Risk–benefit data
Provided to assess the risk-benefits of catching and/or dying from Covid-19 versus 
injury and/or death from provisionally approved Covid-19 vaccines for a woman in 
the 70–79 age bracket living in the Australian Capital Territory as at 17 March 2022.

Covid-19 Mortality in Australia
https://www.abs.gov.au/articles/covid-19-mortality-australia released 15 Feb 2022

Of the total 273,901 death registrations received by the ABS and certified by a doctor in Australia for the two-year period from January 2020 to 31 January 2022, 
· 2,556 deaths were from COVID-19, approx 1% of total deaths (Screenshot 1); and
· 208 deaths were of women in the 70–79 age bracket who have died from Covid-19, approx 0.076% of total deaths in the period (Screenshot 2); and
· 16 deaths from Covid-19 were in the ACT, approx 0.0058% of all total deaths in the period (Screenshot 2).

When taking into account that 17 deaths were recorded with the World Health Organization code U07.2 (suspected or clinical diagnoses of COVID-19 where testing is not completed or inconclusive) the percentage of Covid-19 deaths is 0.92% of total deaths.

When taking into account that pre-existing conditions were reported on death certificates for 1,776 (69.5%) of the 2,556 deaths due to Covid-19 (Screenshot 3), the percentage of Covid-19 deaths is 0.28% of total deaths.

When taking into account that 91.4% of the 2,556 deaths due to Covid-19 registered with the ABS had other conditions listed on the death certificate (Screenshot 4), the total number of death registrations from Covid-19 only is reduced to 220 deaths, the percentage of Covid-19 deaths is 0.08% of total deaths in Australia for the two-year period from January 2020 to 31 January 2022.

Covid-19 testing and cases*
https://www.health.gov.au/health-alerts/covid-19/case-numbers-and-statistics 

Two-year period from approx late January 2020-February 2022
· Total tests: 64,155,125 (Screenshot 5)
· Total cases: 3,039,280, 4.7% of total number tested (Screenshot 6)
· Total cases ACT: 55,321, 0.086% of total number tested (Screenshot 6)
· Total cases females 70–79: 29,726, 0.046% of total number tested (Screenshot 7)

ACT aged-care homes (Screenshot 8)
· 186 active and recovered cases, 0.0061% of total 3,039,280 cases
· 16 deaths, 0.00053% of total 3,039,280 cases
 
*These data appear on the Australian Department of Health website and are sourced from the National Notifiable Disease Surveillance System (NNDSS) data dated 8 March 2022. However, these data cannot be verified or interrogated as the NNDSS is currently being decommissioned and replaced. Note that the Department of Heath death records, which cannot be interrogated, do not correspond with the ABS officially recorded deaths, which have been certified by a doctor (see above). https://www1.health.gov.au/internet/main/publishing.nsf/Content/ohp-pub-datasets.htm  

Covid-19 Recovery Rate

Total recorded deaths 2,556 from Covid-19 as a percentage of the total recorded Covid-19 cases (3,039,280 see Screenshot 8) can be calculated to be 0.084%, which is a recovery rate from Covid-19 of 99.91%.

Total recorded deaths adjusted 220 from Covid-19 for people with no other health condition recorded on the death certificate, as a percentage of the total recorded Covid-19 cases (3,039,280 see Screenshot 8) can be calculated to be 0.007%, which is a recovery rate from Covid-19 of 99.993%.

TGA Covid-19 Vaccines Database of Adverse Events Notifications https://apps.tga.gov.au/PROD/DAEN/daen-new-search.aspx 

The Australian Department of Health reports that:
· 19,888,505 people have had at least one dose; and
· 19,511,428 (94.6% of those aged 16 or more) are fully vaccinated.
(Screenshot 7) https://www.health.gov.au/sites/default/files/documents/2022/03/covid-19-vaccine-rollout-update-8-march-2022_0.pdf 
All four Covid-19 vaccines – COMIRNATY (Pfizer) mRNA COVID-19 vaccine, COVID-19 Vaccine Vaxzevria AstraZeneca, NUVAXOVID (Novavax NVX-CoV2373) Covid-19 Vaccine, and Spikevax (Moderna) mRNA COVID-19 vaccine are only provisionally approved. 
During a one-year period from 22 February 2021 to 3 March 2022, the following is recorded (Screenshot 10) https://apps.tga.gov.au/PROD/DAEN/daen-new-search.aspx:
· 114,124 (0.578%) of those so far injected had recorded adverse events; and
· 783 (0.004%) of those so far injected had died.
Note that the Therapeutic Goods Administration (TGA) states on its website “It is generally acknowledged that adverse events are under-reported around the world, with estimates that 90-95% of adverse events are not reported to regulators. 
In recent years evidence has emerged that adverse event reports from consumers contain information that is useful for monitoring the safety of therapeutic products, but there is low awareness of available reporting systems.”  (Red bold added, Screenshot 11) https://www.tga.gov.au/media-release/new-web-service-helps-consumer-reporting-side-effects
Personal first-hand vaccine injury reports available https://t.me/covidvaccineinjuries

Covid-19 hospitalisation post vaccination
The NSW Government Covid-19 Weekly Surveillance Report published on 4 February 2022, shows that the vaccinated population accounted for 90% of hospitalisations in New South Wales between 26 November 2021 and 8 January 2022. 
This report shows that in New South Wales, there were a total of 3,022 hospitalisations (excluding aged 0-11 years not eligible for vaccination and those whose status is under investigation). Of these 3,022 hospitalisations, 315 were not-vaccinated, 80 were partly vaccinated, and 2,627 were fully vaccinated. (Screenshot 12) https://www.health.nsw.gov.au/Infectious/covid-19/Documents/covid-19-surveillance-report-20220120.pdf  
Based on 94.4% of people in New South Wales being fully vaccinated (Screenshot 13) https://www.health.nsw.gov.au/news/Pages/20220311_00.aspx, this data supports the conclusion that Covid-19 vaccination has conferred a marginal 4.4% advantage against hospitalisation.
Rates of vaccination and death from Covid-19 in the ACT
As at 15 June 2020, with the ACT’s primary vaccination coverage at 0.0%, the ACT recorded 3 deaths from Covid-19. (Screenshot 14) https://www.parliament.act.gov.au/__data/assets/pdf_file/0003/1562916/Chief-Health-Officer-Report-on-Status-of-Public-Health-Emergency-Due-to-COVID-19-15-June-2020.PDF
As at 3 February 2022, with the ACT’s primary vaccination coverage at 98.6%, the ACT recorded 34 deaths from Covid-19 (Screenshot 15) https://www.covid19.act.gov.au/__data/assets/pdf_file/0011/1964873/Weekly-epidemiological-update-1-to-6-March-2022.pdf 
Even when using the Australia Bureau of Statistics (Screenshot 2) record of 16 deaths from Covid-19 in the ACT to 31 January 2022, the increase in Covid-19 deaths in the ACT since the introduction of the Covid-19 vaccine appears disproportionate and counterintuitive, and raises questions. 
COVID-19 vaccine claims scheme
In Australia, Covid-19 vaccine manufacturers have full indemnity, including a guarantee they are not liable for any deaths, diseases, or disabilities caused by the use of their products. For the first time, the Australian Government established a vaccine claims scheme, acknowledging there is risk of injury from Covid-19 vaccinations. (Screenshot 16) https://www.health.gov.au/initiatives-and-programs/covid-19-vaccine-claims-scheme. 
The United States has operated the National Vaccine Injury Compensation Program (VICP) since 1988, and as of 3 January 2022, this program has paid out US$4.36 billion in compensation plus another almost half a billion dollars in legal fees paid out. (Screenshot 17) https://www.hrsa.gov/sites/default/files/hrsa/vaccine-compensation/data/vicp-stats-03-01-22.pdf  
The list of adverse events listed by the Australian Government for claims purposes under the scheme include the following clinical conditions as follows: anaphylactic reaction, thrombosis with Thrombocytopenia Syndrome, myocarditis, pericarditis, capillary leak syndrome, demyelinating disorders including Guillain Barre Syndrome (GBS), Thrombocytopenia, including immune Thrombocytopenia.
Pfizer documents made public

On 1 March 2022, the US Food and Drug Administration complied with a Court order to begin releasing approximately 400,000 pages of Pfizer documentation, which Pfizer had sought to suppress until 2097. 

One of these – 5.3.6 Cumulative Analysis of Post-authorization Adverse Events Reports – reports that within the first 90 days from the receipt of the first temporary authorisation for emergency supply of the Pfizer-BioNTech COVID vaccine (1 December 2020 – 28 February 2021):

· 1,223 vaccine-related deaths occurred; and
· 42,086 adverse event cases were reported.

(Screenshot 18 and page 7 of complete document here: https://childrenshealthdefense.org/wp-content/uploads/5.3.6-postmarketing-experience.pdf).

This document also reveals nine pages (Appendix 1 pp 30–38) of adverse events of special interest, including Covid-19 observed during that same period. 
(Screenshot 19) Full document at https://childrenshealthdefense.org/wp-content/uploads/5.3.6-postmarketing-experience.pdf). 

Pfizer had sought to prevent this document and hundreds of others from being publicly released until 2097. Currently, some 150 documents that the public can now download here. 

Pfizer Covid-19 Vaccine Still in Clinical Trial

The Pfizer BioNTech* Covid-19 vaccine is still in its clinical trial phase, with an estimated study completion date of 8 February 2024 (Screenshot 20) https://clinicaltrials.gov/ct2/show/NCT04368728 Other Covid-19 vaccine trials can also be found on this site using the search function.

*The US Food & Drug Administration notes the Pfizer BioNTech Covid-19 vaccine will be now be marketed as Comirnaty. (Screenshot 21) https://www.fda.gov/emergency-preparedness-and-response/coronavirus-disease-2019-covid-19/comirnaty-and-pfizer-biontech-covid-19-vaccine#comirnaty 

Additional information available on request
A thousand peer reviewed studies questioning Covid-19 vaccine safety are available here https://www.informedchoiceaustralia.com/post/1000-peer-reviewed-studies-questioning-covid-19-vaccine-safety.
Note this summary does not address data associated with evidence of the isolation of the SARS-CoV-2 virus (aka Covid-19), or the associated testing regimes such as the polymerase chain reaction (aka PCR), which raise additional questions.
Conclusion
The officially published data provided here – a miniscule fraction of what is readily available – indicates that the benefits being claimed for Covid-19 vaccinations do not match the available real-world data. The following specific evidence:
· the risk of someone living in an aged-care facility in the ACT catching Covid-19 has been 0.0061% over a two-year period; and
· the risk of someone living in the broader ACT community catching Covid-19 has been 0.086% over a two-year period; and
· the risk of death to a woman in the 70-79 age bracket from Covid-19 has been 0.076% over a two-year period; and
· the increase from three Covid-19 deaths with 0.0% vaccination rate to 34 deaths from Covid-19 in the ACT with a 98.6% Covid-19 vaccination coverage; and
· the overall Covid-19 recovery rate in Australia has been at least 99.91% over a two-year period; and 
· the risk of an immediate to short-term adverse event after having a Covid-19 vaccine has been 0.578% over a one-year period; 
· the risk of medium and long-term adverse events after having a Covid-19 vaccine is unknown; and
· all four Covid-19 vaccines are only provisionally approved; and
· the Pfizer Covid-19 vaccine is in Clinical Trial until February 2024; and
· official Pfizer Covid-19 Clinical Trial documents list hundreds of known adverse events of special interest, including Covid-19
supports the conclusion that a reasonable course of action is to wait until the completed Covid-19 vaccine clinical trial data are analysed before administering Covid-19 vaccines to a woman in the 70-79 age bracket living in the Australian Capital Territory. 
Questions to ask Ahpra registered health practitioners
1. Have you seen these data?
2. Do you consider these data to be true and accurate?
3. Has your registering body The Australian Health Practitioner Regulation Agency (Ahpra) in any way given you guidance, instructions, or any other form of direction in regards to what you can/cannot say about Covid-19 vaccinations?
a. (If yes) If you step outside those guidelines or instructions, do you risk being suspended, deregistered, or otherwise reprimanded or penalised for doing so?
b. (If no) What is your opinion of the safety and efficacy of the Covid-19 vaccinations?
4. How much are you paid to recommend and/or administer each Covid-19 vaccine?
5. Have any of your patients personally experienced any adverse reaction following a Covid-19 vaccine administered by you?
6. (If yes) Did you or that patient register their adverse reaction with the TGA Database of Adverse Event Notifications (DAEN)? 



7. (If yes) How did you find that process (for example, time-consuming, easy, confusing, trouble-free, anything else)?
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Risk-Benefit Data provided to assess the risk-benefits of catching and/or dying from Covid-19 versus injury and/or death from provisionally approved Covid-19 vaccines for a woman in the 70–79 age bracket living in the Australian Capital Territory as at 17 March 2022
Screenshot 1 https://www.abs.gov.au/articles/covid-19-mortality-australia 
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Screenshot 2 https://www.abs.gov.au/articles/covid-19-mortality-australia 
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Screenshot 3 https://www.abs.gov.au/articles/covid-19-mortality-australia
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Screenshot 4 https://www.abs.gov.au/articles/covid-19-mortality-australia
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Screenshot 5  https://www.health.gov.au/health-alerts/covid-19/case-numbers-and-statistics 
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Screenshot 6 https://www.health.gov.au/health-alerts/covid-19/case-numbers-and-statistics 
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Screenshot 7 https://www.health.gov.au/health-alerts/covid-19/case-numbers-and-statistics 

[image: ]









Screenshot 8 https://www.health.gov.au/health-alerts/covid-19/case-numbers-and-statistics
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Screenshot 9 https://www.health.gov.au/sites/default/files/documents/2022/03/covid-19-vaccine-rollout-update-8-march-2022_0.pdf
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Screenshot 10 https://apps.tga.gov.au/PROD/DAEN/daen-new-search.aspx 
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Screenshot 11 https://www.tga.gov.au/media-release/new-web-service-helps-consumer-reporting-side-effects
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Screenshot 12 https://www.health.nsw.gov.au/Infectious/covid-19/Documents/covid-19-surveillance-report-20220120.pdf  

[image: ]


Screenshot 13 https://www.health.nsw.gov.au/news/Pages/20220311_00.aspx
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Screenshot 14  https://www.parliament.act.gov.au/__data/assets/pdf_file/0003/1562916/Chief-Health-Officer-Report-on-Status-of-Public-Health-Emergency-Due-to-COVID-19-15-June-2020.PDF 
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Screenshot 15  https://www.covid19.act.gov.au/__data/assets/pdf_file/0011/1964873/Weekly-epidemiological-update-1-to-6-March-2022.pdf 
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Screenshot 16 https://www.health.gov.au/initiatives-and-programs/covid-19-vaccine-claims-scheme 
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Screenshot 17 https://www.hrsa.gov/sites/default/files/hrsa/vaccine-compensation/data/vicp-stats-03-01-22.pdf 
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Screenshot 18  https://childrenshealthdefense.org/wp-content/uploads/5.3.6-postmarketing-experience.pdf
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Screenshot 19 https://childrenshealthdefense.org/wp-content/uploads/5.3.6-postmarketing-experience.pdf
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Screenshot 20 https://clinicaltrials.gov/ct2/show/NCT04368728 
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Screenshot 21 https://www.fda.gov/emergency-preparedness-and-response/coronavirus-disease-2019-covid-19/comirnaty-and-pfizer-biontech-covid-19-vaccine
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Deaths due to COVID-19: Associated causes of death

COVID-19 was the underlying cause of death for 2,556 registered deaths that have been received by the ABS
oceurring up to 31 January 2022. The WHO defines the underlying cause of death as the disease or condition that
initiated the train of morbid events leading to death. Diseases and conditions reported on the MCCD that are not the
underlying cause of death are referred to as associated causes. Associated causes can be either:

«  Conditions listed in the causal sequence (the chain of events leading to death); or

«  Pre-existing chronic conditions, often listed in Part Il of the MCCD as ‘other conditions relevant to the
death!.

Examining conditions in the causal sequence can provide insights into how a disease progresses and leads to death.
Examining pre-existing chronic conditions provides an understanding of risk factors that might contribute to death
from a particular disease. Both can inform health prevention and intervention policies.

Most deaths due to COVID-19 have other conditions listed on the death certificate (91.4%). The table below shows
that just under half of all certificates had both a causal sequence and pre-existing conditions listed on the
certificate.

On average, deaths due to COVID-19 had 2.7 other diseases and conditions certified alongside the virus.

Number of deaths due to COVID-19 that had asso

ted conditions (a) (b) (c) (d) (e)

Reported with: No. of deaths. Percent (%)

Reported alone on certificate 220 86
Reported with causal sequence of events only 560 219
Reported with pre-existing chronic conditions only 604 236

Reported with causal sequence of events and pre-exi

ing chronic conditions 072 459

a. This table only includes information on registered deaths due to COVID-19. Numbers of deaths will differ to disease surveillance
systems.

b. Information on deaths due to COVID-19 include deaths that occurred and were registered by 31 January 2022.

c. Deaths due to COVID-19 in this report have an underlying cause of either ICD-10 code U07.1 COVID-19, virus identified or U07.2
COVID-19, virus not identified.

d. This data s provisional and will change as additional data is received.

e. Refer to methodology for more information regarding the data in this graph.




image4.png
File Edit View History Bookmarks Tools Window Help Q03®9® O = w) 00%EA Thu17Mar 12:45pm E

@ covio-1s Mortalty inAusta X | +

Q https://www.abs.gov.au/articles/covid-19-mortality-australia Q search

On this page Deaths due to COVID-19: Associated causes, pre-existing chronic

Key Statistics

People with pre-existing chronic conditions have greater risk of developing severe illness from COVID-19. While pre-
Deaths due to COVID-19 in

Australa existing chronic conditions do not cause COVID-19, they increase the risk of COVID-19 complications and therefore
increase the risk of death.
Certification of COVID-19 on the
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MccD
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month of oceurrence

+  Dementia including Alzheimer's disease was certified in over 30% of deaths due to COVID-19.
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sox « Diabetes, a condition that weakens the immune system was certified as a pre-existing condition in 20.6% of
deaths with a chronic condition mentioned.

Deaths due to COVID-19: State of

registration « Cancer was a pre-existing condition in 14.1% of the 1,776 deaths. Blood and lymph cancers (e.g. leukaemia)

were the most commonly certified cancer type among those deaths.
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Total tests and results

COVID-19 tests conducted in total in the last 7 days and results

This table shows the number of COVID-19 tests conducted in total and in the last 7 days,

the rate of tests in the last 7 days per 100,000 population and the percentage that returned
a positive result by state and territory and in Australia, since the first case was reported.

Source: Department of Health, States & Territories Report 8/3/2022
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Total COVID-19 cases by source of infection

Total COVID-19 cases in Australia by source of infection

This table shows the number of COVID-19 cases by source of infection for each state and
territory, since the first case was reported. The table also shows the total number of cases

and deaths by state and territory.

‘Source: Department of Health, States & Territories Report 8/3/2022
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0| 55,321

4,390) 156,447,

295| 6391

1615] 10,743|

1613] 68,390]

212 19,397

1,606] 219,065,

1177| 12633

Locally
acquired -
unknown
contact”

121110
of
of

5,513]
6,286
84,532]
1,582
5,408
7829

Locally

acquired -
interstate

travel

12,974

1256
1928

493
6074
2,549)

674]

Under
investigation*

2345901
o
1,049,896
29738
374,426
4,006
18,826
864933
4016

Total cases

3,039,280)
55321
1211,989)
43,865
393,563
164,675|
52526
1,001,012]
26329

Total deaths

5464
34
1,951
£
597|
)
2
2602]
1)

NSW locally acquired figures include those reported as locally acquired - investigation ongoing. ACT and Vic cases reported as under
investigation likely represent cases that are locally acquired, however their links to other cases are still under investigation.

B % Q search
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Cases by age group and sex

This table shows the same information as the matching graph: the number of COVID-19
cases for males and females by age group since the first case was reported.

Source: NINDSS data 8/3/2022

e sroun e [Femai \

1202 104620
138,041 1a7465|
236,045 240479
8732 10253]
126833 1a0a7]
s77g| 104756|
62,491 s2670|
w2926 29726
18474 1a0er|
521 sea|

The total number of cases n this chart may be less than what is reported due to elays in notification to the National Interoperable
Notifiable Disease Surveillance System (NINDSS) or where the case’s age or sex are unknown.
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Cases in aged care services - residential care
This table shows the same information as the matching graph: the number of confirmed
active COVID-19 cases, deaths and recovered cases, in Australia and each state and
territory, for people living in Australian Government-subsidised residential aged care
facilities.
Source: Department of Health 8/3/2022
Jurisdiction Active and Recovered Deaths
18,551 1833
186 18
7,262| 558
123 4
3,807, 207
1,358| 08|
187 9
5531 931
97| of

* The aged care data comprises data sourced from the Victorian Public Health Events Surveillance System (PHESS) and
Commonwealth sources **These figures are inclusive of transition care.
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Total vaccine doses

19,888,505

people have had at least one
dose

>95%

of people over the age of 16
have had at least one dose

19,511,428

people are fully vaccinated

94.6%

of people over the age of 16 are
fully vaccinated

increase)

1,217,181

(+4,216 daily
increase)

- 2 11,927,321

(’) people over the age of 16
who have received more
than two doses

istration state breakdown indicates state in which a vaccine was administered
**Overall dose count includes instances of more than two doses per person in a small number of cases.

— |+ AutomaticZoom v

Australia’s COVID-19
Vaccine Roadmap

54,659,240 ..., | #wew

doses administered nationally as at 07 March

+78,829 recorded in the last 24 hours

WA
5,897,130

(+3,681 daily
increase)

(+22,483 daily

increase) increase)

NT
3,756,037 1,394,935 529,424
(+6,412 daily (+2,901 daily (+1,068 daily
increase) increase) increase)

Source: Australian Immunisation Register
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Selected med

Trade name A

gredients

CCOMIRNATY COVID-19 vaccine | tozinameran

COVID-19 Vaccine (TNS) COVID-19 Vaccine (Type not specified)

COVID-19 Vaccine AstraZeneca | ChAdOx1-S (Viral vector)

NUVAXOVID COVID-19 Vaccine | SARS-CoV-2 rS (NVX-CoV2373)

Spikevax COVID-19 vaccine | Elasomeran (mRNA)

Search results

The results are shown in two tabs.

Number of reports (cases): 114124
Number of cases with a single suspected medicine: 112031

Number of cases where death was a reported outcome: 786

More information on the search results

Medicine summary

List of reports

Further information about the list of reports

Information on ing search results

Sort by: | Report date - most recent first v/

Case
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entry date
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(yrs)
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Print version of this
report

MedDRA reaction
terms

Click on a term below to
search the MedlinePlus

medical dictionary.

36
COVID-19 vaccine

717014 | 03/03/2022 |62 F « COMIRNATY « Chest pain
COVID-19 vaccine « Pericarditis
(tozinameran) -
Suspected
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The TGA has launched a new web-based service to make it easier for consumers to report side effects, also known as adverse events,
associated with medicines and vaccines.

Itis generally acknowledged that adverse events are under-reported around the world, with estimates that 90-95% of adverse events are
not reported to regulators.’

In recent years evidence has emerged that adverse event reports from consumers contain information that is useful for monitoring the
safety of therapeutic products, but there is low awareness of available reporting systems23

Each year the TGA receives more than 17,000 reports of suspected adverse events to medicines and vaccines. In 2013 about 3% of these
reports came from consumers, compared with 55% coming via pharmaceutical companies, 17% from state and territory health
departments, 10% from hospitals and hospital pharmacists and the remainder from community pharmacists and general practitioners:

The new web-based reporting service for consumers is one of a range of initiatives being implemented by the TGA to encourage feporting
among this group. Other activities include:

« a consumer brochure outlining what and how to report adverse events
« awareness activities and messages targeted at consumers
« consumer research to help plan further activities to raise awareness.

There is an international trend for regulators to encourage reporting by consumers and the release of the new consumer-focused web
reporting option forms part of the TGA's effort in this area.

References

« Hazell L, Shakir SAW. Under-reporting of adverse drug reactions: A systematic review Drug Saf 2006:29(5);385-396 .

« Avery AJ, Anderson C, Bond CM, Fortnum H, Gifford A, Hannaford PC et al. Evaluation of patient reporting of adverse drug reactions
to the UK ‘Yellow card Scheme': literature review, descriptive and qualitative analyses, and questionnaire surveys. Health Technology
Assessment 2011;155 .

« Robertson J, Newby DA. MJA Low awareness of adverse drug reaction reporting systems: a consumer survey 199(10):684-6
18/11/2013% .

Category: Medicines safety
URL: https://www.tga.gov.au/node/ 190353
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Table 5. Hospitalisations, ICU admissions and deaths among cases diagnosed with COVID-19, by vaccination status, NSW,
from 26 November 2021 to 8 January 2022

Hospitalised Hospitalised and in ICU Death
\scolnation staftis % of total cases) % of total cases] % of total cases]

Two effective doses 267,381 2,627 (1.0%) 215 (0.1%) 67 (<0.1%)
One effective dose 2,578 80 (3.1%) 12 (0.5%) 3 (0.1%)
No effective dose 3,552 315 (8.9%) 55 (1.5%) 21 (0.6%)
Under investigation 74,878 881 (1.2%) 106 (0.1%) 6 (<0.1%)

Not eligible for vaccination
el 30,667 197 (0.6%) 7 (<0.1%) 1 (<0.1%)

Total 379,056 4,100 (1.1%) 395 (0.1%) 98 (<0.1%)

* Inthe past week, 159,127 (70.2%) of all cases had received two effective doses (see Appendix C), reflective of the high proportion
of community vaccination (91.5% of those aged 12+ years, at the start of this wave on 26 November 2021). Similar breakdowns by
vaccination status for previous periods are in Appendix C.

* Among cases since 26 November 2021, although the number of hospitalisations, admissions to ICU and deaths is greater among
those who had received two effective doses than those with no effective dose, the proportion of cases with these outcomes is still
much higher among those with no effective dose.

* Among cases aged 12 years and over with no effective dose, 8.9% of cases were hospitalised, 1.5% of cases were admitted to ICU,
and 0.6% of cases died. In comparison, among cases who had received two effective doses, 1.0% of cases were hospitalised, 0.1%
were admitted to ICU, and less than 0.1% died.

e COVID-19 is relatively mild in most young children aged 0-11 years who are ineligible for vaccination: among cases in this group,
0.6% were hospitalised, less than 0.1% were admitted to ICU, and less than 0.1% have died.

" Figure dates are based on the date of the case’s notification rather than the date they were hospitalised, admitted to ICU, or died. Cases are
classified in the figure according to their most severe outcome (e.g., a person was admitted to hospital and then died is counted only as a death). Data
are provided to 8 January 2022; because of the delay between onset and severe illness or death, outcomes are under-reported for the most recently
notified cases. Note that the scale differs between the top and botiom panels to allow easier visualisation.

COVID-19 WEEKLY SURVEILLANCE IN NSW
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COVID-19 (Coronavirus) statistics

11 March 2022

Across NSW, more than 95 per cent of people aged 16 and over have received a first dose of a COVID-19 vaccine, and 94.4 per
cent have received two doses to Wednesday 9 March 2022.

+ Of children aged 12 to 15, 83.5 per cent have received a first dose of COVID-19 vaccine, and 79 per cent have received two
doses.

+ Of children aged 5 to 11, 48.1 per cent have received a first dose of a COVID-19 vaccine.

+ Of people aged 16 plus, 56.5 per cent have now received a third dose of a COVID-19 vaccine. This represents 60.5 per cent
of the eligible population that received their second dose more than three months ago.

The total number of vaccines administered in NSW is now 17,057,620 with 4,938,248 administered by NSW Health to 8pm last
night and 12,119,372 administered by the GP network, pharmacies and other providers to 11.59pm on Wednesday 9 March 2022.

NSW Health encourages everyone who is eligible to receive a vaccination or their booster dose to book into a NSW Health
vaccination clinic o another provider without delay through the COVI

Sadly, NSW Health s today reporting the deaths of seven people with COVID-19; four women and three men.
One person was aged in their 70s, one person was aged in their 80s and five people were in their 90s.

Three people had received three doses of a COVID-19 vaccine, two people had received two doses and two people were not
vaccinated. Older age is a significant risk factor for serious illness and death for COVID-19, particularly when combined with
significant underlying health conditions.

One person was from northern Sydney, one person was western Sydney, one person was from Eden, one person was from Wagga
Wagga, one person was from Shellharbour, one person was from Newcastle and one person was from Maitland.
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COVID-19 confirmed cases
Global situation' Australia® ACT?
Total confirmed 7,690,708 7,320 108
Total recovered Not reported 6,838 104
Total deaths 427,630 102 3

1. hitps:/www.who.int/docs/default-source/coronaviruse/situation-reports/20200614-covid-19-sitrep- 146.pdf?sfvrsn=5b89bdad_4

[access date 15 June 2020, data from 10:00 CEST, 14 June 2020]
2. https://www.health.gov.aw/news/health-alerts/novel-coronavirus-2019-ncov-health-

alert?utm_source=health.gov.au&utm_medium=redirect&utm_campaign=digital transformation&utm_content=health-topics/novel-
coronavirus-2019-ncov [access date 15 June 2020, data from 14 June 2020]

3. https://www.covidl9.act.gov.aw/ [access date 15 June 2020, data from 09:00am 15 June 2020]




image15.png
Firefox File Edit View History Bookmarks Tools Window Help

@ or® 9 ) W) 100% @@ Fri 11 Mar 2:21 pm

° Weskly epidemiological update - 11 X |+

(¢] O B https:/www.covid19.act.gov.au/_data/assets/pdf_file/0011/1964873/Weekly-epidemiological-update-1-to-6-March-2022.pdf

1] of1

— |4 130%

¥ Q search

ACT COVID-19 WEEKLY EPIDEMIOLOGICAL UPDATE (1 MAR -

STATISTICS

Reporting period Monday to Sunday inclusive

5,188 54,683
TOTAL NEW CASES TOTAL CASES
(LAST 7 DAYS) (SINCE MAR 2020)

34 595
LIVES LOST 7-DAY
(SINCE MAR 2020) ROLLING CASE AVERAGE
78.6% 98.6%

VACCINATIONS VACCINATIONS
(ONE DOSE: 5-11 YEAR OLDS) (TWO DOSES: 12 YRS+)

Data are collected at a point in time and are subject to change.

Vaccination data are from the Australian Immunisation Register.

7-Day Rolling Average is based on the Diagnosis Date.

Data on total cases are based on notification received date and include PCR and RAT.

17,675
NEGATIVE TESTS
(LAST 7 DAYS)

68.7%
VACCINATIONS
(THREE DOSES: 16 YRS+)

KEY POINTS:

There continues to be a slow increase in the 7-day rolling case average
factors including an increase in the case rate in the 5-11 year age coho
testing in the 25-64 year age group from household and close contacts
movement with more people returning to their workplaces and more
reduced mandated public health social measures.

This increase has not impacted on hospitalisations, with no increase in
children or younger adults observed during the same period.

New COVID-19 hospital admissions decreased this week compared to |
overall trend of decreasing hospital admissions from January through f

Between 1 December 2021 and 6 March 2022, there were 330 new ad
ACT Public Hospitals, accounting for less than 0.7% of all reported COV

ICU admissions have dropped since January, with 3 or fewer new ICU a
since early February 2022.
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About the scheme

Vaccination against COVID-19 is one of the most effective ways to reduce severe illness and
death from infection.

There are 4 COVID-19 vaccines currently in use in Australia - Vaxzevria (AstraZeneca),
Comirnaty (Pfizer), and Spikevax (Moderna) and Nuvaxovid (Novavax). Like all medicines,
vaccines can have side effects (also known as adverse events). Almost all of these are mild
and resolve within a few days.

The Therapeutic Goods Administration (TGA) closely monitor adverse events for suspected
side effects, and often find they are not caused by the vaccine itself.

Learn about the TGA's COVID-19 vaccine safety monitoring and reporting activities or report
2 suspected side effect.

The Australian Government has implemented a claims scheme for people who suffer a
moderate to significant impact following an adverse reaction to a TGA approved COVID-19
vaccine.

The scheme provides a simple, streamlined process to reimburse/compensate eligible
people for their injuries without the need for complex legal proceedings.

The scheme covers the costs of injuries $1,000 and above due to administration of a TGA
approved COVID-19 vaccine or due to an adverse event that is considered to be caused by
2 COVID-19 vaccination. The list of adverse effects for claims purposes under the scheme
include the following clinical conditions that are diagnosed by a treating doctor and are
included in the approved product information for the specific vaccine:

anaphylactic reaction

thrombosis with Thrombocytopenia Syndrome

myocarditis

pericarditis

capillary leak syndrome

demyelinating disorders including Guillain Barre Syndrome (GBS)

« Thrombocytopenia, including immune Thrombocytopenia, identified as a final diagnosis.

B % Qsearch
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National Vaccine Injury Compensation Program
Monthly Statistics Report

Attorneys'
Number of Payments |  Fees/Costs Interim
Petitioners' Award to Attorneys Payments Attorneys' Total Outlays

Amount (Dismissed Cases) (Dismissed Fees/Costs

Cases) Payments
FY 2016 689 $230,140,251.20 $16,298,140.59 99 $2,741,830.10 59 $3,502,709.91 $252,682,931.80
FY 2017 706 $252,245,932.78 $22,045,785.00 131 $4,439,538.57 52 $3,363,464.24 $282,094,720.59
FY 2018 521 $199,588,007.04 $16,658,440.14 112 $5,106,382.65 58 $5,151,148.78 $226,503,978.61
FY 2019 653 $196,217,707.64 $18,991,247.55 102 $4,791,157.52 65 $5,457,545.23 $225,457,657.94
FY 2020 733 $186,860,677.55 $20,165,357.38 113 $5,747,755.82 76 $5,090,482.24 $217,864,272.99
FY 2021 719 $208,258,401.31 $24,884,274.59 140 $6,942,253.81 53 $4,658,898.81 $244,743,828.52
FY 2022 | 403 $78,091,343.34 $9,584,759.42 | 47 $2,065,511.48 | 27 $3,055,003.88 $92,796,618.12
Total 8,696 $4,357,511,715.61 $260,769,844.83 5,753 $99,650,692.61 645 $51,076,523.88 $4,769,008,776.93

NOTE: Some previous fiscal year data has been updated as a result of the receipt and entry of data from documents issued by the Court and system updates
which included petitioners’ costs reimbursements in outlay totals,

"Compensated" are petitions that have been paid as a result of a settiement between parties or a decision made by the U.S. Court of Federal Claims (Court). The
# of awards is the number of petitioner awards paid, including the attorneys' fees/costs payments, if made during a fiscal year. However, petitioners' awards and
attomeys' fees/costs are not necessarily paid in the same fiscal year as when the petitions/petitions are determined compensable. "Dismissed" includes the # of
payments to attorneys and the total amount of payments for attorneys' fees/costs per fiscal year. The VICP will pay attorneys' fees/costs related to the petition,
whether or not the petition/petition is awarded compensation by the Court, if certain minimal requirements are met. "Total Outlays" are the total amount of funds
expended for compensation and attorneys' fees/costs from the Vaccine Injury Compensation Trust Fund by fiscal year.

Since influenza vaccines (vaccines administered to large numbers of adults each year) were added to the VICP in 2005, many adult petitions related to that
vaccine have been filed, thus changing the proportion of children to adults receiving compensation.
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5.3.6 Cumulative Analysis of Post-authorization Adverse Event Reports

Table 1 below presents the main characteristics of the overall cases.

Table 1.  General Overview: Selected Characteristics of All Cases Received During
the Reporting Interval
Characteristics Relevant cases (N=42086)
Gender: Female 29914
Male 9182
No Data 2990
Age range (years): <17 1752
0.01 -107 years 18-30 4953
Mean = 50.9 years 31-50 13886
n=34952 51-64 7884
65-74 3098
>75 5214
Unknown 6876
Case outcome: Recovered/Recovering 19582
Recovered with sequelae 520
Not recovered at the time of report 11361
Fatal 1223
Unknown 9400

a. 1n 46 cases reported age was <16-year-old and in 34 cases <12-year-old.

T)
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536 Cunmilative Analysis of Post-authorization Adverse Event Reports

APPENDIX 1. LIST OF ADVERSE EVENTS OF SPECIAL INTEREST

1p36 deletion syndrome;2-Hydroxyglutaric aciduria;S'nucleotidase increased:Acoustic
neuritis; Acquired C1 inhibitor deficiency; Acquired epidermolysis bullosa; Acquired epileptic
aphasia; Acute cutaneous lupus erythematosus; Acute disseminated encephalomyelitis; Acute
encephalitis with refractory, repefitive partial seizures;Acute febrile neutrophilic
dermatosis; Acute flaccid myelitis; Acute haemorrhagic leukoencephalitis; Acute
haemorrhagic oedema of infancy: Acute kidney imjury;Acute macular outer retinopathy:Acute
motor axonal neuropathy; Acute motor-sensory axonal neuropathy; Acute myocardial
infarction; Acute respiratory distress syndrome; Acute respiratory failure; Addison's

disease; Administration site thrombosis; Administration site vasculitis; Adrenal

thrombosis; Adverse event following immunisation; Ageusia; Agranulocytosis; Air
embolism;Alanine aminotransferase abnormal; Alanine aminotransferase increased; Alcoholic
seizure; Allergic bronchopulmonary mycosis; Allergic oedema; Alloimmune
hepatitis;Alopecia areata; Alpers disease;Alveolar proteinosis; Ammonia abnormal; Ammonia
increased; Amniotic cavity infection; Amygdalohippocampectomy; Amyloid

arthropathy; Amyloidosis; Amyloidosis senile;Anaphylactic reaction; Anaphylactic

shock; Anaphylactic transfusion reaction; Anaphylactoid reaction; Anaphylactoid

shock; Anaphylactoid syndrome of pregnancy; Angioedema; Angiopathic

neuropathy; Ankylosing spondylitis; Anosmia; Antracetylcholine receptor antibody

‘positive; Anti-actin antibody positive; Anti-aquaporin-4 antibody positive; Anti-basal ganglia
antibody positive; Anti-cyclic citrullinated peptide antibody positive; Anti-epithelial antibody
‘positive; Anti-erythrocyte antibody positive; Anti-exosome complex antibody positive; Anti-
GAD antibody negative; Anti-GAD antibody positive; Anti-ganglioside antibody

‘positive; Antigliadin antibody positive;Anti-glomerular basement membrane antibody
‘positive; Anti-glomerular basement membrane disease; Anti-glycyltRNA synthetase antibody
‘positive; Anti-HILA antibody test positive; Anti-IA2 antibody positive; Anti-insulin antibody
increased; Anti-insulin antibody positive; Anti-insulin receptor antibody increased; Anti-
insulin receptor antibody positive; Anti-interferon antibody negative; Anti-interferon antibody
‘positive;Anti-islet cell antibody positive; Antimitochondrial antibody positive; Anti-muscle
specific kinase antibody positive; Anti-myelin-associated glycoprotein antibodies

‘positive; Anti-myelin-associated glycoprotein associated polyneuropathy; Antimyocardial
antibody positive; Anti-neuronal antibody posiive; Antineutrophil cytoplasmic antibody
increased; Antineutrophil cytoplasmic antibody positive; Anti-neutrophul cytoplasmic
antibody positive vasculitis; Anti-NMDA antibody positive; Antinuclear antibody

increased; Antinuclear antibody positive; Antiphospholipid antibodies

‘positive; Antiphospholipid syndrome; Anti-platelet antibody positive; Anti-prothrombin
antibody positive; Antirtbosomal P antibody positive; Anti-RNA polymerase I antibody
‘positive; Anti-saccharomyces cerevisiae antibody test positive; Anti-sperm antibody
‘positive; Anti-SRP antibody positive; Antisynthetase syndrome; Anti-thyroid antibody
‘positive; Anti-transglutaminase antibody increased:Anti-VGCC antibody positive:Anti-
VGKC antibody positive; Anti-vimentin antibody positive; Antiviral prophylaxis; Antiviral
treatment; Anti-zin transporter 8 antibody positive; Aortic embolus;Aortic

thrombosis; Aortitis; Aplasia pure red cell; Aplastic anaemia; Application site

thrombosis; Application site vasculitis; Arrhythmia; Arterial bypass occlusion;Arterial bypass
thrombosis; Arterial thrombosis; Arteriovenous fistula thrombosis; Arteriovenous graft site
stenosis; Arteriovenous graft thrombosis; Arteritis: Arteritis
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53.6 Cumulative Analysis of Post-authorization Adverse Event Reports

coronary:Arthralgia; Arthitis; Arthritis enteropathic: Ascites: Aseptic caverous sinus
thrombosis: Aspartate aminotransferase abnormal: Aspartate aminotransferase

increased: Aspartate-glutamate-transporter deficiency-AST to platelet ratio index
increased:AST/ALT ratio abnormal:Asthma:Asymptomatic COVID-

19:Ataxia: Atheroembolism: Atonic seizures; Atrial thrombosis; Atrophic thyroiditis: Atypical
‘benign partial epilepsy; Atypical pneumonia: Aura; Autoantibody positive: Autoimmune
anaemia; Autoimmune aplastic anaemia: Autoimmune arthritis: Autoimmune blistering
disease: Autoimmune cholangitis: Autoimmune colitis: Autoimmune demyelinating

disease: Autoimmune dermatitis: Autoimmune disorder: Autoimmune

encephalopathy; Autoimmune endocrine disorder: Autoimmune enteropathy; Autoimmune eye
disorder: Autoimmune haemolytic anaemia: Autoimmune heparin-induced
thrombocytopenia; Aufoimmune hepatitis; Autoimmune hyperlipidacmia; Autoimmune
‘ypothyroidism: Autoimmune inner ear disease: Autoimmune lung disease: Autoimmune
Iymphoproliferative syndrome: Autoimmune myocarditis; Autoimine myosifis: Autoimmune
‘nephritis: Autoimmune neuropathy: Autoimmune neutropenia: Autoimmune

‘pancreatitis: Autoimmune pancytopenia: Autoimmune pericarditis; Autoimmune

retinopathy. Autoimmune thyroid disorder; Autoimne thyroiditis: Autoimmune

uveitis: Autoinflammation with infantile enterocoliis: Autoinflammatory disease: Automatism
epileptic: Autonomic nervous system imbalance:Autonomic seizure: Axial
spondyloarthritis:Axillary vein thrombosis:Axonal and demyelinating
polyneuropathy:Axonal neuropathy:Bacterascites:Baltic myoclonic epilepsy:Band
sensation:Basedow’s disease:Basilar artery thrombosis: Basophilopenia:B-cell
aplasia:Behee's syndrome;Benign cthnic neutropenia;Benign familial neonatal
convulsionsBenign familial pemphigus: Benign rolandic epilepsy:Beta-2 glycoprotein
antibody positive;Bickerstaff's encephalitis Bile output abnormal Bile output
decreased:Biliary ascites:Bilirubin conjugated abnormal: Bilirubin conjugated
increased:Bilirubin urine present:Biopsy liver abnormal Biotinidase deficiency:Birdshot
chorioretinopathy:Blood alkaline phosphatase abnormal Blood alkaline phosphatase
increased:Blood bilirubin abnormal:Blood bilirubin increased:Blood bilirubin unconjugated
increased:Blood cholinesterase abnormal:Blood cholinesterase decreased: Blood pressure
decreased:Blood pressure diastolic decreased:Blood pressure systolic decreased:Blue toe
syndrome:Brachiocephalic vein thrombosis:Brain stem embolism: Brain stem

thrombosis; Bromosulphthalein test abnormal:Bronchial oedema;Bronchitis Bronchitis
‘mycoplasmalBronchitis viral: Bronchopulmonary aspergillosis allergic:Bronchospasm:Budd-
Chiari syndrome:Bulbar palsy.Butterfly rash:C1q nephropathy:Cacsarean section:Calcium
embotism: Capillaritis:Caplan's syndrome:Cardiac amyloidosis:Cardiac arrest.Cardiac
failure;Cardiac failure acute;Cardiac sarcoidosis;Cardiac ventricular thrombosis: Cardiogenic
shock:Cardiolipin antibody positive;Cardiopulmonary failure; Cardio-respiratory

arrest, Cardio-respiratory distress;Cardiovascular insufficiency:Carofid arterial
embolus:Carotid artery thrombosis: Cataplexy:Catheter site thrombosis:Catheter site
vasculitis:Cavernous sinus thrombosis:CDKLS deficiency disorder:CEC syndrome:Cement
embolism: Central nervous system lupus:Central nervous system vasculiis:Cerebellar artery
thrombosis: Cerebellar embolism: Cerebral amyloid angiopathy:Cerebral arteritis:Cerebral
astery embolismCerebral artery thrombosis;Cerebral gas embolism:Cerebral
‘microembolism:Cerebral septic infarct:Cerebral thrombosis:Cerebral venous sinus
thrombosis: Cerebral venous thrombosis; Cercbrospinal thrombotic

CONFIDENTIAL

Page2
FDA-CBER.2021-5083-0000084

Page 31

31 /38

090177e196ea1800\Approved\Approved On: 30-Apr-2021 09:26 (GMT)

B 2aDl@WQ

BNT1626)

53.6 Cumulative Analysis of Post-authorization Adverse Event Reports

famponade;Cercbrovascular accident;Change in seizure presentation:Chest discomfort:Child-
Pugh-Turcotte score abnormal:Child-Pugh-Turcotte score
increased:Chillblains Choking Choking sensation; Cholangitis sclerosing:Chronic
autoimmune glomerulonephritis:Chronic cufancous lupus erythematosus: Chronic fatigue
syndrome:Chronic gastritis;Chronic inflammatory demyelinating
‘polyradiculoneuropathy: Chronic lymphocytic inflammation with pontine perivascular
enhancement responsive fo steroids; Chronic recurrent mulfifocal osteomyelitis;Chronic
respiratory failure;Chronic spontancous urticaria:Circulatory collapse;Circumoral
oedemaCircumoral swelling;Clinically isolated syndrome:Clonic convulsion: Coeliac
disease:Cogan's syndrome:Cold agelutinins positive:Cold fype hacmolytic
anaemia;Colifs; Colits erosive:Colitis herpes: Colitis microscopic:Colitis ulcerative:Collagen
disorder Collagen-vascular discase;Complement factor abnormal,Complement factor C1
decreased: Complement factor C2 decreased Complement factor C3 decreased: Complement
factor C4 decreased;Complement factor decreased; Computerised tomogram liver
abnormal:Concentric sclerosis; Congenital anomaly;Congenital bilateral perisylvian
syndrome:Congenital herpes simplex infection: Congenital myasthenic syndrome;Congenital
varicella infection; Congestive hepatopathy;Convulsion in childhood;Convulsions
localConvulsive threshold lowered:Coombs posifive hacmolytic anaemia: Coronary artery
disease:Coronary artery embolism: Coronary artery thrombosis: Coronary bypass
thrombosis:Coronavirus infection:Coronavirus test:Coronavirus test negative;Coronavirus
test positive:Corpus callosotomy:Cough:Cough variant asthma:COVID-19:COVID-19
immunisation:COVID-19 pneumonia:COVID-19 prophylaxis:COVID-19 treatment:Cranial
‘nerve disorder. Cranial nerve palsies multiple; Cranial nerve paralysis:CREST
syndrome:Croha's discase:Cryofibrinogenaemia; Cryoglobulinaemia; CSF oligoclonal band
present:CSWS syndrome: Cutaneous amyloidosis:Cutaneous lupus erythematosus:Cutaneous
sarcoidosis: Cutaneous vasculitis;Cyanosis: Cyclic neutropenia:Cystitis interstitial: Cytokine
release syndrome: Cytokine storm:De novo purine synthesis inhibitors associated acute
inflammatory syndrome-Death neonatal:Deep vein thrombosis:Deep vein thrombosis
postoperative:Deficiency of bile secretion:Deja vu:Demyelinating
‘polyneuropathy. Demyclination:Dermatitis Dermatits bullous Dermatitis
‘herpetiformis:Dermatomyositis. Device embolisation:Device related thrombosis:Diabetes
‘mellitus Diabetic ketoacidosis: Diabetic mastopathy.Dialysis amyloidosis:Dialysis membrane
reactionDiastolic hypotension:Diffuse vasculitis Digital piting scar.Disseminated
intravascular coagulation:Disseminated infravascular coagulation in newborn: Disseminated
‘nconatal herpes simplex;Disseminated varicella;Disseminated varicella zoster vaccine virus
infection:Disseminated varicella zoster virus infection:DNA antibody positive:Double cortex
syndrome:Double stranded DNA antibody positive;Dreamy state:Dressler's syndrome:Drop
attacks Drug withdsawal convulsions: Dyspnoea;Early infantile epileptic encephalopathy with
‘burst-suppression: Eclampsia:Eczema herpeticum: Embolia cutis medicamentosa:Embolic
cerebellar infarction:Embolic cerebral infarction; Embolic pneumonia Embolic
stroke:Embolism: Embolism asterial: Embolism venous:Encephalitis Encephalitis
allergic;Encephalitis autoimmune:Encephalitis brain stem:Encephalitis
‘haemorrhagic:Encephalitis periaxialis diffusa:Encephalitis post
immunisation:Encephalomyelitis:Encephalopathy: Endocrine disorder-Endocrine
ophthalmopathyEndotracheal infubation: Enteritis;Enteritis leukopenic: Enterobacter
‘pcumonia Enterocolifs:Enteropathic spondylitis Eosinopenia;Eosinophilic
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fasciitis:Eosinophilic granulomatosis with polyangiitis:Eosinophilic

oesophagitis: Epidermolysis Epilepsy:Epilepsy surgery.Epilepsy with myoclonic-atonic
seizures Epileptic aura Epileptic psychosis;Erythema Erythema induratum Erythema
‘multiforme:Erythema nodosum:Evans syndrome:Exanthema subitum Expanded disability
status scale score decreased: Expanded disability status scale score increased:Exposure to
communicable disease Exposure to SARS-CoV-2:Eye oedema:Eye prusitus Eye
swelling:Eyelid oedema: Face oedema:Facial pasalysis Facial paresis Faciobrachial dystonic
seizure:Fat embolism:Febrile convulsion:Febrile infection-elated epilepsy syndrome:Febrile
‘neutropenia:Felty's syndrome:Femoral artery embolism:Fibrillary
‘glomerulonephritis:Fibromyalgia: Flushing Foaming at mouth:Focal cortical resection:Focal
dyscognitive seizures:Foetal distress syndzome:Foetal placental thrombosis:Foetor
‘hepaticus:Foreign body embolism Frontal lobe epilepsy: Fulminant type 1 diabetes
‘mellitus: Galactose elimination capacity test abnormal: Galactose elimination capacity test
decreased:Gamma-glutamyltransferase abnormal: Gamma-glutamyltransferase:
increased:Gastritis herpes:Gastrointestinal amyloidosis: Gelastic seizure;Generalised onset
‘non-motor seizure: Generalised tonic-clonic seizure: Genital herpes:Genital herpes

simplex: Genital herpes zoster: Giant cell arteritis: Glomerulonephritis: Glomerulonephritis
‘membranoproliferative: Glomerulonephritis membranous:Glomerulonephritis rapidly
‘progressive:Glossopharyngeal nerve paralysis:Glucose transporter type 1 deficiency
syndrome: Glutamate dehydrogenase increased:Glycocholic acid increased:GM2
‘gangliosidosis:Goodpasture's syndrome:Graft

thrombosis: Granulocytopenia: Granulocytopenia neonatal. Granulomatosis with
‘polyangiitis:Granulomatous dermatitis;Grey matter heterotopia:Guanase increased: Guillain-
Barte syndrome Hacmolytic anacmia Haemophagocytic

decreased:Hepatic artery thrombosis:Hepatic enzyme abnormal Hepatic enzyme
decreased:Hepatic enzyme increased: Hepatic fibrosis marker abnormal:Hepatic fibrosis
‘marker increased:Hepatic function abnormal-Hepatic hydrothorax;Hepatic
‘hypertrophy:Hepatic hypoperfusion:Hepatic lymphocytic infiltration:Hepatic mass Hepatic
‘pain;Hepatic sequestration:Hepatic vascular resistance increased:Hepatic vascular
thrombosis: Hepatic vein embolism:Hepatic vein thrombosis: Hepatic venous pressure
‘gradient abnormal: Hepatic venous pressure gradient increased: Hepatitis Hepatobiliary scan
abnormal:Hepatomegaly- Hepatosplenomegaly Hereditary angioedema with C1 esterase
inhibitor deficiency Herpes dermatitis:Herpes gestationis:Herpes oesophagitis: Herpes
ophthalmic:Herpes pharyngitis Herpes sepsis:Herpes simplex Herpes simplex.
cervicitis:Herpes simplex colitis:Herpes simplex encephalitis:Herpes simplex gastritis:Herpes
simplex hepatitis:Herpes simplex meningitis: Herpes simplex meningoencephalitisHerpes
simplex meningomyelitis:Herpes simplex necrotising retinopathy;Herpes simplex
oesophagitis:Herpes simplex ofitis externa:Herpes simplex pharyngitis: Herpes simplex
‘pneumonia;Herpes simplex reactivation:Herpes simplex sepsis:Herpes simplex
‘viraemia;Herpes simplex virus conjunctivitis neonatal Herpes simplex visceral: Herpes virus

CONFIDENTIAL

Page4
FDA-CBER.2021-5083-0000080

090177e196ea1800\Approved\Approved On: 30-Apr-2021 09:26 (GMT)

BNT1626)
53.6 Cumulative Analysis of Post-authorization Adverse Event Reports

infection:Herpes zoster Herpes zoster cutancous disseminated: Herpes zoster infection
‘neurological:Herpes zoster meningitis:Herpes zoster meningoencephalitis:Herpes zoster
‘meningomyelitis: Herpes zoster meningoradiculitis:Herpes zoster necrotising
retinopathy:Herpes zoster oticus:Herpes zoster pharyngitis;Herpes zoster

reactivation: Herpetic radiculopathy:Histone antibody positive:Hoigne's syndrome:Human
‘herpesvirus 6 encephalitis:Human herpesvirus 6 infection: Human herpesvirus 6 infection
reactivation: Human herpesvirus 7 infection:Human herpesvirus §

infection: Hyperammonaemia: Hyperbilirubinaemia Hypercholia:Hypergammaglobulinaemia
‘benign monoclonal:Hyperglycaemic seizure:Hypersensitivity:Hypersensitivity
vasculitis;Hyperthyroidism: Hypertransaminasaemia: Hyperventilation: Hypoalbuminaemia H
ypocalcaemic seizure:Hypogammaglobulinaemia Hypoglossal nerve paralysis:Hypoglossal
‘nerve paresis:Hypoglycaemic seizure:Hyponatraemic seizure:Hypotension:Hypotensive
crisis: Hypothenar hammer syndrome:Hypothyroidism:Hypoxia:Idiopathic CD4
Iymphocytopenia:Tdiopathic generalised epilepsy:Idiopathic interstitial pneumonia: diopathic
‘neutropenia:Idiopathic pulmonary fibrosis:IgA nephropathy:TgM nephropathy.lird nerve
‘paralysis:Iiird nerve paresis:Iliac artery embolism:Tmmune thrombocytopenia:Tmmune-
‘mediated adverse reaction:Immune mediated cholangitis Immune-mediated.

cholestasis: Immune-mediated cytopenia:Immune-mediated encephalitis: Inmune-mediated
encephalopathy. Immune-mediated endocrinopathy:Immune-mediated enterocolitis:mmune-
‘mediated gastritis Immune-mediated hepatic disorder. Inmune-mediated hepatitis: mmune-
‘mediated hyperthyroidism:Immune-mediated hypothyroidism: Immune mediated
‘myocarditis: Inmune-mediated myositis:Immune-mediated nephritis:Inmune-mediated
‘neuropathy:Immune-mediated pancreatitis:Immune-mediated pneumonitis Immune-mediated
renal disorder.Inmune-mediated thyroiditis:Immune-mediated uveitis:Inmunoglobulin G4
related disease:Immunoglobulins abnormal:Implant site thrombosis:Inclusion body
‘myositis:Infantile genetic agranulocytosis:Infantile spasms Infected vasculitis:Infective
thrombosis: Inflammation Inflammatory bowel disease:Infusion site thrombosis:Infusion site
vasculitis:Injection site thrombosis:Injection site urticaria:Injection site vasculitis:Instillation
site thrombosis: nsulin autoimmune syndrome:Interstitial granulomatous

dermatitis Interstitial Iung disease: Intracardiac mass: ntracardiac thrombus:Intracranial
‘pressure increased: Intrapericardial thrombosis:Intrinsic factor antibody abnormal: Intrinsic
factor antibody positive:IPEX syndrome:Irregular breathing IRVAN syndzome:IVth nerve
‘paralysis:IVth nerve paresis: JC polyomavisus test positive:JC virus CSF test positive:Jeavons
syndrome:Jugular vein embolism:Jugular vein thrombosis: Juvenile idiopathic
arthritis:Juvenile myoclonic epilepsy.Juvenile polymyositis:Juvenile psoriatic.
asthrits:Juvenile spondyloarthritis:Kaposi sarcoma inflammatory cytokine
syndrome:Kawasaki's disease:Kayser-Fleischer ring:Keratoderma blenorrhagica:Ketosis-
‘prone diabetes mellitus Kounis syndrome:Lafora's myoclonic epilepsy:Lambl's
excrescences:Laryngeal dyspnoea:Laryngeal oedema:Laryngeal rheumatoid.
asthritis:Laryngospasm: Laryngotracheal oedema: Latent autoimmune diabetes in adults:LE
cells present:Lemierre syndrome:Lennox-Gastaut syndrome-Leucine aminopeptidase
increased:Leukoencephalomyelitis: Leukoencephalopathy:Leukopenia Leukopenia
‘neonatal:Lewis-Sumner syndrome:Lhermitte's sign:Lichen planopilaris:Lichen planus:Lichen
sclerosus:Limbic encephalitis:Linear TgA disease:Lip oedema:Lip swelling:Liver function
test abnormal:Liver function test decreased:Liver function test increased-Liver

induration: Liver injury:Liver iron concentration abnormal:Liver iron concentration
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increased:Liver opacity:Liver palpable:Liver sarcoidosis:Liver scan abnormal Liver
tenderness:Low birth weight baby:Lower respisatory tract herpes infection:Lower respiratory
tract infection:Lower respiratory tract infection viral: Lung abscess: Lupoid hepatic

cirthosis: Lupus cystitis:Lupus encephalitis: Lupus endocarditis:Lupus enteritis:Lupus
‘hepatitis:Lupus myocarditis:Lupus myositis: Lupus nephsitis:Lupus pancreatitis:Lupus
‘pleurisy: Lupus pneumonitis:Lupus vasculitis: Lupus-like syndrome:Lymphocytic
hypophysitis:Lymphocytopenia neonatal-Lymphopenia:MAGIC syndrome:Magnetic
resonance imaging liver abnormal:Magnetic resonance proton density fat fraction
‘measurement Mahler sign:Manufacturing laboratory analytical testing issue:Manufacturing
‘materials issue:Manufacturing production issue:Marburgs variant multiple
sclerosis:Marchiafava-Bignami disease:Marine Lenhart syndrome:Mastocytic
enterocolitis:Maternal exposure during pregnancy Medical device site thrombosis: Medical
device site vasculitis:MELAS syndrome:Meningitis: Meningitis aseptic: Meningitis
‘herpes:Meningoencephalitis herpes simplex neonatal: Meningoencephalitis
‘herpetic:Meningomyelitis herpes:MERS-CoV test:MERS-CoV test negative:MERS-CoV test
‘positive:Mesangioproliferative glomerulonephritis:Mesenteric artery embolism: Mesenteric:
astery thrombosis:Mesenteric vein thrombosis:Metapneumovirus infection:Metastatic
cutaneous Crohn's disease:Metastatic pulmonary

embolism: Microangiopathy:Microembolism:Microscopic polyangiitis:Middle East
respiratory syndrome:Migraine-triggered seizure:Miliary pneumonia:Miller Fisher
syndrome:Mitochondrial aspartate aminotransferase increased:Mixed connective tissue
disease:Model for end stage liver disease score abnormal:Model for end stage liver disease
score increased:Molar ratio of total branched-chain amino acid to tyrosine:Molybdenum
cofactor deficiency-Monocytopenia:Mononeusitis:Mononeuropathy
‘multiplex:Morphoea:Morvan syndrome:Mouth swelling:Moyamoya disease: Multifocal
‘motor neuropathyMultiple organ dysfunction syndrome:Multiple sclerosis: Multiple sclerosis
relapse:Multiple sclerosis relapse prophylaxis:Multiple subpial transection:Multisystem
inflammatory syndrome in children:Muscular sarcoidosis:Myasthenia gravis: Myasthenia
‘gravis crisis:Myasthenia gravis neonatal: Myasthenic syndrome:MyelitisMyelitis
transverse:Myocardial infasction:Myocarditis:Myocarditis post infection:Myoclonic
epilepsy-Myoclonic epilepsy and ragged-red fibres:Myokymia:Myositis:Narcolepsy-Nasal
‘herpes:Nasal obstruction:Necrotising herpetic retinopathy-Neonatal Croha's disease:Neonatal
epileptic seizute Neonatal lupus erythematosus:Neonatal mucocutaneous herpes
simplex:Neonatal pneumonia:Neonatal seizure:Nephritis:Nephrogenic systemic
fibrosis:Neuralgic amyotrophy:Neuritis;Neuritis cranial:Neuromyelitis optica pseudo
selapse:Neuromyelitis optica spectrum disorder:Neuromyotonia:Neuronal
‘neuropathy:Neuropathy peripheral Neuropathy. ataxia, retinitis pigmentosa
syndrome:Neuropsychiatric lupus:Neurosarcoidosis:Neutropenia:Neutropenia
‘neonatal:Neutropenic colitis Neutropenic infection:Neutropenic sepsis:Nodular rash:Nodular
vasculitis Noninfectious myelitis:Noninfective encephalitis: Noninfective
encephalomyelitis:Noinfective oopheritis: Obstetrical pulmonary embolism:Occupational
exposure to communicable disease:Occupational exposure to SARS-CoV-2:Ocular
‘yperaemia:Ocular myasthenia;Ocular pemphigoid: Ocular sarcoidosis:Ocular
vasculitis:Oculofacial paralysis: Oedema: Oedema blister:Oedema due to hepatic
disease:Ocdema mouth:Oesophageal achalasia:Ophthalmic artery thrombosis:Ophthalmic
‘herpes simplex:Ophthalmic herpes zoster:Ophthalmic vein thrombosis:Optic neuritis;Optic
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‘neuropathy:Optic perineuritis;Oral herpes:Oral lichen plamus;Oropharyngeal
oedema;Oropharyngeal spasm:Oropharyngeal swelling:Osmotic demyelination
syndrome:Ovarian vein thrombosis;Overlap syndrome:Pacdiatric autoimmune
‘neusopsychiatric disorders associated with streptococcal infection;Paget-Schroefter
syndrome:Palindromic theumatismyPalisaded neutrophilic granulomatous

dermatitis Palmoplantar keratoderma Palpable
‘purpura;Pancreatitis;Panencephalitis-Papillophlebitis: Paracancerous pneumonia-Paradoxical

erve-Barietalcell antiody posiuve Paroxysmal noemenal haemoglobimuria baial
seizures:Partial seizutes with secondary generalisation: Patient isolation:Pelvic venous
thrombosis; Pemphigoid: Pemphigus; Penile vein thrombosis:Pericarditis;Pericarditis
Iupus;Perihepatic discomfort;Periorbital oedema:Periorbital swelling:Peripheral artery
thrombosis: Peripheral embolism:Peripheral ischaemia:Peripheral vemn thrombus

extension: Periportal oedema:Peritoneal fluid protein abnormal.Peritoneal fluid protein
decreased:Peritoneal fluid protein increased:Peritonitis lupus:Pernicious anaemia:Petit mal
epilepsy Pharyngeal oedema:Pharyngeal swelling:Pityriasis lichenoides et varioliformis
acuta;Placenta pracvia;Pleuroparenchymal fibroelastosis:Paeumobilia;Paeumonia;Preumonia
adenoviral:Pneumonia cytomegaloviral: Paeumonia herpes viral Paeumonia
influenzal:Paeumonia measles:Pneumonia mycoplasmal: Paeumonia necrotising: Paeumonia
‘parainfluenzae viral Pneumonia respiratory syncytial viral Pneumonia viral:POEMS
syndrome:Polyarteritis nodosa; Polyarthsitis;Polychondsitis: Polyglandular autoimune
syndrome type I:Polyglandular autoimmune syndrome type II:Polyelandular autoimmune
syndrome type III;Polyglandular disorder Polymicrogyria:Polymyalgia
sheumatica:Polymyositis:Polyneuopathy Polyneuropathy idiopathic progressive:Portal
‘pyaemia:Portal vein embolism:Portal vein flow decreased:Portal vein pressure
increased:Portal vein thrombosis: Portosplenomesenteric venous thrombosis:Post procedural
‘ypotension: Post procedural pneumonia:Post procedural pulmonary embolism:Post stroke
epilepsy:Post stroke seizure: Post thrombotic retinopathy:Post thrombotic syndrome:Post viral
fatigue syndrome:Postictal headache:Postictal paralysis:Postictal psychosis:Postictal
state;Postoperative respiratory distress:Postoperative respiratory failure:Postoperative
thrombosis: Postpartum thrombosis;Postpartum venous thrombosis: Postpericardiotomy
syndrome:Post-traumatic epilepsy: Postural orthostatic tachycardia syndrome: Precerebral
astery thrombosis;Pre-eclampsia: Preictal state: Premature labour: Premature:
‘menopause:Primary amyloidosis; Primary biliary cholangitis:Primary progressive multiple
sclerosis: Procedural shock:Proctitis herpes:Proctitis ulcerative:Product availability
issue:Product distribution issue:Product supply issue:Progressive facial
hemiatrophy:Progressive multifocal leukoencephalopathy: Progressive multiple

sclerosis: Progressive relapsing multiple sclerosis: Prosthetic cardiac valve

thrombosis: Pruritus: Pruritus allergic:Pseudovasculitis:Psoriasis:Psoriatic

arthropathy. Pulmonary amyloidosis:Pulmonary artery thrombosisPulmonary

embolism: Pulmonary fibrosis:Pulmonary haemorrhage:Pulmonary microemboli: Pulmonary
oil microembolism: Pulmonary renal syndrome:Pulmonary sarcoidosis: Pulmonary

sepsis: Pulmonary thrombosis;Pulmonary fumour thrombotic microangiopathy:Pulmonary
vasculitis:Pulmonary veno-occlusive disease:Pulmonary venous thrombosis: Pyoderma
‘gangrenosum;Pyostomatits vegetans;Pyrexia; Quarantine:Radiation leukopenia:Radiculitis
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‘brachial:Radiologically isolated syndrome:Rash Rash erythematous Rash prurific:Rasmussen
encephalitis:Raynaud's phenomenon:Reacfive capillary endothelial proliferation Relapsing
‘multiple sclerosis Relapsing-remitting mulfiple sclerosis:Renal amyloidosis:Renal
arteritis:Renal artery thrombosis Renal embolism:Renal failure:Renal vascular

thrombosis: Renal vasculitis:Renal vein embolism:Renal vein thrombosis;Respiratory
arrest:Respiratory disorder Respiratory distress:Respiratory failure:Respiratory

‘paralysis Respiratory syncytial virus bronchiolitis Respiratory syncytial virus
‘bronchiis;Retinal artery embolism:Retinal artery occlusion:Retinal artery thrombosis:Retinal
vascular thrombosis;Retinal vasculitis:Refinal vein occlusion;Retinal vein thrombosisRetinol
binding protein decreased;Retinopathy:Retrograde portal vein flow:Retroperitoneal
fibrosisReversible airways obsiruction:Reynold's syndrome Rheumatic brain
disease:Rheumatic disorder:Rheumatoid arthritis:Rheumatoid factor increased:Rheumatoid
factor positive:Rheumatoid factor quantitative increased:Rheumatoid lung:Rheumatoid
‘neutrophilic dermatosis Rheumatoid nodule:Rheumatoid nodule removal Rheumatoid
scleritis:Rheumatoid vasculitis:Saccadic eye movement:SAPHO
syndrome:Sarcoidosis:SARS-CoV-1 test:SARS-CoV-1 test negative:SARS-CoV-1 test
positive:SARS-CoV-2 antibody test:SARS-CoV-2 antibody test negative:SARS-CoV-2
antibody test positive:SARS-CoV-2 carrier;SARS-CoV-2 sepsis:SARS-CoV-2 test;SARS-
CoV-2 test false negative:SARS-CoV-2 test false positive;SARS-CoV-2 test negative:SARS-
CoV-2 test positive:SARS-CoV-2 viraemia:Satoyoshi
syndrome:Schizencephaly:Sclerifs; Sclerodactylia; Scleroderma;Scleroderma associated
digital ulcer Scleroderma renal crisis: Scleroderma-like reaction:Secondary
amyloidosis;Secondary cerebellar degeneration;Secondary progressive multiple
sclerosis:Segmented hyalinising vasculitis;Seizue;Seizure anoxic;Seizure clusterSeizure
ke phenomena:Seizure prophylaxis:Sensation of foreign body: Septic embolus:Septic
‘pulmonary embolism: Severe acute respiratory syndrome:Severe myoclonic epilepsy of
infancy;Shock:Shock symptom:Shrinking lung syndrome:Shunt thrombosis;Silent
thyroiditis Simple partial seizures:Sjogren's syndrome:Skin swelling; SLE arthsitis;Smooth.
‘muscle antibody positive; Sneezing: Spinal artery embolism;Spinal artery thrombosis;Splenic
artery thrombosis: Splenic embolism;Splenic thrombosis:Splenic vein

thrombosis: Spondylitis: Spondyloarthropathy:Spontancous heparin-induced
thrombocytopenia syndrome:Status epilepticus;Stevens-Johnson syndrome:Stiff leg
syndrome:Stiff person syndrome: Stillbisth;Still's discase:Stoma site thrombosis:Stoma site
vasculits;Stress cardiomyopathy:Stridor: Subacute cutancous lupus erythematosus: Subacute
endocarditis;Subacute inflammatory demyelinating polyneuropathy;Subclavian artery
embolism: Subclavian artery thrombosis: Subclavian vein thrombosis; Sudden unexplained
death in epilepsy:Superior sagittal sinus thrombosis;Susac's syndrome:Suspected COVID-
19:Swelling Swelling face;Swelling of eyelid;Swollen tongue; Sympathetic

ophthalmia Systemic lupus erythematosus;Systemic lupus erythematosus discase activity
index abnormal Systemic lupus erythematosus discase activity index decreased;Systemic
Iupus erythematosus disease activity index increased:Systemic lupus erythematosus
rashSystemic scleroderma:Systemic sclerosis

‘pulmonary: Tachycardia: Tachypnoea: Takayasu's artesits; Temporal lobe epilepsy: Terminal
ileitis: Testicular autoimamunity. Throat tightness; Thromboangiitis

obliterans; Thrombocytopenia: Thrombocytopenic

‘purpura: Thrombophlebitis: Thrombophlebitis migrans: Thrombophlebitis
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‘nconatal; Thrombophlebitis septic: Thrombophlebitis superficial: Thromboplastin antibody
‘positive: Thrombosis; Thrombosis corpora cavernosa; Thrombosis in device; Thrombosis
‘mesenteric vessel: Thrombotic cerebral infarction: Thrombotic microangiopathy. Thrombotic
stroke: Thrombotic thrombocytopenic purpura: Thyroid disorder. Thyroid stimulating
immunoglobulin increased; Thyroiditis; Tongue amyloidosis: Tongue biting: Tongue
oedema: Tonic clonic movements;Tonic convulsion; Tonic posturing; Topectomy. Tofal bile
acids inereased:Toxic epidermal necrolysis;Toxic leukoencephalopathy; Toxic oil
syndrome: Tracheal obstruction; Tracheal oedema; Tracheobronchitis:Tracheobronchiis
‘mycoplasmal. Tracheobronchitis viral. Transaminases abnormal: Transaminases

increased: Transfusion-related alloimsune nevtropenia; Transient epileptic

amnesia; Transverse sinus thrombosis; Trigeminal nerve paresis;Trigeminal

‘neuralgia: Trigeminal palsy. Truncus coeliacus thrombosis; Tuberous sclerosis

complex: Tubulointerstitial nephritis and veifis syndrome; Tumefactive multiple

sclerosis Tumour embolism: Tumous thrombosis; Type 1 diabetes mellitus;Type I
‘ypersensitivity: Type Il immune complex mediated reaction;UhthofPs
‘phenomenon:Ulcerative keratitis;Ultrasound liver abnormal:Umbilical cord
thrombosis:Uncinate fits;Undifferentiated connective tissue disease;Upper airway
obstruction: Urine bilirubin increased: Urobilinogen urine decreased:Urobilinogen urine
increased:Urticaria;Utticaria papular:Urticarial vasculitis:Uterine

rupture;Uveitis; Vaccination site thrombosis:Vaccination site vasculitis;Vagus nerve
‘paralysis:Varicella:Varicella keratitis; Varicella post vaccine:Varicella zoster

‘gastritis: Varicella zoster oesophagitis:Varicella zoster pneumonia:Varicella zoster
sepsis:Varicella zoster virus infection:Vasa pracvia;Vascular graft thrombosis;Vascular
‘pseudoaneurysm thrombosis: Vascular purpura;Vascular steat thrombosis: Vasculitic
rash:Vasculitic ulcer; Vasculitis;Vasculitis gastrointestinal;Vasculitis necrotising:Vena cava
embolism:Vena cava thrombosis; Venous intravasation: Venous recanalisation;Venous
thrombosis;Venous thrombosis in pregnancy,Venous thrombosis limb;Venous thrombosis
‘nconatal;Vertebral artery thrombosis: Vessel puncture site thrombosis: Visceral venous
thrombosis; Vit nerve paralysis;VIth nerve paresis: Viligo:Vocal cord paralysis:Vocal cord
‘paresis:Vogt-Koyanagi-Harada disease:Warm type haemolytic anaemia: Wheezing: White
nipple sign XIth nerve paralysis:X-ray hepatobiliary abnormal. Young's syndromeZika virus
associated Guillain Barre syndrome.
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Condition or disease & Intervention/treatment @ Phase ©
SARS-CoV-2 Infection Biological: BNT162b1 Phase 2
covip-19 Biological: BNT16202 Phase 3
Other: Placebo
Biological: BNT162b2SA
Study Design

Study Type @ : Interventional (Clinical Trial)
Estimated Enrollment @ : 43998 participants
Allocation: - Randomized
Intervention Model: - Parallel Assignment
Masking: Triple (Participant, Care Provider, Investigator)
Primary Purpose: ~ Prevention
Offcial Title: A PHASE 1/2/3, PLACEBO-CONTROLLED, RANDOMIZED, OBSERVER-BLIND, DOSE-FINDING STUDY TO EVALUATE THE SAFETY, TOLERABILITY, IMMUNOGENICITY, AND EFFICACY
CANDIDATES AGAINST COVID-19 IN HEALTHY INDIVIDUALS
Actual Study Start Date @ :  April 29, 2020

Estimated Primary Completion Date @ : ~ February 8, 2024

Estimated Study Completion Date @ :  February 8, 2024

Resource links provided by the National Library of Medicine [ni)IEY]
MedinePlus related topics: COVID-19 (Coronavirus Disease 2019) Vaccines

U.S. FDA Resources

Arms and Interventions

AmoO Intervention/treatment &

Experimental: 10 g dose, 18-55 years of age (2 doses) Biological: BNT162b1

Intramuscular injection

Biological: BNT162b2

Intramuscular injection

Experimental: 20 ug dose, 18-55 years of age (2 doses)
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Comirnaty and Pfizer-BioNTech COVID-19
Vaccine
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Coranavirus Disease 2019

I January 3, 2022: FOA expands eligibility for the Pfizer-BioNTech COVID-19 Vaceine to include the use of a single booster dose in individuals 12 and older

atleast 5 months after primary vaccination with Pfizer-BioNTech COVID-19 Vaccine. Read the press release or view booster eliibilty. Coateat cument as of:
(covip-19) 02/23/2022
COVID-19-Related Guidance On August 23, 2021, FDA announced the first approval Regulated Product(s)
Bocuents for sty FoA of a COVID-19 vaccine. The vaccine has been known as Bilogs
. ) . Vaccines
Staff, and Other Stakeholders the Pfizer-BioNTech COVID-19 Vaccine, and will now be
marketed as Comirnaty, for the prevention of COVID-19 Health Topic(s)
COVID19 Frequently Asked in individuals 16 years of age and older. e A L Infectious Disease
Questions Coronavirus
Pfizer-BioNTech COVID-19 Vaccine is authorized for S L e LI (P LD

COVID-19 Vaccines emergency use and is available under the EUA as a two-

dose primary series for individuals 5 years of age and
Innovation to Respond to older, as a third primary series dose for individuals 5 years of age and older who have been
covip-19

determined to have certain kinds of immunocompromise, and as a single booster dose for
individuals 12 years of age and older at least five months after completing a primary series

COVID-19 Educational .
of the vaccine.

Resources

The Pfizer-BioNTech COVID-19 Vaccine is also authorized for use as a heterologous (or
“mix and match”) single booster dose for individuals 18 years of age and older following
completion of primary vaccination with a different available COVID-19 vaccine. For
ol COVD13 example, Moderna and Janssen COVID-19 vaccine recipients 18 years of age and older
Resaurees may receive a single booster dose of the Pfizer-BioNTech COVID-19 Vaccine.

COVID-19 Communication
Toolkits




