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Better health through
research & innovation

Medicines Australia leads the research-based medicines industry of Australia. Our Members
discover, develop and manufacture prescription medicine products, biotherapeutic products
and vaccines that bring health, social and economic benefits to Australia.

The report assesses the timelines for registration and reimbursement of new medicines, specifically new molecular entities,
for Australia against other OECD countries for the years 2014-2019 and finds faster registration is being achieved by the

Therapeutic Goods Administration (TGA), but broader access and reimbursement is behind international standards.

The report involves a unique methodology developed by IQVIA which standardises timelines for medicines registration
and reimbursement across a variety of healthcare systems within ten comparable OECD countries, including Australia.

Priority Registration Pathways have seen improvements in TGA registration times

The implementation of both the TGA Priority Review and Provisional Registration Pathway in Australia have
helped reduce the evaluation and approval time for the TGA.

During 2018 and 2019 six medicines went through the Priority Review Pathway, and on average they were
processed 182 days, or just over 6 months, quicker than medicines on the standard review pathway.
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The average time-to-reimbursement for arthritis, cancer and mental
health have shortened significantly by at least a month.
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oncology products which have
some of the longest listing times.
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. The number of NMEs receiving reimbursement in the 6-9-month
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