following immunisation 516

3 :
Product administered to patient of inappropriate age 129 ”AiIGA of repo:cs :,thh'
Wrong product administered 115 verse event rollowing

Most reparted reaction where immunisation”
the autconre was death had an outcome of death

Fatients under 18 years of age were 8 times
more likely torepart an “Gra” than others

MedDRA system organ class | MedDRA reaction term Number of Cases with a Casesw s death

cases single suspectea ! was a re| - rted
Error (REACTION) e N2
0, Jb~:
9? 8% hjury, poisoning and procedural Adverse event following immunisation
8% COMpTCires
7% Respiratory, thoracic and mediastinal  Dyspnoea 1,143 7,556 75
6% disorders
5% Cardiac disorders Cardiac arrest 118 110 68
4% Respiratory, thoracic and mediastinal Pulmonary embolism 1,375 1,317 65
3% disorders
2:A 1% 1% 1% Nervous system disorders Cerebrovascular accident 404 386 58
(1);’ . - | C-_eneral dj;orders and administration Concomitant disease progression 82 76 54
b site conditions
<18 C— 18-29 30-49 50+ Blood and lymphatic system Thrombocytopenia 753 716 47
disorders
—
<18
Error 224
Vaccination error 187
Product administered to patient of inappropriate age 86
Wrong product administered 48 Search summary counter
Medication error 11 d - — 18% of “Reports deaths” had
Expired product administered 4 Reports (cases) Single suspected medicine Reported deaths “Adverse event following
Inappropriate schedule of product administration 4 102,761 100,974 747 immunisation”
IU”derdOS;-‘ . - i as a reaction
ncorrect dose administere
133 of 747 — see above
Product administered at inappropriate site 1 ( )
Product administration error 1
Wrong drug administered 1

NB: Screenshots were taken in 2023 — therefore some reports have been deleted



Thoracic/ Cardiac Pulmonary THORACIC/CARDIAC PULMONARY 19,145
(19%) OTHER THORACIC/CARDIAC PULMONARY 13,828
Thoracic/ Cardiac Pulmonary Symptoms 11,314
Chest pain 8,830
Chest discomfort 3,285 Thoracic/ Cardiac Pulmonary Symptoms” =
Coronary Inflammatory disorders 3,476 82% of “Other Thoracic/ Cardiac Pulmonary”

Seady increase

11% of ALL REPORTS

Adverse Reactions Reported for Covid Medicines - Thoracic/ Cardiac Pulmonary
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e=@==THORACIC/CARDIAC PULMONARY ==@=0OTHER THORACIC/CARDIAC PULMONARY ==@=Thoracic/ Cardiac Pulmonary Symptoms

Chest pain ==@== Chest discomfort e Coronary Inflammatory disorders



Thoracic/ Cardiac Pulmonary THORACIC/CARDIAC PULMONARY 19,145  |Cardiac disorders 532

(19%) OTHER THORACIC/CARDIAC PULMONARY 13,828 Pericardial effusion 162
Coronary Inflammatory disorders 3,476 Cardiac arrest 151
Pericarditis 2,410 Cardiac arrest (58% resulted in death) 110
Myocarditis 1,119 Coronary Vavular Disorders 20

Adverse Reactions Reported for Covid Medicines - Coronary Inflammatory Disorders
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Rates of Thoracic/ Cardiac Pulmonary by Age and Gender
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27%
23%
14%
I 10%

Thoracic/ Cardiac Pulmonary
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17%
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27%

22%
17%
9%
I 6%
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Thoracic/ Cardiac Pumonary
Symptoms

m<18 18-29 m30-49 m50-69 W70+

18%

12%

Other Thoracic/ Cardiac
Pulmonary

14%

10%

Thoracic/ Cardiac Pumonary
Symptoms

B Male HFemale

11%
8%
4%
1% 1%
-

Coronary inflammatory
disorders

6%

/.

Coronary inflammatory
disorders

Under 18 years reported the higher rates for:
“Thoracic/ Cardiac Pulmonary” reactions (32%), especially:
* “Other Thoracic/ Cardiac/ Pulmonary” (27%)

* “Thoracic/ Cardiac Pulmonary Symptoms” (22%)

e “Coronary inflammatory disorders” (11%)

Males reported the higher rates for:
“Thoracic/ Cardiac Pulmonary” reactions (23%), especially:
* “Other Thoracic/ Cardiac/ Pulmonary” (18%)

* “Thoracic/ Cardiac Pulmonary Symptoms” (14%)

e “Coronary inflammatory disorders” (6%)

**Consider reporting rates by Age and Gender when assessing these results



Thoracic/ Cardiac Pulmonary THORACIC/CARDIAC PULMONARY 19,145 Coronary Symptoms - Ischaemia 348
(19%) CORONARY SYMPTOMS 9,098 Myocardial infarction (13% resulted in death) 218

Coronary Symptoms - Arrythmias 4,845 Acute myocardial infarction (13% resulted in death) 99

Palpitations 3,964 Myocardial ischaemia (68% resulted in death) 23

Coronary Symptoms - Tachycardia 3,133 Coronary Symptoms - Bradycardia 225

Coronary Symptoms - Other 1,470 Coronary Symptoms - Muscle damage 87

Troponin increased 565 Cardiomyopathy 32

Electrocardiogram abnormal 275 Coronary Symptoms - Blockages 46

Electrocardiogram PR segment depression 17

Adverse Reactions Reported for Covid Medicines - Coronary Symptoms
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==@=THORACIC/CARDIAC PULMONARY ==@==CORONARY SYMPTOMS =@=Arrythmias Tachycardia ==@=— Other



Muscles/ Skeleton MUSCLES/ SKELETON 18,399

Muscular/ tendon 17,305
Myalgia (muscle aches & pain) 16,946
Muscle tightness 138
Musculoskeletal/ joint 1,342
Joint swelling 256

Bursitis 146 WSIP[BI‘EdfO
Joint stiffness 112 ’Mmlcd(eletaV

Fracture 33
- .
Jant” increasing
Adverse Reactions Reported for Covid Medicines - Muscles/ Skeleton
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Respiratory Tract
(14.5%)

Seady increase
peaks early ad late

RESPIRATORY TRACT

Breathing

Dyspnoea

Cough

Cough

1,600
1,400
1,200
1,000
800
600
400

200

S TR RS
PRSI
S S N A (A

\b'\/\pz\:)*b‘\:)\go
AR\ RN\

14,913 12% 0% 1%
RESPIRATORY TRACT SYMPTOMS | 9,741 Mainly Synptams 10% 10%
8,103 8% T
7,532 .
2,396
2,217 o
2%
“Beathing” increased nos, 0%

312

N

& \gb\\' o S

P L _ LA AN RN PP W @SS QO
W1 @ @ @ @ o (0 T e e e e o o

mﬂl'alaﬂy/'n [afe Breathing

W<18 m18-29 m30-49 m50-69 m70+

Adverse Reactions Reported for Covid Medicines - Respiratory Tract
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Respiratory Tract RESPIRATORY TRACT 14,913 RESPIRATORY TRACT ISSUES 1,523
(14.5%) RESPIRATORY TRACT INFECTIONS 4,749 Lower Respiratory Tract Issues 1,413
Upper Respiratory Tract Infections 4,050 Asthma 240
Influenza like illness 3,368 Upper Respiratory Tract Issues 114
Lower Respiratory Tract Infections 717 Laryngitis 61

Pneumonia (10% resulted in death) 337

Lower respiratory tract infection 287

Covid-19 50

Adverse Reactions Reported for Covid Medicines - Respiratory Tract
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«=@=PAIN/ SWELLING ==@==Pain

Pain/ Swelling PAIN/ SWELLING 13,590 Mass/ cyst 146
13,590 (13%) Pain 12,222 Fluid 43
Arthralgia (pain in joint) 10,446
Pain 1,888
Swelling 1,150
Swelling 590
Angioedema (swelling) 471 " .
Arthritis 331 549///@’
Arthritis 107 and
“ ks
_ _ - _ _ Athritis’
Adverse Reactions Reported for Covid Medicines - Pain/ Swelling ; /
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=@==Swelling ==@= Arthritis
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Skin SKIN 11,543 “Rash” = Skin 885
11,543 (11%) Rash 7,993 69% of “Skin” Skin discolouration 97
Rash 4,542 Sensitive skin 96
Urticaria (hives) 1,789 Burning - skin 834
Allergic rash 1,921 Burning sensation 412
Pruritus (itchiness) 1,896 Neuralgia (shooting/ stabbing/ burning sensation) 325
Pallor 795
Cellulitis 290
Adverse Reactions Reported for Covid Medicines - Skin
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Skin
11,543 (11%)
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SKIN 11,543
Skin 885
Skin discolouration 97
Sensitive skin 96
Burning - skin 834
Burning sensation 412
Neuralgia (shooting/ stabbing/ burning sensation) 325
Pallor 795
Cellulitis L~ 290

“Cellulitis” reports declined,
after peaking in August

Adverse Reactions Reported for Covid Medicines* Skin Increasad
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e=@==Skin ==@==Burning - skin ==@==Pallor Cellulitis



Eyes = 4,106 (4.0%)

Ears = 1,981 (1.9%)

Mouth = 2,998 (2.9%)

FACE/ EYES/ EARS

11,204 (11%)

FACE/ EYES/ EARS | 11,204
EYES 4,106
MOUTH 2,998
NOSE 2,197
EARS 1,981
FACE 1,014

Seady increase

Adverse Reactions Reported for Covid Medicines - Face/ Eyes/ Ears
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Adverse Reactions Reported for Covid Medicines - Face/ Eyes/ Ears
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Adverse Reactions Reported for Covid Medicines - Eyes
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Adverse Reactions Reported for Covid Medicines - Mouth/ Nose

MOUTH 2,998 300 277277 83279974 272
X 250
Paraesthesia oral 904 - 234236 236 236 236 238 531 %6
Swollen tongue 565 223 Jon 205 222
Lip swelling 504 500 132
Dry mouth 285
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Autoimmune Symptoms
6,640 (6.5%)

AUTOIMMUNE SYMPTOMS 6,640
Lymph node 3,978
Lymphadenopathy 3,695

Pre-exisiting

1,554

Concomitant disease aggravated

1,402

Concomitant disease progression

75

White blood cell/ platelet

1,230

Thrombocytopenia

750

MedDRA reaction term Number of

cases

MedDRA system organ class

General disorders and administration 82

site conditions

Concomitant disease progression

Adverse Reactions Reported for Covid Medicines - Autoimmune Symptoms

66% of reports with
“Concomitant disease progression”
had an outcome of death

Cases with a Cases where death
single suspected | was a reported
medicine outcome
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Increased Aug
then decline

25% Yl 7
Clots/ Bruising/ Blood CLOTS/ BRUISING/ BLOOD 6,064 Haher inciderce in
6,064 (6%) Thrombosis 3,176 0% 20% ITH[$ 70.,.
0
Fibrin D dimer increased 1,494
Deep vein thrombosis 1,345 15%
Pulmonary embolism 1,406 11
(o]
Pulmonary embolism 1,375 10% 10%
Bruising 1,049 6% 6%
. 5% ’ 4%
Contusion 774 5% °
° 3% 3%
Stroke 901 . 1% 2% 1o
Cerebrovascular accident 414 0% ] — - .
Vascular 352 CLOTS/ BRUSING/ BLOOD Thrombosis Pulmonary embolism Stroke
Haemorrhage/ coagulopath 126
g / g P y H70+M m50-69 M M Others
Clots 94
Adverse Reactions Reported for Covid Medicines - Clots/ Bruising/ Blood
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Extremities EXTREMITIES 5,686
5,686 (5.5%) Pain in extremity 3,893
Peripheral swelling 859

Adverse Reactions Reported for Covid Medicines - Extremities
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3,866 (3.8%) Blood pressure 3,180
Hypertension 1,454
Blood pressure increased 776
Other - blood/ hormone 478
Blood creatine phosphokinase increased 45
Hyperthyroidism 44
Diabetic/ glucose 279 ’G/H':HWW”
Blood glucose increased 92 ‘I' I ng
Adverse Reactions Reported for Covid Medicines - Homeostatis - Blood
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Reproductive REPRODUCTIVE 2,646

2,646 (2.6%) Menstrual disorder 1,959 o - y
Menstrual disorder 1,553 Mlm’ W
Reproductive symptoms 277 'nd[ md 4
Groin pain 118 / n
Abertion 184 ‘Reparts of death”
Abortion spontaneous 157
Pregnancy/ birth defects 142
Reproductive disorders 116
Reproductive infections 71

Adverse Reactions Reported for Covid Medicines - Reproductive
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“Rare” reactions:
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8-Oct

2.1%

15-Oct

3.6%
2.5%
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4.4%

Reproductive

Hm<18 m18-29 m30-49 50-69 W70+ HNA

"Abortion spontaneous" reports released late

22-Oct 29-Oct 5-Nov 12-Nov

Rarel adjective
(of an event, situation, or condition) not occurring very often.

Abortion

184

Abortion spontaneous

157

Stillbirth

10

Foetal death

Abortion induced

Abortion threatened

Abortion missed

Abortion spontaneous incomplete

Product delivery mechanism issue

Rl |= N w|o

120

100

80

60

40

20

12.0%

10.0%

8.0%

6.0%

4.0%

2.0%

0.0%

103

37

Abortion

m<18 18-29 m30-49

0.3% 0.3%
I

50-69 m70+ mNA

Abortion

m<18 m18-29 m30-49

50-69 m70+ mMNA



Birth Rate by Month in Australia Visualised
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Central Nervous System CENTRAL NERVOUS SYSTEM 2,339
2,339 (2.3%) Spinal Symptoms 2,253
Back pain 1,351
Neck pain 927 “Spinal Symptoms” =
Spinal Infections 48 96% of “Central Nervous System”
Myelitis transverse 24
Spinal Disorders 43
Intervertebral disc protrusion 11
Spinal Cord Procedures 6

Adverse Reactions Reported for Covid Medicines - Central Nervous System
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Infection INFECTION 1,871
1,871 (1.8%) Herpes 1,335
Herpes zoster (shingles) 1,084
Oral herpes 129
Infections/ bacteria/ viral 551
Inflammation 168
Viral infection 95
Infection 59

“Infections/ bacteria/ viral”

continues nareasing
Adverse Reactions Reported for Covid Medicines - Infections
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Seady increase

Organs/ Glands

1,728 (1.7%)
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ORGANS/ GLANDS 1,728
Liver 525
C-reactive protein increased 257
Other organ/ glands 500
Appendicitis 145
Pancreatitis 72
Kidney 416
Renal pain 120
Breast 360
Breast pain 171
Breast swelling 62

Q\&E

Adverse Reactions Reported for Covid Medicines - Organs/ Glands
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Urinary Tract Disorders
834 (0.8%)

Unresponsive
91 (0.1%)

URINARY TRACT 834
Bladder/ Urinary Tract Symptoms 527
Urinary Tract Infections 178
Urinary Tract Bleeding 166
Urinary Tract Disorders 13
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UNRESPONSIVE

91

Unresponsive to stimuli

64

Coma scale abnormal

14

“Uresponsve”
aecline early

Adverse Reactions Reported for Covid Medicines - Urinary Tract & Unresponsive
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