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Schedule

Supporting access to eflornithine (difluoromethylornithine
(DFMO)) for public hospital patients with high-risk
neuroblastoma

FEDERATION

FUNDING AGREEMENT - HEALTH

Table 1: Formalities and operation of schedule

Parties

Commonwealth
New South Wales
Victoria

Duration

This Schedule is expected to expire on 30 June 2025

Purpose

This Schedule provides time-limited funding to states and territories
(States) to reimburse the cost of purchasing and transporting the
medicine eflornithine (otherwise referred to as
Difluroromethylornithine or DFMO) for eligible patients.

The funding is intended to provide adequate time for the Australian
sponsor, Norgine Pty Ltd, to establish a compassionate access
scheme or expanded access program (which became available on 7
October 2024), and to pursue regulatory consideration by the
Therapeutic Goods Administration (TGA) and Pharmaceutical
Benefits Scheme (PBS) subsidy consideration by the Pharmaceutical
Benefits Advisory Committee (PBAC).

Estimated
financial
contributions

The Commonwealth will provide an estimated total financial
contribution to the States of up to $20.0 million in respect of this
Schedule.

The specific amount that will be paid to States for each financial year
will be demand driven and will depend on the number of eligible
patients for which the medicine is prescribed in the jurisdiction,
recommended dosage and other clinical factors.

The Commonwealth will reconcile reimbursement claims from States
in January 2025 and make payments in February 2025.

Additional
Terms

The Commonwealth will reimburse States through this Schedule
solely for the purchase costs of DFMO incurred between 10 July 2024
and 6 October 2024 for the treatment of eligible patients through
Tanner Pharma Group.* In circumstances where Tanner Pharma
Group is required to supply between 7 October 2024 (when the

1 Reimbursement is provided to the supply public hospitals, which may not always be in the residing States of the

patients.
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expanded access program became available) and 31 October 2024,
these purchase costs will also be reimbursed.

For the purpose of this Schedule, eligible patients include children
and young people with high-risk neuroblastoma being treated
through public hospitals who have demonstrated at least a partial
response to prior multiagent, multimodality therapy including anti-
GD2 immunotherapy as reflected in the 13 December 2023 US Food
and Drug Administration’s approval of DFMO.

When considering suitability for treatment, clinicians should consider
the 23 August 2024 ANZCHOG Solid Tumour Group position
statement on Eflornithine (DFMO) for patients with high-risk
neuroblastoma in Australia and New Zealand.

The States will ensure that access to DFMO is:

» judicious, appropriate, safe and evidence-based.

e prescribed at no cost to the patient. This includes not charging
these patients a co-payment for the provision of DFMO, such
as is allowed by clause Ga(f) of the 2020-2025 Addendum to
the NHRA (or the equivalent section in any future Addendum).

e prescribed by the practitioner in line with the patient’s treating
pathway and overseen by hospital-based or state-based Drug
and Therapeutics Committees (or equivalent) to ensure its
judicious, appropriate, and safe evidence-based use.

e accessed through the Australian Government’s Special Access
Scheme or Authorised Prescriber pathway prior to Therapeutic
Goods Administration approval and that all relevant terms are
adhered to.

e sourced through Tanner Pharma Group, operating on behalf of
US WorldMeds.

To obtain reimbursement for the purchase costs of DFMO for eligible
patients States will provide reports (a ‘Reimbursement Claim Report’)
to the Commonwealth at the times indicated in Table 2. The reports
must include:
¢ evidence of the purchase cost of DFMO, such as an invoice to
the State from the supplier.
¢ information confirming that the purchase of the medicine
relates to the provision of access to an eligible patient.
¢ confirmation that access to DFMO was overseen by a
hospital-based or state-based Drug and Therapeutics
Committees (or equivalent).
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The Parties agree that supply of the medicine for existing® and new
eligible patients must be pursued through Norgine’s expanded access
program from 7 October 2024.

The National Health Reform Agreement provides that the
Commonwealth will not fund a service where the same service, or any
part of the same service, is otherwise funded by the Commonwealth.
The Parties acknowledge that the Commonwealth'’s financial support
for the pharmaceutical costs associated with the treatment of eligible
patients under this Schedule (a public hospital service) constitutes an
explicit exemption from these arrangements and that the non-
pharmaceutical (and other) costs associated with provision of public
hospital services to eligible patients may be otherwise addressed
through the existing NHRA arrangements.

The States will maintain appropriate records to identify the episodes
of care associated with DFMO prescriptions reimbursed under this
Schedule when reporting to the Administrator of the National Health
Funding Pool and the Independent Health and Aged Care Pricing
Authority. This is to allow the additional cost of the DFMO to be
excluded from future NHRA price setting determinations.

2 Norgine’s expanded access program will cover all patients who have accessed DFMO through this Schedule, regardless
of whether they meet the EAP's eligibility criteria.

OFFICIAL



VIDI440

‘dV3 2y3 ojuo Jajsuely buunp

Juawieas) 0] uondniBlUl OU 34NSUB 03 51 SIY | “palinbau a1aym suaiied Buisixs jo uopisue.y ayy poddns 01 dnoug ewleyd Jauue) ybnoayl pasinos QNAQ JO 51502 aseyaind
ay1 o} ¥zoz 13qo31d0 TE |uUn JUBWsINGUIIR] %335 01 9[qibIje aq pjnom se1els zoz 19qoQ £ Wiy ajqejieae awedaq weiboid ssadde papuedxa s,3UlBION 3|IYM 10N

3NpayIs 3yl
40 uoRINp BY}
J3A0 Uolj|iw 0'0T$
40 aunypuadxa

weiboud

|e301 B O}

dn ‘3500 aseyaind ewolse|gosnau ysi-ybiy 1oj pajeasy

OW4a jo ‘sjuaned 2qibijs Jo Juswieal) sy} Joy ¥zoz 19qoipQ Tt pue Buiaq syuaned |eudsoy d1gnd

IUBIBSINGUULIDL 7zoz A|nr 0T URAaMIRQ 3|NPAYIS SiYF Ul PaULINO 3DUBPIAS 31 BulUIEIU0D JUBWBSINGIIRI 9(q161|a 104 papuawiwodas Ajjediul

40 94001 Szoz/t/ot Buiyaas sali0la] pue $21835 a3 AQ poday WiepD UBWSSINGLUIIBY € 10 UOISIAOIG 213YM SUIYHLLIONS 0} S5332y
JuswAied anp poday S3UO01S3|IW BdUBLLIOHD] andinQ

Arewwins quawAed pue bunuodas ‘suswalinbai souewopad :z sjqe

WI2I440




OFFICIAL

The Parties have confirmed their commitment to this schedule as follows:

Signed for and on behalf of the monwealth

of Australia by

The Honourable Mark Butler MP
Minister for Health and Aged Care

W
[Day] [Month] 2024

Signed for and on
State of New South Wales by

behalf of the

The Honourable Ryan Park MP
Minister for Health
Minister for Regional Health

I J2. &4

[Day] [Month] 2024

Signed for and on
State of Victoria by

behalf of the

The Honourable Mary-Anne Thomas MP
Minister for Health

Minister for Health Infrastructure

Minister for Ambulance Services

[Day] [Month] 2024
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