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Document 1

Reports Regarding Madin-Darby caning kidney (MDCK) cell
derived vaccines use in Pregnant Women

Date of
report

1 September
2017

9 Jan 2018

18
December
2018

6 May 2019

Title

A Prospective Observational Safety Study
on Pregnancy Outcomes in Women
Immunized with Seasonal Cell Culture
Infuenza Trivalent (TIVC) or Quadrivalent
(QIVC) Vaccine During Pregnancy

Pharmacovigilance & Risk Management
Periodic Safety Report for the period 21-
Nov-2016 to 20-Nov-2017

Drug Safety and Epidemiology Periodic
Safety Report for the period 21-Nov-2017
to 20-Nov-2018

Periodic Safety Update Report for QIVc
(influenza vaccine, cell culture-derived,
surface antigen, inactivated)

Vaccine Type

Flucelvax Quad

Flucelvax Quad

Flucelvax Quad

Flucelvax Quad

OFFICIAL

Sequence Number

004658 [0042-5.3.5.2]

e004658 [0000-5.3.6] 3

004658 [0000-5.3.6] 2

e004658 [0000-5.3.6] 1

Number of
pages
4,449 pages

942 pages

838 pages

275 pages
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Document 2

List of meeting dates for the Advisory Committee on
Vaccines, and between the TGA and relevant sponsors
regarding the use of Madin-Darby caning kidney (MDCK) cell
derived vaccines use in Pregnant Women

Date
3 June 2020

7 June 2023

30 August 2021

Type of Meeting Type of Vaccine

Advisory Committee on Flucelvax Quad D20-833669 19 pages
Vaccines*

Advisory Committee on Flucelvax Quad D23-2031044 | 8 pages
Vaccines

TGA Delegate Overview** | Flucelvax Quad D21-3038476 @ 30 pages

*The Advisory Committee on Vaccines provides independent medical and scientific advice only to the
Minister for Health and the Therapeutic Goods Administration on issues relating to the safety, quality
and efficacy of vaccines supplied in Australia. The Advisory Committee on Vaccines does not make
formal recommendations.

*The TGA Delegate Overview is not a meeting that was held, but rather the TGA Delegate’s
summary of a submission regarding the safety, quality and efficacy of the vaccine or medicine.
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