	Guidance - exemption from compliance

	Section 37 - Assisted Reproductive Treatment Act 2008

	OFFICIAL


[image: ]


Guidance – exemption from compliance 

OFFICIAL

2
3457-0248-6605, v. 2
[bookmark: _Toc189498393][bookmark: _Toc232770516]



Purpose
Under the Assisted Reproductive Treatment Act 2008 (the Act) before a person brings into Victoria donated gametes[footnoteRef:2] and/or an embryo produced from donated gametes (donor material),[footnoteRef:3] or takes donor material out of Victoria, they must certify to the Secretary of the Department of Health (the Secretary) they have satisfied the certification criteria.[footnoteRef:4] [2:  Sperm and/or oocyte (egg).]  [3:  Reference to donor material in this document includes donor eggs, donor sperm, and embryos produced from donor eggs and/or sperm.]  [4:  Sections 36(3) and 36(4) of the Act - certification criteria are found in section 36(3) of the Act for movement of donor material into Victoria, and section 36(4) for movement of donor material out of Victoria.] 

Section 37 of the Act enables a person to whom section 36(3) or 36(4) of the Act applies in relation to the movement of donor material to apply for an exemption from compliance with specific provisions in relation to the donor material (an exemption). This document outlines:
· the sections of the Act in relation to which the Secretary may grant an exemption
· what the Secretary must consider when deciding whether to grant an exemption
· how to apply for an exemption.
This guidance is intended to provide general assistance to those considering applying for an exemption. The Department of Health (the department) recommends potential applicants consult the Act and the Assisted Reproductive Treatment Regulations 2019 (the Regulations) and consider seeking legal advice specific to their circumstances before applying for an exemption.
[bookmark: _Toc189498394][bookmark: _Toc232770517]Who can apply for an exemption?
A person who is required to make a certification prior to moving donor material into, or from, Victoria (such as a registered assisted reproductive treatment (ART) provider, or a natural person), may apply for an exemption in relation to the relevant compliance provisions in the Act (refer Table 1). A person may apply for an exemption from multiple compliance provisions in relation to particular donated gametes or a particular embryo produced from donated gametes. 
[bookmark: _Toc232770518]When might an application for an exemption be necessary?
[bookmark: _Toc189498395]An exemption might be necessary where technical requirements of the relevant provision are unable to be complied with, but obligations are otherwise met. For example, where counselling has been provided to the donor on prescribed matters by a counsellor other than one who provides services for a registered ART provider in Victoria, noting there must also be special circumstances to be eligible for an exemption. 
[bookmark: _Toc232770519]
What will the Secretary consider?
[bookmark: _Toc232770520]Movement of donor material into Victoria
If section 36(3) of the Act applies, the Secretary may exempt a person from compliance if satisfied that:
(a) similar procedures have taken place outside of Victoria; and
(b) there are special circumstances that warrant the exemption.
The application must satisfy both requirements for the Secretary to be able to grant an exemption. 
[bookmark: _Toc232770521]Movement of donor material from Victoria
If section 36(4) of the Act applies, the Secretary may exempt a person from compliance if satisfied that:
(a) the gametes or embryo will be used in a way that is consistent with the Act; and
(b) there are special circumstances that warrant the exemption.
The application must satisfy both requirements for the Secretary to be able to grant an exemption.
[bookmark: _Toc189498396][bookmark: _Toc232770522]What are special circumstances?
Whether there are special circumstances that warrant the exemption being granted will be a decision for the Secretary based on the merits of the specific application. In general, typical circumstances or common challenges are unlikely to satisfy the requirement.  
[bookmark: _Toc189498397][bookmark: _Toc232770523]What are the compliance provisions for which an exemption may be sought?
Table 1 lists the compliance provisions relevant to the movement of donor material.[footnoteRef:5] A person may apply for an exemption that relates to the whole, or a part, of a provision.  [5:  Correct at the time of writing. Applicants should ensure they refer to the Act for the most up-to-date exemption provisions.] 

[bookmark: _Toc189498404][bookmark: _Toc232770524][bookmark: _Toc189498398]How do I apply? 
To apply for an exemption, a person responsible for making a certification to move donated material into, or out of Victoria, must apply to the Secretary in the prescribed form for an exemption in relation to the gametes or embryo. 
The form prescribed in the Regulations for an exemption[footnoteRef:6] is Schedule 9 – Exemption from compliance. Applicants should complete the Schedule 9 – Exemption from compliance form available here and submit it to the Secretary by emailing artregulation@health.vic.gov.au with the subject heading ‘Att: Schedule 9 Exemption application’.  [6:  Refer Regulation 9F(1) of the Regulations.] 

Applicants may also provide supporting information and evidence to assist in the assessment of their application. This may be in relation to similar procedures that have taken place outside of Victoria or how the gametes or embryo will be used in a way that is consistent with the Act and the special circumstances that might warrant the exemption.
[bookmark: _Toc232770525]How do I know the outcome of my application?
The Secretary will provide a written response, once the application has been reviewed and assessed against the requirements of the Act. Under section 37(6) of the Act, the Secretary may specify conditions to which an exemption is subject. It is an offence under section 37(7) of the Act not to comply with these conditions. If your exemption application is refused, the response will include a statement of reasons for the decision.
[bookmark: _Toc232770526]
My application is approved. How do I link this to a certification?
If an exemption is granted, you will be required to certify that any conditions on which the exemption is subject have been complied with in the relevant sections of the Schedule 7 and/or Schedule 8 certification forms.

Who can I ask if I have further questions?
If you have a question about applying for an exemption, email the Regulated Services team at artregulation@health.vic.gov.au. 
[bookmark: _Toc232770527]Table 1 - Exemption from compliance provisions
	Section 36(3) of the Act (bringing donated gametes/an embryo produced from donated gametes into Victoria)

	Section of Act 
	Prescribed Regulation 

	Section 17(2) – Requirements as to consent
	Regulation 8AA -Person to whom a person giving consent must give the consent or cause the consent to be given

	Section 18 – Counselling requirements
	Regulation 7A - Requirements for person providing counselling other than on behalf of a registered ART provider.
Regulation 9 - Counselling prior to donation

	Section 19 – Requirements as to the giving and receiving of information
	N/A

	Section 20(3) – Withdrawal of consent
	Regulation 8AB - Withdrawal of consent

	Section 32 (2)(c), and 32(3) – Prohibition on storing embryos except in particular circumstances
	N/A

	Section 37E – Offence to contravene prescribed prohibition or requirements
	N/A

	Division 1, Part 6

	Regulation 14 - register kept by ART provider
Regulation 16 - register kept by doctor carrying out artificial insemination

	Section 36(4) of the Act (taking donated gametes/an embryo produced from donated gametes out of Victoria)

	Section of Act 
	Prescribed Regulation 

	Section 32(2) – Prohibition on storing embryos except in particular circumstances
	N/A

	Section 33 – Storing embryos for later transfer
	N/A
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