IVD Reforms

Medical Devices Branch
Therapeutic Goods Administration
PO Box 100

WODEN ACT 2606

DUE DATE: 14 December 2018

Dear Sir/Madam

Consultation: Proposal for the regulation of IVD companion diagnostics

Medicines Australia welcomes the opportunity to provide comment on the Therapeutic
Goods Administration (TGA) consultation paper ‘Proposal for the regulation of IVD
companion diagnostics’.

Our submission has been prepared with the expert input of Medicines Australia’s
Regulatory Affairs Working Group (RAWG). Members are selected for their regulatory
and experience and industry knowledge, and bring a whole-of-industry perspective to the
consideration of regulatory issues that stand to impact our sector.

In addition, the input of Medicines Australia’s Health Economics Working Group (HEWG)
has also been sought. The reimbursement of companion diagnostics and associated
medicines/biologics is coordinated via a co-dependent technology process that includes
sequential evaluation and consideration of individual and combined evidence by the
Medical Services Advisory Committee (MSAC) and the Pharmaceutical Benefits Advisory
Committee (PBAC). A positive recommendation is required by both Committees before
proceeding to simultaneous listing of the test on the MBS and the drug on the PBS.
Learnings from HEWG experiences with this system have been included as part of the
attached response. Alignment of regulatory and reimbursement processes is important
to avoid delays for patients to access innovative new treatments and associated
companion diagnostics.

Our detailed feedback on the guidance, are contained in Attachment 1 including answers
to the specific questions included in the consultation paper. Key points include:

e Overall Medicines Australia support the TGA initiative. However, any new process
should not impede the timely access to medicines as per the principles of the
National Medicines Policy

e To ensure harmonisation any guidance needs to align with requirements in the EU

e Further clarity is required around the timing/pre-requisite of IVD CDx and alignment
of the drug evaluation processes

e Clearer guidance on demonstration of concordance between tests is required

¢ Avoiding reference to specific products in Product Information, Consumer Medicines
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Information and Information For Use documents is critical to simplify life cycle
management

e Reference in labelling documents to CDx must allow use of both commercial and ‘in-
house developed’ tests.

e Learnings from the Australian codependent technologies reimbursement process
should be applied to assure consistency of definitions and levels of evidence to
streamline assessments

e Any framework should be developed to accommodate ongoing technology
developments

Our response includes suggestions for changes to provide better clarity on requirements
which will support practical implementation as well as identifying key areas of concern.

We would be happy to discuss or provide further comment on any aspect of our response
and we appreciate being kept up to date on further developments. Please feel free to
contact Betsy Anderson-Smith if you would like further clarification on any aspect of our

submission (banderson-smith@medaus.com.au).

Yours sincerely

e

Elizabeth de Somer
CEO
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