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EXPLANATORY STATEMENT
National Health Act 1953
National Health (IVF Program) Special Arrangement 2025
PB 113 of 2025
Purpose and operation
This instrument (‘2025 IVF Special Arrangement’) revokes and remakes the National Health (IVF Program) Special Arrangement 2015 (‘2015 IVF Special Arrangement’) which sunsets on 1 October 2025.
The 2025 IVF Special Arrangement makes provisions for prescribing and supplying Pharmaceutical Benefits Scheme (PBS) subsidised IVF medicines as an alternative to natural reproduction, allowing Australian women to receive fertility medicines. It regulates how claims for payment for the supply of IVF medicines under the 2025 IVF Special Arrangement may be made, the amount of payment that the relevant supplier is entitled to receive from the Commonwealth, and the amount the patient may be required to pay for each supply of an IVF medicine.
The purpose of the 2025 IVF Special Arrangement is to ensure that an adequate supply of IVF pharmaceutical benefits is available for patients who require PBS subsidised IVF treatment. Restrictions on the provision of this treatment mean that these pharmaceutical benefits can be more conveniently or efficiently supplied under a special arrangement.
Arrangements under the 2025 IVF Special Arrangement are substantially similar to those under the 2015 IVF Special Arrangement. Redrafting has been undertaken where necessary to improve clarity and consistency. The changes also include updating or removing obsolete references and providing new definitions. The provisions have been rewritten, reordered, and renumbered using modern drafting principles and language.
Section 15AC of the Acts Interpretation Act 1901 (which applies to legislative instruments by virtue of paragraph 13(1)(a) of the Legislation Act 2003) allows for changes in drafting style without automatically implying that the revised provision should have a different interpretation.
Background 
The IVF Program provides access to PBS subsidised IVF medicines to eligible patients as an alternative to natural reproduction, allowing Australian women to receive necessary fertility treatment.
The Reproductive Technology Accreditation Committee (RTAC) of the Fertility Society of Australia identifies a person or body as being an accredited assisted reproductive technology (ART) centre, and will provide an RTAC Accredited Unit number to the person or body which identifies them as an accredited ART centre. Medical practitioners who intend to write prescriptions for IVF pharmaceutical benefits under this Special Arrangement, must practise for an accredited ART centre.
Following the supply of the IVF pharmaceutical benefit, approved suppliers will claim for the supply. At this time, the approved supplier must provide the RTAC Accredited Unit number for the accredited ART centre for which the prescribing medical practitioner was practising.
Authority
Subsection 99(4) of the National Health Act 1953 (the Act) enables the Minister to determine the amount that approved hospital authorities may be paid by the Commonwealth for the supply of pharmaceutical benefits.
Subsection 100(1) of the Act enables the Minister to make special arrangements for the supply of pharmaceutical benefits.
Subsection 100(2) of the Act provides that the Minister may vary or revoke a special arrangement made under subsection 100(1).
Subsection 100(3) of the Act provides that Part VII of the Act, and instruments made for the purposes of Part VII, have effect subject to a special arrangement made under subsection 100(1).
Reliance on subsection 33(3) of the Acts Interpretation Act 1901
Subsection 33(3) of the Acts Interpretation Act 1901 provides that where an Act confers a power to make, grant or issue any instrument of a legislative or administrative character (including rules, regulations or by-laws), the power shall be construed as including a power exercisable in the like manner and subject to the like conditions (if any) to repeal, rescind, revoke, amend, or vary any such instrument.
Commencement
This instrument commences on 1 October 2025.
Consultation
Key stakeholders participated in consultations regarding the remaking of the 2015 IVF Special Arrangement.
Key stakeholders, within the Department of Health, Disability and Ageing (Department) (including policy and system sections), were consulted to ensure that the current IVF Program and subsequent IVF Special Arrangement requirements were working, functional and that no issues had been encountered. There were no issues raised by these stakeholders.
The following external stakeholders were also consulted:
· The Drug Utilisation Sub-Committee (a subcommittee of the Pharmaceutical Benefits Advisory Committee); 
· Services Australia was also consulted throughout this process to ensure that current IT systems would continue to be able to accommodate the relevant PBS authorities process; and
· The Convenor of the IVF Medical Directors Group was also consulted to ensure that current clinical practice reflects the current provisions in the 2015 IVF Special Arrangement. This was confirmed by the Convenor who also commented that the 2015 IVF Special Arrangement was fit for purpose for the IVF Program.
Both the DUSC and Services Australia provided comprehensive feedback, however there were no concerns included in their responses.
The Health Reform Strategy Section in the Strategic Policy Branch of the Department, the policy leads on the Research Involving Human Embryos Act 2002, were consulted to ensure that the IVF Special Arrangement is consistent with provisions within that Act. There were no concerns raised.
Consultations were conducted by phone, email or meetings (a mix of virtual and face-to-face).
All stakeholders consulted agreed that the IVF Special Arrangement remains fit for purpose and should be replaced by an instrument substantially the same in form.
General 
The 2025 IVF Special Arrangement is a legislative instrument for the purposes of the Legislation Act 2003.
Details of the 2025 IVF Special Arrangement are set out in Attachment A.
The 2025 IVF Special Arrangement is compatible with the human rights and freedoms recognised or declared under section 3 of the Human Rights (Parliamentary Scrutiny) Act 2011. A full statement of compatibility is set out in Attachment B.
This instrument incorporates by reference the following Acts and disallowable legislative instruments, or provisions of the following Acts and disallowable legislative instruments:
· National Health (Listing of Pharmaceutical Benefits) Instrument 2024 (Listing Instrument)
· National Health (Closing the Gap – PBS Co‑payment Program) Special Arrangement 2016
· Commonwealth price (Pharmaceutical benefits supplied by approved pharmacists) Determination 2020
· National Health (Commonwealth Price—Pharmaceutical Benefits Supplied By Public Hospitals) Determination 2017
· National Health (Commonwealth Price ‑ Pharmaceutical benefits supplied by private hospitals) Determination 2020
· Research Involving Human Embryos Act 2002
These instruments or relevant provisions of the instruments are applied, adopted or incorporated as in force from time to time and the instruments can be accessed free of charge on the Federal Register of Legislation www.legislation.gov.au.

ATTACHMENT A
Details of the National Health (IVF Program) Special Arrangement 2025
Part 1 – Preliminary
Division 1 – General
Section 1 – Name
Section 1 provides that the name of the instrument is the National Health (IVF Program) Special Arrangement 2025 (2025 IVF Special Arrangement) and that it may also be cited as PB 113 of 2025.
Section 2 – Commencement
Section 2 provides that the instrument commences on 1 October 2025. 
Section 3 – Authority 
Section 3 provides that the instrument is made under sections 99 and 100 of the National Health Act 1953 (the Act). 
Section 4 – Schedule 2 
Section 4 provides that each instrument that is specified in Schedule 2 to the instrument, namely the National Health (IVF Program) Special Arrangement 2015 (2015 IVF Special Arrangement), is amended or repealed as set out in the applicable items in that Schedule. This section also explains that any other item in that Schedule has effect according to its terms.
Section 5 – Simplified outline 
Section 5 provides for a simplified outline of the 2025 IVF Special Arrangement. The outline is not intended to be comprehensive and has been included to assist readers to understand the substantive provisions of the instrument rather than to replace these provisions. It is intended that readers will rely on the substantive clauses of the instrument. 
Section 6 - Definitions 
Section 6 sets out definitions used in the 2025 IVF Special Arrangement. Key definitions include:

· accredited ART centre – a person or body accredited to carry out assisted reproductive technology as detailed in Part 2 of the Research Involving Human Embryos Act 2002.
· IVF pharmaceutical benefit - a pharmaceutical benefit mentioned in Schedule 1 to the 2025 IVF Special Arrangement. IVF pharmaceutical benefits are medicines used as an alternative to natural reproduction.
· RTAC Accredited Unit number - the number by which the Reproductive Technology Accreditation Committee (RTAC) of the Fertility Society of Australia identifies a person or body as being an accredited ART centre.
· special arrangement supply - a supply of an IVF pharmaceutical benefit that is supplied to a person receiving in vitro fertilisation treatment from an accredited ART centre and is supplied on the basis of a prescription by a medical practitioner practising for such a centre.

[bookmark: _Hlk204173168]A number of terms used in the 2025 IVF Special Arrangement have the same meaning as in Part VII of the Act, including:
· approved ex-manufacturer price;
· approved hospital authority;
· approved medical practitioner;
· approved pharmacist;
· approved supplier;
· listed brand;
· pack quantity;
· pharmaceutical benefit;
· pharmaceutical item; and
· proportional ex-manufacturer price.
[bookmark: _Hlk204173266][bookmark: _Hlk204173207][bookmark: _Hlk204173616]Note 1 explains that a number of expressions used in the 2025 IVF Special Arrangement are defined in the Act, including ‘hospital’ and ‘public hospital’. 
Note 2 explains that the expressions ‘medical practitioner’ and ‘private hospital’ have the same meaning as in the Health Insurance Act 1973, in accordance with subsection 4(1A) of the Act.


Division 2—Special arrangement supplies from hospitals
Section 7 – Special arrangement supplies by approved hospital authorities to patients receiving treatment from hospitals
This section replaces section 18 of the 2015 IVF Special Arrangement and provides that section 94 of the Act applies in a modified manner to pharmaceutical benefits supplied under this Special Arrangement. It clarifies the same intent as the original section.
Under standard Pharmaceutical Benefits Scheme (PBS) arrangements in section 94 of the Act, a hospital authority may only be approved in relation to the supply of pharmaceutical benefits to patients receiving treatment ‘in or at’ the hospital.
Subsection 7(1) provides that patients who receive treatment from a hospital, for example non-admitted patients, are also eligible to receive special arrangement supplies of IVF pharmaceutical benefits.
Subsection 7(2) provides that in the application of Part VII of the Act, and regulations or other instruments made for the purposes of that Part, to special arrangement supplies of IVF pharmaceutical benefits, a reference to a person receiving treatment in or at a hospital is taken to include a reference to a person receiving treatment from a hospital.
Part 2 - Payment for special arrangement supplies of IVF pharmaceutical benefits 
Division 1—Supplies by approved hospital authorities for public hospitals
Section 8 – Rates of payment for approved hospital authorities for public hospitals 
[bookmark: _Hlk204176461][bookmark: _Hlk204178022]Subsection 8(1) provides, for the purposes of subsection 99(4), that an approved hospital authority for a public hospital is entitled to be paid the dispensed price for the special arrangement supply of the IVF pharmaceutical benefit less any amount that the approved hospital authority was entitled to charge under section 87 of the Act in respect of the supply.
Note 1 to subsection 8(1) provides that section 87 of the Act limits the amount that approved hospital authorities are allowed to charge patients for the supply of pharmaceutical benefits.
Note 2 to subsection 8(1) refers to Part 3 of the 2025 IVF Special Arrangement in relation to the supply of a pharmaceutical benefit to a Closing the Gap (CTG) patient.
Subsection 8(2) clarifies this section applies despite the National Health (Commonwealth Price—Pharmaceutical Benefits Supplied By Public Hospitals) Determination 2017 (PB 25 of 2017).
[bookmark: _Hlk204248423][bookmark: _Hlk204248357][bookmark: _Hlk204180042][bookmark: _Hlk204248371][bookmark: _Hlk204180066][bookmark: _Hlk204248380]The note to subsection 8(2) refers to subsection 99(4) of the Act (read with section 7 of the 2025 IVF Special Arrangement – Special arrangement supplies by approved hospital authorities to patients receiving treatment from hospitals) for the entitlement of an approved hospital authority to payment for the supply of pharmaceutical benefits to patients receiving treatment in, at or from a hospital in respect of which the authority is approved, as determined by the Minister.
Section 9 – Dispensed price for approved hospital authorities for public hospitals
[bookmark: _Hlk203748277]This section replaces sections 8, 10, 11 and 16 of the 2015 IVF Special Arrangement and determines the dispensed price for the special arrangement supply of an IVF pharmaceutical benefit by an approved hospital authority for a public hospital. It largely retains the same intent as the original sections 8, 10, 11 and 16, but consolidates the dispensed price, broken quantities and rounding into one section.
[bookmark: _Hlk203748406][bookmark: _Hlk204246766]Subsection 9(1) provides how the dispensed price for a special arrangement supply of an IVF pharmaceutical benefit by an approved hospital authority for a public hospital is calculated. In essence, if the quantity of the benefit supplied is equal to a multiple of a pack quantity of the benefit, the amount is the sum of the approved ex-manufacturer price (AEMP) or the proportional ex-manufacturer price (PEMP) as applicable for each pack quantity. 
If the quantity of the benefit supplied is less than a pack quantity of the benefit, referred to as a broken quantity, the dispensed price is the amount worked out in accordance with subsection 9(2).
If the quantity of the benefit supplied is neither equal to a multiple of a pack quantity of the benefit nor is it less than a pack quantity, the dispensed price is the sum of the AEMP or PEMP (as applicable) for each pack quantity and the amount worked out in accordance with subsection 9(2) for the remainder of the quantity supplied that is less than a pack quantity (broken quantity).
[bookmark: _Hlk204181326]The note to subsection 9(1) states that no mark-ups are allowed to be added to the cost of a pharmaceutical benefit for which payment is claimed by an approved hospital authority for a public hospital.
Subsection 9(2) provides how the amount is calculated for broken quantities. First divide the broken quantity by the manufacturer’s pack quantity (the quantity contained in the manufacturer’s pack) and express the result as a percentage rounded to two decimal places. Then apply the percentage to the AEMP or PEMP (as applicable) for the manufacturer’s pack quantity to determine the amount for the broken quantity.
Subsection 9(3) provides the dispensed price under subsection 10(1) is rounded to the nearest cent (rounding 0.5 cents upwards).
Division 2 - Supplies by other approved suppliers
Section 10 - Entitlement to, and amount of, payment for approved pharmacists and approved medical practitioners
This section replaces subsection 9(2), part of subsection 9(3) and section 17 of the 2015 IVF Special Arrangement. It provides the entitlement to, and amount of, payment for approved pharmacists and approved medical practitioners. It largely retains the same intent as the original sections 9 and 17.
Subsection 10(1) provides that this section applies to the special arrangement supply of an IVF pharmaceutical benefit supplied by an approved pharmacist or approved medical practitioner.
This entitlement is subject to section 99AAA (claim for payment relating to supply of benefits) and conditions determined under section 98C (determinations by Minister) of the Act.
Subsection 10(2) provides that an approved pharmacist or approved medical practitioner is entitled to be paid the dispensed price for the special arrangement supply of the IVF pharmaceutical benefit less any amount that the approved pharmacist or approved medical practitioner was entitled to charge under section 87 of the Act in respect of the supply.
Note 1 to subsection 10(2) provides that section 87 of the Act limits the amount that approved hospital authorities are allowed to charge patients for the supply of pharmaceutical benefits.
[bookmark: _Hlk204252354]Note 2 to subsection 10(2) refers to Part 3 of the 2025 IVF Special Arrangement in relation to the supply of a pharmaceutical benefit to a CTG patient.
Subsection 10(3) modifies the application of subsections 99(2) and (2AA) of the Act. Subsections 99(2) and (2AA) of the Act set the amount for payment for approved pharmacists and approved medical practitioners rather than allowing for amounts to be determined (as in section 99(4) of the Act – see section 8). Subsections 99(2) and (2AA) of the Act have been modified in order to provide for the rate of payment for special arrangement supplies of IVF pharmaceutical benefits by approved pharmacists and approved medical practitioners (see section 12 - Dispensed price for approved suppliers other than approved hospital authorities for public hospitals).
Section 11 – Rates of payment for approved hospital authorities for private hospitals
[bookmark: _Hlk204247304][bookmark: _Hlk204247371][bookmark: _Hlk204247387]Subsection 11(1) provides, for the purposes of subsection 99(4) of the Act, the amount payable to an approved hospital authority for a private hospital for the special arrangement supply of an IVF pharmaceutical benefit. In essence, the amount able to be claimed by an approved hospital authority for a private hospital is the amount, if any, by which the dispensed price for the supply of the benefit exceeds the amount that the authority was entitled to charge under section 87 of the Act in respect of the supply.
Note 1 to subsection 11(1) states section 87 of the Act limits the amounts that approved hospital authorities can charge patients for the supply of pharmaceutical benefits.
Note 2 to subsection 11(1) refers to Part 3 of the 2025 IVF Special Arrangement details in relation to the supply of an IVF pharmaceutical benefit to a CTG registered patient.
Subsection 11(2) clarifies this section applies despite the National Health (Commonwealth Price Pharmaceutical benefits supplied by private hospitals) Determination 2020 (PB 99 of 2020).
The note to subsection 11(2) clarifies that under the 2025 IVF Special Arrangement, subsection 99(4) of the Act (read with section 7 of the 2025 IVF Special Arrangement - Special arrangement supplies by approved hospital authorities to patients receiving treatment from hospitals) applies.


Section 12 - Dispensed price for approved suppliers other than approved hospital authorities for public hospitals
This section replaces sections 12, 14 and 16 of the 2015 IVF Special Arrangement. It provides the dispensed price for a special arrangement supply of an IVF pharmaceutical benefit for which payment is claimed by an approved supplier other than an approved hospital authority for a public hospital, that is, an approved pharmacist, approved medical practitioner or approved hospital authority for a private hospital. It largely retains the same intent as the original sections 12, 14 and 16, but consolidates the dispensed price, broken quantities and rounding into one section.
[bookmark: _Hlk203747691][bookmark: _Hlk204256705]Subsection 12(1) provides how the dispensed price for a special arrangement supply of an IVF pharmaceutical benefit by an approved supplier (other than an approved hospital authority for a public hospital) is calculated. In essence, if the quantity of the benefit supplied is equal to a multiple of a pack quantity of the benefit, the dispensed price is the sum of the AEMP or PEMP (as applicable) for each pack quantity, plus the mark-up (section 13 - Mark up for ready prepared pharmaceutical benefits) and the dispensing fee (section 14).
[bookmark: _Hlk203740612]If the quantity of the benefit supplied is less than a pack quantity of the benefit, referred to as a broken quantity, the dispensed price is the amount worked out in accordance with subsection 12(2) in addition to the ready-prepared dispensing fee for the benefit.
[bookmark: _Hlk204239465][bookmark: _Hlk204239483][bookmark: _Hlk204256996]If the quantity of the benefit is neither equal to a multiple of a pack quantity of the benefit nor less than a pack quantity, the dispensed price is the sum of the AEMP or PEMP (as applicable) for each pack quantity, the ready-prepared pharmaceutical benefit mark-up for each pack quantity, the amount worked out in accordance with subsection 12(2) for the remainder of the quantity that is a broken quantity, and the ready-prepared dispensing fee for the benefit.
[bookmark: _Hlk204257063]Subsection 12(2) provides how the amount is calculated for broken quantities, that is, as a percentage of the pack quantity and then applying the percentage to the AEMP or PEMP (as applicable) and the mark-up mentioned in section 13 for ready-prepared pharmaceutical benefit.
Subsection 12(3) provides the dispensed price under subsection 12(1) is rounded to the nearest cent (rounding 0.5 cents upwards).
Section 13 - Mark up for ready prepared pharmaceutical benefits
[bookmark: _Hlk204257280]This section substantially replicates section 13 of the 2015 IVF Special Arrangement. It sets out the mark-up for ready-prepared pharmaceutical benefits for an IVF pharmaceutical benefit supply by an approved supplier other than an approved hospital authority for a public hospital. It largely retains the same intent as the original section 13.
[bookmark: _Hlk204257816][bookmark: _Hlk204257884]Subsection 13(1) provides the mark-up for a pack quantity of an IVF pharmaceutical benefit that is a ready-prepared benefit. If the pack quantity is equal to the maximum quantity of the benefit, the mark-up that is applicable will be worked out as per the table in subsection 13(1).
If the pack quantity is less than the maximum quantity of the benefit, the mark-up mentioned in the table will still apply for the pack quantity. However, where the mark-up is a monetary amount, that monetary amount is reduced proportionately for the relative quantities, or if the mark-up mentioned in the table is for a percentage of the AEMP or PEMP, then that percentage of the AEMP or PEMP for the pack quantity.
Subsection 13(2) defines the maximum quantity of a ready-prepared pharmaceutical benefit as the maximum number of units of the pharmaceutical item that may, in one prescription, be directed to be supplied on any one occasion, as determined for the item under paragraph 85A(2)(a) of the Act. The note to subsection 13(2) explains that the Listing Instrument contains this determination.
Section 14 - Dispensing fee
This section replaces section 15 of the 2015 IVF Special Arrangement whilst retaining the original intent. It provides that if a medical practitioner practising for an accredited ART centre prescribes an IVF pharmaceutical benefit to a person receiving IVF treatment from the centre and instead of directing a repeated supply of a pharmaceutical benefit, the medical practitioner directs the supply on one occasion of a quantity or number of units of the drug, then the dispensed price of the pharmaceutical benefit will only include one dispensing fee.
The note to section 14 refers to section 49 of the National Health (Pharmaceutical Benefits) Regulations 2017 for the circumstances in which such a supply may be directed.
Part 3 - Supply to CTG registered patients
Section 15 – Application of the CTG Special Arrangement—co payment and payment etc.
[bookmark: _Hlk203746870]This section replaces sections 17A and 17B of the 2015 IVF Special Arrangement whilst retaining the original intent.
Subsection 15(1) explains that this section applies to the special arrangement supply of IVF pharmaceutical benefits to a CTG registered patient.
[bookmark: _Hlk204258347]Subsection 15(2) provides that subsections 11(1), (2), (3), (3E) and (4) (co‑payment reduction etc.) and section 13 (payment by Commonwealth) of the CTG Special Arrangement apply in relation to a relevant supply under the IVF Special Arrangement, despite section 87 of the Act and sections 8, 10 and 11 of this instrument. This has the effect that:
· CTG registered patients who would normally pay the general PBS patient co-payment will pay the concessional PBS co-payment and concessional patients will receive their PBS medicines for free, without making a co-payment (subsections 11(2) and (3));
· the amount that would have accumulated towards the PBS Safety Net for the benefit of patients and their families is the same amount that would have accumulated if the CTG Special Arrangement had not applied (subsection 11(4)); and
· the Commonwealth will pay CTG approved suppliers the difference between the regular PBS co-payment and the reduced co-payment paid by the patient (section 13).
[bookmark: _Hlk204258799]Subsection 15(3) describes how references in the CTG Special Arrangement, such as supply and CTG Supplier, are to be interpreted in the 2025 IVF Special Arrangement as the special arrangement supply and approved supplier who made the supply, respectively.
[bookmark: _Hlk204258842]Subsection 15(4) explains that the notes to subsections 11(2) and (3) of the CTG Special Arrangement do not apply. The note to subsection 15(4) provides that the notes to subsections 11(2) and (3) of the CTG Special Arrangement relate to suppliers making claims for payment under the CTG Special Arrangement. Claims for payment in relation to the special arrangement supply are instead dealt with under this instrument (see section 16 - Claims for payment for supply of benefits).
Part 4 - Claims for payment
Section 16 – Claims for payment for supply of benefits
This section replaces section 19 of the 2015 IVF Special Arrangement. It provides the requirements of claims for payment for special arrangement supplies of IVF pharmaceutical benefits. It largely retains the same intent as the original section 19.
[bookmark: _Hlk204258933]Section 99AAA of the Act outlines rules for processing and determining claims for pharmaceutical benefit payments. It specifies how approved suppliers can make claims, including the use of the Claims Transmission System or manual procedures, and the procedures for providing information to the Secretary of the Department of Health, Disability and Ageing. The Minister must make rules for these procedures and for making payments.
Subsection 16(1) states that a claim for payment, in respect of the special arrangement supply of an IVF pharmaceutical benefit, must include the RTAC Accredited Unit number for the accredited ART centre for which the prescribing medical practitioner was practising. Further, if the claim for payment of an amount to which an approved hospital authority is entitled in respect of the special arrangement supply is made using the manual system, the claim must include an indicator if the supply was made to a CTG registered patient.
Subsection 16(2) provides this section has effect in addition to section 99AAA of the Act.
Section 15AC of the Acts Interpretation Act 1901 allows for changes in drafting style without automatically implying that the revised provision should have a different interpretation. There is no intent to change the meaning of the provision of this Special Arrangement as compared with section 19 of the 2015 IVF Special Arrangement.
Part 5 - Application, saving and transitional provisions
Division 1 - Provisions relating to this instrument as made
Section 17 - Things done under the National Health (IVF Program) Special Arrangement 2015
Section 17 provides that if something was done under the National Health (IVF Program) Special Arrangement 2015 as in force immediately before that instrument was repealed, and it could be done for a particular purpose under this instrument, then the thing has effect for the purposes of this instrument as if it had been done for that particular purpose under this instrument. This may include a supply of pharmaceutical benefits or a claim for payment being made. The term ‘thing’ is intentionally generic to allow for a greater range of circumstances or situations.
Schedule 1 – IVF pharmaceutical benefits
Schedule 1 provides for a table, which sets out the IVF pharmaceutical benefits covered by the 2025 IVF Special Arrangement. The table also outlines the listed drug, form, manner of administration and brand of the IVF pharmaceutical benefit.
Schedule 2 – Repeals
Schedule 2 states this instrument repeals the National Health (IVF Program) Special Arrangement 2015 in its entirety. 


ATTACHMENT B
Statement of Compatibility with Human Rights
Prepared in accordance with Part 3 of the Human Rights (Parliamentary Scrutiny) Act 2011
National Health (IVF Program) Special Arrangement 2025
(PB 113 of 2025)
This Disallowable Legislative Instrument is compatible with the human rights and freedoms recognised or declared in the international instruments listed in section 3 of the Human Rights (Parliamentary Scrutiny) Act 2011.
Overview of the Disallowable Legislative Instrument
The National Health (IVF Program) Special Arrangement 2025 (2025 IVF Special Arrangement) replaces the National Health (IVF Program) Special Arrangement 2015 (2015 IVF Special Arrangement), which sunsets on 1 October 2025. It relates to the supply of IVF medicines (IVF pharmaceutical benefits) to eligible patients as an alternative to natural reproduction, allowing Australian women to receive fertility medicines.
The 2025 IVF Special Arrangement regulates how claims for payment for the supply of such pharmaceutical benefits may be made, the amount of payment that the relevant supplier is entitled to receive from the Commonwealth for each supply, and the amount the patient may be required to pay for each supply.
The provisions in the 2025 IVF Special Arrangement retain substantially similar content to that of the 2015 IVF Special Arrangement, with redrafting where necessary to ensure provisions are clear, consistent and ordered in a logical manner. A number of minor updates clarify the policy intent of existing provisions and reflect current practice. The provisions have been rewritten, reordered, and renumbered using modern drafting principles and language.
Background
The IVF Program provides access to specialised Pharmaceutical Benefits Scheme (PBS) medicines to eligible patients undergoing fertility treatment, more efficiently than under standard PBS processes.
This instrument provides for matters relating to the prescribing and supplying of IVF pharmaceutical benefits to eligible patients. The instrument also specifies how claims for payment for the supply of IVF pharmaceutical benefits may be made, the amount of reimbursement that the relevant supplier is entitled to receive from the Commonwealth for each supply and the amount the patient may be required to pay for each supply of an IVF pharmaceutical benefit.
The key updates provided for in the instrument are:
· provides simplified wording throughout,
· provides only for where overarching PBS legislation has been modified. The instrument avoids repetition of provisions or positions made available in other legislation e.g. prescribing methods and claims rules,
· simplifies the columns in the Schedules to minimise duplication and streamline their use.
Human rights implications
The 2025 IVF Special Arrangement engages Articles 2, 9 and 12 (as detailed below) of the International Covenant on Economic Social and Cultural Rights (ICESCR), by assisting with the progressive realisation by all appropriate means of the right of everyone to the enjoyment of the highest attainable standard of physical and mental health.
The PBS is a benefit scheme which assists with advancement of this human right by providing for subsidised access by patients to medicines. The recommendatory role of the Pharmaceutical Benefits Advisory Committee (PBAC) ensures that decisions about subsidised access to medicines on the PBS are evidence based. The 2025 IVF Special Arrangement assists with the advancement of these rights by ensuring continued access to PBS subsidised pharmaceutical benefits for the treatment of a range of conditions.
The 2025 IVF Special Arrangement: 
· does not affect how much patients are required to pay for the supply of IVF pharmaceutical benefits; 
· does not affect the amount that the patient co-payment counts towards their PBS Safety Net; and
· does not delist any drugs or brands of drugs which would result in unmet clinical needs.
The Right to Social Security
The right to social security is contained in Article 9 of the ICESCR. It requires that a country must, within its maximum available resources, ensure access to a social security scheme that provides a minimum essential level of benefits to all individuals and families that will enable them to acquire at least essential health care. Countries are obliged to demonstrate that every effort has been made to use all resources that are at their disposal in an effort to satisfy, as a matter of priority, this minimum obligation.
The UN Committee on Economic Social and Cultural Rights (the Committee) reports that there is a strong presumption that retrogressive measures taken in relation to the right to social security are prohibited under ICESCR. In this context, a retrogressive measure would be one taken without adequate justification that had the effect of reducing existing levels of social security benefits, or of denying benefits to persons or groups previously entitled to them. However, it is legitimate for a Government to re-direct its limited resources in ways that it considers to be more effective at meeting the general health needs of all society, particularly the needs of the more disadvantaged members of society.


The Right to Health
The right to the enjoyment of the highest attainable standard of physical and mental health is contained in Article 12(1) of the ICESCR. The Committee has stated that the right to health is not a right for each individual to be healthy, but is a right to a system of health protection which provides equality of opportunity for people to enjoy the highest attainable level of health.
The Committee reports that the ‘highest attainable standard of health’ takes into account the country’s available resources. This right may be understood as a right of access to a variety of public health and health care facilities, goods, services, programs, and conditions necessary for the realisation of the highest attainable standard of health.
[bookmark: _Hlk204594821]Analysis
This Instrument advances the right to health and the right to social security by ensuring that the amendments to the Listing Instrument, that affect the IVF pharmaceutical benefits that may be supplied under the Special Arrangement, are made concurrently.
The Listing Instrument determines the pharmaceutical benefits that are on the PBS through declarations of drugs and medicinal preparations, and determinations of forms, manners of administration and brands. The PBS is a benefit scheme which assists with advancement of these human rights by providing for subsidised access by patients to medicines. The recommendatory role of the Pharmaceutical Benefits Advisory Committee (PBAC) ensures that decisions about subsidised access to medicines on the PBS are evidence-based.
This Instrument assists with the advancement of these rights by ensuring access to PBS subsidised IVF pharmaceutical benefits for eligible patients.
Conclusion
This Disallowable Legislative Instrument is compatible with human rights because it advances the protection of human rights and it promotes the rights to health and social security. If a decision were taken to not remake the 2015 IVF Special Arrangement, patient access would be negatively impacted and IVF medicines would not be available through PBS subsidised access, resulting in a significantly greater cost to patients.
The 2025 IVF Special Arrangement promotes the rights to health and social security by ensuring continued access to PBS subsidised IVF medicines.

[bookmark: _Hlk204259481]Jonathon Logue
Acting Assistant Secretary
Community Access Programs Branch
Technology Assessment and Access Division
Department of Health, Disability and Ageing
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