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PROJECT SUMMARY

Immunisation has been hugely successful in reducing vaccine-preventable diseases and deaths.
As these diseases become less common, there is increasing focus on any potential risks of
immunisation. While vaccine safety is tested in clinical trials before vaccines become available,
ongoing safety monitoring is important. Many different methods may be used in Australia and
internationally to monitor and investigate vaccine safety. These methods have some limitations
and findings can be taken out of context, leading to errors in assumptions about the safety of
vaccines. This PhD is examining the usefulness of both existing and novel safety data and
methodology to monitor vaccine safety. The best approach to interpreting this information and
balancing risks and benefits will be examined.

PROJECT AIMS / OBJECTIVES

1. To evaluate the usefulness and quality of Australian data sources for vaccine safety
monitoring through the manipulation of existing and novel data sources, focusing on specific
vaccines.

This objective is being achieved through review of the usefulness and limitations of traditional and
novel data sources including analysis of Therapeutic Goods Administration (TGA) and general
practice (GP) data.

2. To assess the impact of safety data on immunisation program policy and develop a
framework for assessment by policy-makers of the risk-benefit profile of Australian
immunisation programs.
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This objective will be achieved through a qualitative research methodology in the later stages of
the PhD program.

SIGNIFICANCE AND OUTCOMES

The HPV review article and conference presentation were well received internationally and
identified a large volume of robust scientific evidence that supports the safety of the HPV vaccine.
The review brought together published evidence supporting the position of expert groups in
finding no evidence of any safety issue that should impact the use of this vaccine in immunisation
programmes worldwide. It highlighted the importance of communication given that assumptions
based on insufficient evidence may lead to unjustified loss of confidence in vaccine safety.

As Australia was the first country to implement a nationally funded HPV program, the next piece
of research analysing 11 years of post-marketing Please also list any data on HPV vaccine from
the TGA will provide robust and valuable safety proposed future information.
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