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Program overview

The Medicines Repurposing Program (MRP) aims to improve
patient access to medicines in Australia by supporting the
regulatory recognition and subsidy of new therapeutic uses
for existing medicines.

This includes where a public health benefit has been
identified and already approved overseas, or for a less
common disease.
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Repurposing of medicines in Australia
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Older prescription medicines are %‘;?Srﬁﬂg‘ ?
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accepted clinical practice and clinical

practice
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in identifying candidate medicines e Collaboration

with potential for public health benefit appropriate is key
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- Program recognition
Lack of commercial feasibility often incentives of the new
a barrier to sponsor application application to use +

support
sponsors

subsidy of
the new use
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Medicines Repurposing Program

Candidate nominations received (€

Eligible candidate
Eligibility check medicines not selected,
can be re-nominated as
l new information

becomes available
A

Prioritisation, including ACM review
and advice

!

Final candidate(s) selection, including
ACM advice as required

l Standard ARTG and PBS application pathways

Formal offer of fee waiver issued to g RGeS

sponseti L » | application to the TGA Sponsor submits
P for the standard application to the PBAC
extension of indication for HTA evaluation

pathway for evaluation
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Program eligibility criteria

Prescription medicine registered
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New, distinct indication
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|dentifying candidate
medicines

Focus on medicines no longer under
patent protection
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Existing evidence base

Jn

Demonstrated treatment or
access gap

Jn

Clear public health benefits
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N om i N ati N g am ed iCi ne T;ﬂ;iin?u.l.{epurposing Program - Nomination form

S

access barriers and how this

F Highlight existing treatment or
C
@ new use will improve them

and established clinical use Iin

F Outline evidence of efficacy
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@ Australia for new indication

by Comparable Overseas
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]
< Regulator(s) (if applicable)
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Alternate email address

Medicines Repurposing Program nomination form



Assessment and prioritisation of eligible candidate
medicines

Assessment and prioritisation considers multiple factors:
Public health benefit
Existing evidence base
Constraints or barriers to application
Advice from the ACM
Sponsor support

Early involvement of registered sponsors to determine feasibility of program participation is crucial




Candidate selection

Outcomes

Program offers the sponsor of the selected
Sel d medicine fee waivers for both the extension of
V electe indication and evaluation fees for submissions
for PBS listing

check

Eligibility Assessment and Potentially Medicines satisfy the eligibility criteria, but
E ioritisati ? . only some of the assessment criteria
D (#) Pprioritisation ° suitable May not be currently feasible for the sponsor

U itabl Insufficient evidence for the proposed new use,
x nsuitable or public health benefit



Program progress update

Assessment of first
batch of candidates,

Program opened to
receive nominations
on 1 March 2024

Progression of

with ACM advice, has
taken place

feasible candidates

Therapeutic Goods Administration — tga.gov.au



Challenges and observations so far

El o - .

Criteria for Engagement of and Potentially intensive Communication New program
prioritisation feasibility for current process for the and managing requiring ongoing
sponsors TGA (dedicated team) expectations review and
refinement
Opportunities for non- Also for sponsors
pharmaceutical
sponsors
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Collaborative, adapting approach

'5,:’“ Engagement with stakeholders to identify potential candidates

:# Continuing discussions to facilitate improved access for patients
-j and address potential barriers

o We expect process refinements over time based on feedback to
KL) best ensure the program meets its goals

SN

?gﬁ MeRIT Member of Medicines Repurposing International Network (MeRIT) to foster collaboration with other repurposing initiatives 14 organisations,
) MEDICINES

REPURPOSING spanning 8 countries and the European Union
INTERNATIONAL
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What's next?
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Continued communications and
awareness activities to encourage
nominations of potential candidates

Utilise insights from the initial
implementation to refine criteria and
processes
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Engage with the MRP

@

Feedback & insights

S

Get in touch

As a new program, we expect to
have continuing discussions and
remain open to feedback.

You can reach out to the Program
team with questions.

MRP@health.gov.au

Learn more

You can join our mailing
distribution list for regular
Program updates.




Information and resources

tga.gov.au — MRP@health.gov.au
Establishment of
the Medicines
Repurposing Program




in NP
Stay CO n n e Cted LinkedIn X (Twitter)

Subscribe to updates n @ ﬁ

Social media

YouTube Instagram Facebook


https://www.tga.gov.au/news/subscribe-updates
https://www.tga.gov.au/about-tga/social-media

Therapeutic Goods
Administration

(TGA)

Exhibition booth No.1

Want to chat with me further? Come visit us.

224 ARCS

ANNUAL CONFERENCE Therapeutic Goods Administration — tga.gov.au



Questions?

www.tga.gov.au
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