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From: The Global Aviation Advocacy Coalition:  gaacoalition@protonmail.com

Dear CASA Board Members and Medical Officers,

RE:  Covid-19 Vaccination and Class 1-3 Medical Certificate Holders

Thank you for your kind reply dated 14 July 2022, it is indeed helpful and greatly appreciated.

Further to that reply, please can you provide further insight into the following questions:

1. As you have advised us that CASA defers to the TGA in respect of Covid-19 vaccine safety monitoring:

a) Does CASA have any form of its own definition of “safety” or “efficacy” of the Covid-19 vaccines, outside of 
which it would independently withdraw their use by Class 1-3 medical certificate holders? If so, what are 
those definitions?

b) Does CASA's deference to the TGA in this regard effectively mean that TGA assessments, decisions, 
recommendations etc fully cascade, unimpeded, through CASA and into its medical system?

c) By what means would any TGA error or inappropriate determination of Covid-19 “vaccine” classification, 
safety, efficacy or suitability for use by Class 1-3 medical certificate holders, be avoided, trapped or mitigated 
by CASA?

d) How does the TGA's processes take specific account of aviation medicine when it comes to Covid-19 
vaccines and, if CASA defers to it, how has CASA ensured that TGA has fully accounted for all possible 
aviation medicine considerations/risks etc specific to the aviation environment?

e) What specific Covid-19 vaccine trial data has CASA examined for each of the Covid-19 vaccines?

f) What specific Covid-19 vaccine surveillance data/evidence/reports does CASA examine and what is the 
process by which it evaluates them?

2. You state that “the SARS-CoV-2 vaccines available in Australia have been approved for use by the TGA and are 
therefore treated by CASA the same as any other immunisation.” No Covid-19 vaccine has been fully approved. 
They are all subject to Provisional Determination Notices and are provisionally approved for use. TGA states:

“The [provisional] approval is subject to certain strict conditions, such as the requirement for 
[manufacturer] to continue providing information to the TGA on longer term efficacy and safety from 
ongoing clinical trials and post-market assessment.”

“Many of the large-scale clinical trials that will provide evidence of safety and effectiveness are 
still progressing and these results will be provided to the TGA as they become available. The TGA will 
also evaluate quality data (such as how the vaccines are manufactured). The TGA will only be in a 





COVID-19 vaccines undergoing evaluation

Before any COVID-19 vaccine is approved for use in Australia, it will be subject to the well-

established and rigorous assessment and approval processes of the Therapeutic Goods

Administration (TGA), part of the Department of Health.

The TGA has received applications and is assessing preliminary data for the following

COVID-19 vaccines using the provisional pathway (//www.tga.gov.au/provisional-approval-

pathway-prescription-medicines) and rolling review procedures.

The new look TGA website will be
ready soon – For more details visit
our project page at

TGA Website Redevelopment 2022
(//www.tga.gov.au/tga-website-
redevelopment-2022)
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Provisionally

approved on

25 June 2021 for

individuals aged

18 years and over.
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All COVID-19 vaccine applications are being treated with the greatest priority as part of the

Department of Health's response to the pandemic. Under normal circumstances, TGA's

assessment (for both provisional and general registration) begins once all information to support

registration is available. For COVID-19 vaccines, the TGA has agreed to accept rolling data to

enable early evaluation of data as it comes to hand.

Many of the large-scale clinical trials that will provide evidence of safety and effectiveness are

still progressing and these results will be provided to the TGA as they become available. The

TGA will also evaluate quality data (such as how the vaccines are manufactured).

The TGA will only be in a position to make a provisional registration decision for a vaccine once

all required data relating to safety, quality and efficacy has been provided and assessed.

With rolling submissions, collaboration with international regulators, and proactively working

with sponsors, it is expected the evaluation of COVID-19 vaccines will be significantly

expedited without compromising on our strict standards of safety, quality and efficacy. However,

the timeframe for the evaluation of each vaccine will ultimately depend on when the complete

data package is provided by sponsors. We have not yet received a full data package from any

company.

Further information on the TGA's evaluation process for vaccines is available at: COVID-19

vaccine approval process (//www.tga.gov.au/covid-19-vaccine-approval-process).

Emergency use of vaccines in other countries

The TGA is aware that other countries may consider exercising emergency use provisions that

allow access to unapproved vaccines prior to formal regulatory approval based on assessment of

early safety and efficacy data. Exercising these provisions is a matter for those countries, taking

into account the risks versus benefits in the context of the prevailing domestic pandemic

situation.
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