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ADVICE TO THE MINISTER OF HEALTH ON REQUIREMENTS FOR IMPORTING AND EXPORTING IN VITRO HUMAN GAMETES AND EMBRYOS
EXECUTIVE SUMMARY
1. This report provides you with advice from the Advisory Committee on Assisted Reproductive Technology (ACART) about requirements for importing and exporting in vitro gametes and embryos for human reproductive research and assisted human reproduction (import/export).  The Human Assisted Reproductive Technology Act 2004 (HART Act) provides for ACART to give such advice to the Minister of Health (s.37(1)(g) and s.38(f)), following public consultation on its proposals.

2. Many New Zealanders are travelling to undertake fertility treatment in other countries.  Transborder reproduction
 by New Zealanders is part of an established and growing international phenomenon.  Import/export is part of transborder reproduction, and refers to the transport of in vitro gametes and embryos into and out of New Zealand. 
3. A key driver for New Zealanders to seek overseas fertility treatment is the scarcity of donated eggs in New Zealand.  In contrast, donated eggs, if needed for fertility treatment, are readily available in many other countries in circumstances that would not be permitted in New Zealand.  For instance, in the United States - a popular destination for New Zealanders - egg donors are young women who are typically paid several thousand dollars for their eggs. 

4. In the course of New Zealanders’ treatment overseas, surplus embryos may be created and stored in the overseas clinic.  If treatment overseas is successful, patients may want to have a genetically related sibling for the first child.  In this case, many people would prefer to import their embryos and have further treatment in New Zealand, rather than incur the costs of more travel overseas. 
5. Key issues and problems associated with overseas fertility treatment and import/export are as follows:
· There are clinical risks for women and children associated with some practices that are not regarded as good practice in New Zealand eg, transfer of more than one embryo into a woman with the risk of a multiple pregnancy.  

· Donor offspring born from transborder reproduction are not protected by the provisions of the HART Act in regard to accessing identifying information about donors. 
· Despite the significant costs involved with overseas fertility treatment (eg, $50,000 for in vitro fertilisation in the United States), there is a substantial incentive to travel overseas because of the availability of donated gametes. 
· There is a lack of clarity about import/export requirements.  Fertility services providers currently use Ministry of Health (the Ministry) advice to make decisions about import/export. 
· There is a more fundamental problem that underlies the problems associated with import/export: the demand for donated eggs in New Zealand well exceeds the supply. 

6. Our recommendations are set out in Table 1 with summaries of the rationales and impacts.  The recommendations address requirements for the import and export of in vitro human gametes and embryos and the subsequent use of the material in research and treatment. 
7. The recommendations also include some matters not directly associated with import/export but where we see potential to:

· address some of the factors contributing to New Zealanders travelling overseas for fertility treatment 
· help protect donor offspring born as a result of transborder reproduction, and 
· improve the available information about the uses and outcomes of fertility treatment overseas. 
Table 1: Recommendations

	Recommendation
	Rationale
	Impacts

	The principles, requirements and prohibitions of the Human Assisted Reproductive Technology Act 2004 – eg, identifiable donors, prohibition against sex selection of embryos for social reasons -  should apply in all cases, with one exception, where people wish to import and use in New Zealand gametes and embryos sourced or created in other countries.

The only exception should be in cases where:

· valuable consideration passed to donors for gametes, or gametes used to create embryos, or embryos; and
· the intention of importing and using the gametes or embryos is to have a child with the same genetic inheritance as an existing child. 
	· Providers currently use Ministry advice to decide import/export cases – advice is unclear with risk of inconsistent and inequitable interpretations.

· The proposed exception takes into account that in New Zealand commercial supply of human gametes and human embryos is prohibited under s.13 of the HART Act.

· New Zealand standards should be upheld regardless of the source of gamete and embryos.

· There was strong support in consultation for HART Act principle that donor offspring should have access to identifying information about donors.
· The proposed exception takes into account welfare of family (limits number of donors who contribute to a family), and also welfare of women (risk of multiple embryo transfer may be reduced if people know they have option of bringing surplus embryos to New Zealand).
	· Clarity about import/export requirements.
· Uphold New Zealand standards for all treatment in New Zealand regardless of the source of gametes and embryos, with one small exception in interests of family and women. 
· Consumers who want a flexible regime will be disappointed, but will still be free to go/return overseas for fertility treatment.



	Recommendation
	Rationale
	Impacts

	Export of gametes and embryos should be possible provided that:

· the subsequent use of the exported gametes or embryos will be consistent with the principles, requirements and prohibitions of the HART Act; and

· all gamete providers, including donors, have given informed consent to the export of their gametes or embryos created from their gametes.
	· New Zealand has no control over use once gametes and embryos leave this country.  

· The proposal aims to uphold standards and protections of HART Act as far as possible.
· Gamete donors are likely to assume the gametes will be used in New Zealand – need to consider implications of use overseas, for themselves and any resulting children.  
	· Would allow export where a procedure is not prohibited but is precluded in New Zealand.
· All individuals providing gametes would need to specifically consent to export. 


	Fertility services providers should continue to make decisions about whether the import or export of gametes and embryos for assisted reproduction is consistent with the principles of the HART Act and New Zealand requirements.
	· Providers already make a range of decisions about provision of fertility services. 
· There is no justification for another body to be charged with import/export decisions. 
· Detailed regulations would address current ambiguity of Ministry advice re import/export. 
	· Providers would continue to make import/export decisions (supported by recommended regulations).

	Gametes and embryos should not be exported for human reproductive research unless ECART has approved the export for that purpose.  The scope of ECART’s consideration should include:

· whether the research would be permitted in New Zealand;

· whether New Zealand gamete/embryo donors have given informed consent for the export and use of gametes/embryos in the specific research; and

· whether the research has been ethically reviewed. 
	· It is currently not clear what role, if any, ECART has where researchers wish to export gametes and embryos for research. 

· Details could be developed when ACART reviews guidelines on human reproductive research.
	· Clarify ECART’s role in regard to research overseas with gametes and embryos exported from New Zealand.
· Ensure, as far as possible, that New Zealand researchers were not participating in research overseas that was not acceptable in New Zealand. 


	Recommendation
	Rationale
	Impacts

	When gametes and embryos are imported and exported, the transport should be between providers or other bodies which: are accredited in accord with requirements in the country in which they are situated; have a quality management system which is certified by an internationally recognised body; and have a traceability system that tracks from procurement to treatment or research.
	· Requirements would protect health of women and children.

· There should be express standards for transporting gametes and embryos between New Zealand and other jurisdictions.
	· Strengthening of current requirements in the Fertility Services Standard about transporting gametes and embryos. 

	Regulations should be made about the requirements for importing and exporting human gametes and human embryos.
	· Regulations would contribute to equity and clarity through clear rules.

· The HART Act provides for such regulations to be made. 
	· Clarity about requirements backed by force of law.

	The HART Act should enable donors to be compensated for reasonable expenses incurred in the process of donation. 

Regulations should be made about the scope of reasonable expenses that are available for donors.

For consistency, the scope of reasonable expenses available for surrogates should also be considered.
	· There is potential to increase the pool of New Zealand donors, and thus decrease numbers of people going offshore for treatment. 

· Compensation to donors is consistent with an altruistic donation system and our ethical framework where gifting and compassion are valued. 

· Altruism-focused interventions remove disincentives from, and provide support to, those already inclined to donate. 
· Other public policy allows for compensation to recognise donations such as organ donations.  

· The State has a kaitiaki role of setting compensation levels.  HART Act provides for regulations to be made about any matter necessary for its administration. 
	· Clarity about compensation that is available.
· Evidence from the UK that increasing compensation results in increase in number of egg donors. 


	Recommendation
	Rationale
	Impacts

	The Ministry should be asked to consider public health information about the impact of age and other factors on male and female fertility. 
	· There is local and overseas evidence that people are often poorly informed about factors affecting fertility, and chances that IVF will result in a child.
· Information about fertility matters is a public health obligation – there is a need to support efforts by providers and Fertility New Zealand.
	· Good information would contribute to people making informed decisions about parenting intentions.

· Reduce need for fertility treatment, whether in New Zealand or overseas. 

	The Ministry should be asked to consider public health information about gamete donation.
	· People would prefer to be treated in New Zealand – key driver to go overseas is shortage of egg donors.
· Potential donors need neutral information, in the same way that blood donation is publicised. 
	· Would contribute to reducing numbers of people going overseas for treatment. 

	The Ministry should be asked to consider strategies for collecting data about the use and outcomes of offshore fertility treatment by New Zealanders.
	· Current information is anecdotal about numbers of people going overseas, and the impacts of treatment.

· While overseas treatment is privately funded, the New Zealand health system bears the costs of high risk pregnancies and neonatal care eg, twin pregnancies.
	· Enable assessment of potential impact of overseas treatment on New Zealand health system.
· Recognise challenges in collecting information on grounds of privacy. 


	Recommendation
	Rationale
	Impacts

	The Ministry (with the Department of Internal Affairs) should be asked to consider strategies for collecting and recording identifying information on the donor register about:

· overseas gamete and embryo donors, and recording where children are born in New Zealand as a result of such donations; and

· New Zealand gamete and embryo donors where children are born overseas as a result of such donations.  

The information about overseas donors should be consistent with s.47(1)(a)(b)(c)(d) of the HART Act and, as far as is practicable, be consistent with the other provisions of s.47 of the HART Act. 
	· One of the principles of HART Act is that donor offspring should be made aware of genetic origins and be able to access information about origins.

· HART Act does not address record-keeping where donor offspring are born from transborder reproduction.
· New Zealand public policy places importance on people being able to access information about genetic parenthood (eg, adoption legislation).
· The proposal recognises the importance to Māori of knowing about whakapapa links. 

· There are risks in relying on information held by private clinics and bodies overseas – records may not be kept long term. It is preferable to keep information secure in New Zealand’s centralised statutory register.
	· Explicitly include in the donor register information about overseas donors where children born in New Zealand.
· Explicitly include in donor register of information about New Zealand donors where children are born overseas.

· Give the same protections to donor offspring from transborder reproduction involving New Zealanders as for donor offspring born in New Zealand from New Zealand procedures. 

· While there would be challenges in collecting proposed information, would send a signal about importance of such information.


The Advisory Committee on Assisted Reproductive Technology recommends that the Associate Minister of Health agree to the following recommendations:
	a)

	The principles, requirements and prohibitions of the Human Assisted Reproductive Technology Act 2004 – eg, identifiable donors, prohibition against sex selection of embryos for social reasons -  should apply in all cases, with one exception, where people wish to import and use in New Zealand gametes and embryos sourced or created in other countries.

The only exception should be in cases where:

· valuable consideration passed to donors for gametes, or gametes used to create embryos, or embryos; and
· the intention of importing and using the gametes or embryos is to have a child with the same genetic inheritance as an existing child. 
	Yes / No

	b)
	Export of gametes and embryos should be possible provided that:

· the subsequent use of the exported gametes or embryos will be consistent with the principles, requirements and prohibitions of the HART Act; and

· all gamete providers, including donors, have given informed consent to the export of their gametes or embryos created from their gametes.
	Yes / No

	c)
	Fertility services providers should continue to make decisions about whether the import or export of gametes and embryos for assisted reproduction is consistent with the principles of the HART Act and New Zealand requirements.
	Yes / No

	d)
	Gametes and embryos should not be exported for human reproductive research unless ECART has approved the export for that purpose.  The scope of ECART’s consideration should include:

· whether the research would be permitted in New Zealand;

· whether New Zealand gamete/embryo donors have given informed consent for the export and use of gametes/embryos in the specific research; and

· whether the research has been ethically reviewed. 
	Yes / No

	e)
	When gametes and embryos are imported and exported, the transport should be between providers or other bodies which:

· are accredited in accord with requirements in the country in which they are situated; 
· have a quality management system which is certified by an internationally recognised body; and 
· have a traceability system that tracks from procurement to treatment or research.
	Yes / No

	f)
	Regulations should be made about the requirements for importing and exporting human gametes and human embryos.
	Yes / No

	g)
	The HART Act should enable donors to be compensated for reasonable expenses incurred in the process of donation. 

Regulations should be made about the scope of reasonable expenses that are available for donors.

For consistency, the scope of reasonable expenses available for surrogates should also be considered.
	Yes / No

	h)
	The Ministry of Health should be asked to consider public health information about the impact of age and other factors on male and female fertility. 
	Yes / No

	i)
	The Ministry of Health should be asked to consider public health information about gamete donation.
	Yes / No

	j)
	The Ministry of Health should be asked to consider strategies for collecting data about the use and outcomes of offshore fertility treatment by New Zealanders.
	Yes / No

	k)
	The Ministry of Health (with the Department of Internal Affairs) should be asked to consider strategies for collecting and recording identifying information on the donor register about:

· overseas gamete and embryo donors, and recording where children are born in New Zealand as a result of such donations; and

· New Zealand gamete and embryo donors where children are born overseas as a result of such donations.  

The information about overseas donors should be consistent with s.47(1)(a)(b)(c)(d) of the HART Act and, as far as is practicable, be consistent with the other provisions of s.47 of the HART Act. 
	Yes / No
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PURPOSE OF THE REPORT
8. This report provides you with advice about requirements for importing and exporting in vitro gametes and embryos for human reproductive research and assisted human reproduction (import/export).   The Human Assisted Reproductive Technology Act 2004 (HART Act) provides for ACART to give such advice to the Minister of Health (s.37(1)(g) and s.38(f)), following public consultation on the proposed advice. 
9. In developing our advice we have taken into account:

· the Principles of the HART Act, including the health and wellbeing of women and children; the right of donor offspring to access information about their genetic origins; needs, values and beliefs of Māori; and informed consent;
· other common ethical principles, including autonomy; wellbeing of families; and transparency;
· wider public policy considerations;
· feedback from public consultations; and 

· evidence and information from local and international sources. 

STRUCTURE OF THE REPORT
10. This report discusses:  

· transborder reproduction and import/export;
· current New Zealand requirements and issues;
· ACART’s public consultations about import/export;
· ACART’s recommendations about import/export, including about making regulations; and
· other ACART recommendations that are not directly associated with import/export but where there is potential to address:

· some of the factors contributing to New Zealanders travelling overseas for fertility treatment
· the lack of good information about the uses and outcomes where New Zealanders undertake fertility treatment in other countries

· protecting children who are born in New Zealand as a result of gamete and embryo donation in other countries

· protecting children who are born in other countries as a result of gamete and embryo donation in New Zealand.  

TRANSBORDER REPRODUCTION AND IMPORT/EXPORT
Transborder reproduction
11. Many New Zealanders are travelling to undertake fertility treatment in other countries.  Transborder reproduction by New Zealanders is part of an established and growing international phenomenon.   
12. Information is readily available about fertility procedures available in other countries, and the costs.  Many clinics and sperm banks market to international consumers.  Consumers share information in online forums.  At least one New Zealand fertility services provider has established a relationship with a Californian clinic. 
13. Jurisdictions vary, often significantly, in permitted and prohibited practices.  For instance, New Zealand prohibits commercial trade in gametes and embryos, and requires that the identity of gamete and embryo donors be accessible to donor offspring.   
14. This contrasts with what is allowed in many destination countries, for instance the United States where sperm and egg donors can earn substantial amounts, and where donor offspring have no statutory right to access identifying information about donors.  South Africa is another popular destination, but donors must be anonymous and hence are not identifiable to donor offspring. 
What is import/export?
15. Import/export is part of transborder reproduction, and refers to the transport of in vitro gametes and embryos into and out of New Zealand.  In practice, gametes and embryos are transported in liquid nitrogen within special containers.  

16. The containers may be carried by people across borders, or freighted.  Packaging must comply with the requirements of the International Air Transport Association.
Why do people want to import/export?
17. A key driver for New Zealanders to seek overseas fertility treatment is to access donated eggs which are scarce in New Zealand.  Patients needing to use donated eggs usually need to find their own donor, and the process of finding a donor can be lengthy and may be unsuccessful.  New Zealand egg donors are often in their thirties, at a time when their own fertility is diminishing and there is a reducing chance that the donation will result in a pregnancy.
 

18. In contrast, donated eggs are readily available in many other countries.  The United States is a popular destination for New Zealanders: egg donors are young women who are typically paid several thousand dollars for donations.  New Zealanders would prefer to be treated in this country.  However, overseas treatment may appear to offer a better chance of having a baby, despite substantial costs and inconveniences. 
19. When a New Zealand fertility services provider is involved with a patient who is going overseas for treatment, the provider assists with preparation before the patient leaves. [Note: This paragraph has been edited on grounds of commercial sensitivity.]
20. In the course of treatment overseas, surplus embryos may be created and stored in the overseas clinic.  If treatment overseas is successful, patients may want to have a genetically related sibling for the first child.  In this case, many people would prefer to have further treatment with their embryos imported into New Zealand rather than incur the costs of more travel overseas.

21. While no data are collected about numbers of New Zealanders going overseas to source donated gametes, anecdotal information suggests that donated eggs sourced overseas are around one-third of all donated eggs used by New Zealanders.  In New Zealand in 2011 there were 203 cycles using locally sourced donated eggs.
  Fertility Associates, the largest fertility services provider, estimates that it knows of up to 100 couples a year going overseas to access donated eggs. 
· Fertility Associates also reports that single women are interested in importing donated sperm.  
· An Auckland fetal medicine specialist advised that she is seeing three to four women aged 45 years and older per fortnight who are considering overseas treatment.  Most are planning to go to San Diego, some are heading for clinics in Asian countries, and some are heading to places that have few or no regulations. 
22. In contrast, export appears to be a much smaller issue.  The few cases we have heard about relate to people migrating from New Zealand. 
What are key issues and problems in New Zealand related to transborder reproduction and import/export?
23. There are clinical risks for women and children.  Women may feel pressured to use practices which are not routinely used in New Zealand. 

24. For example, in New Zealand usually only one embryo is transferred in a cycle (SET).  In contrast, in many other countries multiple embryo transfer is common practice, with risks for women, pregnancies and resulting children.
  
25. We have been told that an increase in the number of multiple births in Auckland may be associated with overseas fertility treatment.  While patients pay for overseas treatment, the New Zealand health system bears the impacts when pregnant women require specialist care or babies spend time in neonatal intensive care.
26. Donor offspring born from transborder reproduction are not protected by the provisions of the HART Act in regard to accessing identifying information about donors. 

27. Despite the significant costs involved with overseas fertility treatment (eg, $50,000 for in vitro fertilisation in the United States), there is a substantial incentive to travel overseas for treatment because of the ready availability of donated eggs. 
28. There is a lack of clarity about import/export requirements.  Providers currently use Ministry advice to make decisions about import/export. 
29. As well as the issues directly associated with import/export, there is a more fundamental problem: the demand for donated eggs in New Zealand exceeds the supply.  We therefore make some recommendations about domestic initiatives that may contribute to reducing the numbers of New Zealanders going overseas for fertility treatment. 

CURRENT IMPORT/EXPORT REQUIREMENTS
HART Act
30. The HART Act does not prohibit importing and exporting gametes and embryos, but is largely silent about import/export.  The HART Act gives ACART the mandate to provide advice to the Minister of Health on the issue. 

· s.37(1)(g) and s.38(f) require ACART to provide the Minister of Health with information, advice, and if it thinks fit, recommendations, on:

· the import into, or export from, New Zealand of in vitro human gametes or in vitro embryos in relation to human reproductive research

· the import into, or export from, New Zealand of in vitro donated cells or in vitro donated embryos, in relation to human assisted reproductive technology

31. Other HART Act provisions about import/export are:
· s.8(2) prohibits import and export of cloned and hybrid embryos 
· s.73 gives Customs Officers powers to detain any item or material if Customs has concerns that the item or matter may be prohibited
· s.76(1)(iii) says that regulations may be made prescribing requirements or conditions imposing restrictions on, the import into, or the export from, New Zealand, of in vitro gametes or in vitro embryos, including informed consent requirements. 

Fertility Services Standard  
32. The Fertility Services Standard (the Standard) sets out requirements for the safety and quality of fertility services in New Zealand.  Providers are audited and certified against the Standard.  

33. The Standard contains only one requirement that relates to import/export.  Providers must have a written procedure outlining requirements for the safety and quality of gamete and embryo transport, including obtaining the consent of consumers before transport (4.2.11). 

Ministry of Health advice
34. The Ministry has advised providers since 2008 that there are no legal barriers to gametes and embryos being imported into or exported out of New Zealand.  If  providers are involved in exporting or importing gametes and embryos, the Ministry expects them to act ethically in relation to the following considerations:
· HART Act principles;

· HART Act requirements (particularly requirements that describe prohibited actions, including commercial supply and sex selection, and requirements about keeping information about donors and donor offspring);

· legislation and regulations in countries of origin and their similarity to that in New Zealand; and

· informed consent requirements as in the HART Act and the Code of Health and Disability Services Consumers’ Rights. 
35. Providers and consumers generally understand the advice to mean that imported material should not be used unless it meets New Zealand standards in all respects, for example overseas donors should not have received valuable consideration and should be identifiable to donor offspring.  The effect is that providers have generally told patients going overseas for treatment that they will not be able to import and use any surplus embryos in New Zealand if donors have been paid or are not identifiable.  

[Note: The following paragraph has been withheld to maintain legal privilege.]
PUBLIC CONSULTATIONS ON IMPORT/EXPORT

36. We held a small hui in August 2012 with some Māori knowledgeable about tikanga related to assisted reproduction and families.  The hui included discussion about import/export.  We undertook two rounds of public consultation about import/export in 2013 and 2014. 
37. Meeting notes and submissions from both consultations were published on ACART’s website, except where submitters requested that the submissions not be published for reasons of confidentiality.  The hui meeting notes were also published on the website. 
Hui August 2012

38. The key import/export concern for attendees was the risk that a child’s whakapapa and other family links might be lost where a child is born overseas from a New Zealand donor, or is born in New Zealand from unknown overseas’ donors.  

First consultation March-April 2013
39. In the first consultation we issued a background paper asking for views on various ethical and policy issues associated with import/export, illustrating the issues with hypothetical cases.  The background paper did not include proposals.  Given the complexity of the issues involved with import/export, we wanted to learn more about the different stakeholder perspectives before formulating proposals. 
40. We received 25 submissions.  The Chair and other members met with 19 individuals and groups.  Submitters included consumers, providers, various professional groups, ethicists and researchers.   
41. Themes in this consultation were:

· The shortage of egg donors in New Zealand is a key driver for people to go overseas for fertility treatment.  People would prefer to be treated in New Zealand, but are prepared to go overseas, with the associated financial and personal costs, to try to achieve their goal of having children.
· Submitters were divided over the extent to which New Zealand should allow the use in this country of gametes and embryos sourced and created in countries with different standards.  
· Consumers wanted a flexible approach that allowed the use of imported material that did not meet all New Zealand standards.  They argued that they should have the autonomy to make decisions about what was in the best interests of their families’ welfare.

· Other submitters considered that New Zealand should require that all imported material must meet New Zealand standards.  They saw the HART regulatory framework as protective of women and children.  Some submitters were concerned about New Zealand colluding with overseas practices that exploit women. 
· Most submitters considered that regardless of the source of donated gametes and embryos, all donor offspring born in New Zealand should have access to identifying information about donors. 
· There was significant support for domestic initiatives that might reduce the need for people to look overseas for fertility treatment. 

Second consultation February-March 2014
42. In the subsequent consultation we consulted on ACART’s proposed advice to the Minister of Health, as required by s.41(1) of the HART Act.  We received 17 submissions and the Chair held one meeting.  A summary of submissions is attached.  
43. Themes in this consultation were largely similar to those in the first consultation.  Again, a key issue for submitters was the extent to which New Zealand should allow the use of imported gametes and embryos that do not meet New Zealand standards.  
· Most submitters agreed that the principles and requirements of the HART Act should apply in all cases where people wish to import and export gametes and embryos for subsequent use, though there were different views about the weight that should be given to various principles. 

· Some submitters considered decisions about import/export should be made on a case by case basis to take personal circumstances into account.
· Some submitters considered that a gamete donor’s consent should not be required for export of an embryo created from the donated gametes, because the gamete used to create the embryo no longer existed. 

· There were mixed responses about whether fertility services providers should continue to make decisions about whether import/export should occur.  Some submitters assumed that the Ethics Committee on Assisted Reproductive Technology (ECART) would or should have a role as an independent decision maker.

· The majority of submitters agreed that regulations should be made to provide clarity and transparency about requirements for import/export. 

· Increased compensation for gamete donors and surrogates was supported, while retaining altruistic donation and the HART Act prohibition on commercial supply of gametes and embryos and prohibition on commercial surrogacy. 
· There was significant support for public health information about fertility and gamete donation. 

SCOPE OF ACART’S RECOMMENDATIONS

In scope
44. Our recommendations address requirements for the import and export of in vitro human gametes and embryos and the subsequent use of the material in research and treatment.   The recommendations include making regulations.  We recognise that implementation of some proposals may require amending the HART Act.   

45. The HART Act requires that ACART’s advice on import/export for treatment purposes must cover donated gametes and donated embryos.  However, some policy and ethical issues related to import/export arise regardless of the source of gametes, or the source of gametes used to create an embryo.  For instance, New Zealand does not allow sex selection of embryos for social reasons. 
46. For this reason, the scope of our recommendations includes individuals’ own sperm and eggs, and also embryos created from a couple’s own sperm and eggs, in cases where individuals and couples intend to use the material themselves. 

47. Our recommendations include some matters not directly associated with import/export:

· initiatives to address some of the factors contributing to New Zealanders travelling overseas for fertility treatment;
· collecting data about the uses and outcomes of overseas fertility treatment by New Zealanders; 
· enabling access to identifying information about donors where children are born in New Zealand as a result of gamete and embryo donation in other countries; and

· enabling access to identifying information about donors where children are born in other countries as a result of gamete and embryo donation in New Zealand. 
Out of scope
48. Our recommendations do not address requirements associated with movements of people between countries, for example where:

· people travel overseas for fertility treatment, to enter a surrogacy arrangement, or to participate in human reproductive research;
· pregnant women return to New Zealand after treatment overseas;
· people enter New Zealand for fertility treatment; and
· children created from fertility treatment enter or leave New Zealand (for instance, as a result of surrogacy arrangements
).



49. Our recommendations do not address import/export of embryonic stem cell lines.  The HART Act definition of an embryo excludes stem cells derived from an embryo.   The Human Tissue Act 2008 regulates the use of embryonic stem cells. Currently all embryonic stem cells used in New Zealand are imported, and the Ministry’s Guidelines for Using Cells from Established Human Embryonic Stem Cells for Research, issued in 2006, address the requirements associated with the origin of the stem cells. 
ACART’S RECOMMENDATIONS

Recommendation a)
The principles, requirements and prohibitions of the Human Assisted Reproductive Technology Act 2004 – eg, identifiable donors, prohibition against sex selection of embryos for social reasons - should apply in all cases, with one exception, where people wish to import and use in New Zealand gametes and embryos sourced or created in other countries.
The only exception should be in in cases where:

· valuable consideration passed to donors for gametes, or gametes used to create embryos, or embryos; and
· where the intention of importing and using the gametes or embryos is to have a child with the same genetic inheritance as an existing child. 
Current understanding in the sector about import/export requirements 
50. In many cases New Zealanders have obtained and used donated gametes through valuable consideration.  The general understanding in the sector is that commercially obtained gametes and embryos should not be used in New Zealand because s.13 of the HART Act prohibits the commercial supply of gametes and embryos. 
51. Providers have been informing consumers travelling overseas for treatment that they will not be able to bring stored embryos back to New Zealand for further treatment.  In both consultation rounds, some consumers and providers advocated strongly for a flexible regime that provided for the import and use of gametes and embryos that do not meet New Zealand standards.  This was particularly argued by consumers who had had treatment overseas and had surplus stored embryos overseas.
[Note: The next section of two paragraphs has been removed to maintain legal privilege.]
Rationale for our proposal
52. There needs to be clarity about the circumstances where it is permissible to import and use gamete and embryos obtained or created overseas.  The Ministry advice currently used by providers in making decisions is unclear, and may be interpreted inconsistently.  

53. In our consultation document, we proposed that gametes and embryos should be only imported into and used in New Zealand if they met New Zealand requirements, without any exceptions.  We are of the view that the ethical values and associated policy in the HART Act should be preserved, and agree with the submitter who said that the HART Act could be seen as a taonga that protects women and children.  

54. Consumers and providers advocated strongly that consumers should not be penalised because they had needed to look overseas for donated gametes.  Some submitters argued that policy should provide for cases where there are compassionate grounds to allow import and use where gametes and embryos do not meet New Zealand standards.  However, we do not recommend this approach.  We think it would be very difficult to determine fairly which cases met the test of justifying an exemption from New Zealand requirements on the basis of compassion.  

55. We are now of the view that there are some very limited circumstances where it should be possible to import and use material which is not consistent with New Zealand requirements: where gametes and embryos have been obtained overseas through commercial supply, and New Zealanders wish to subsequently use the gametes or embryos in New Zealand in order to have a genetically related sibling to an existing child.   
56. The reasons for recommending this exception are:

· Welfare of the family: There is a benefit to family relationships in limiting the number of donors who contribute to building a family, although there is no benefit to an individual child in having the same donor as a sibling.

· Wellbeing of women: Women may choose to have more than one embryo replaced in overseas treatment, with the hope that they will have a multiple pregnancy and need no further treatment.  Multiple embryo transfer, with the associated risks to women and children, may be reduced if women know they have the option of bringing surplus embryos back to New Zealand in order to try to have a genetically related sibling to an existing child. 

57. We consider that no exceptions should be made in regard to gametes and embryos obtained overseas where donors are not identifiable.  Submitters were generally in agreement that the right of donor offspring to access identifying information about donors was an important principle which should be honoured.  

Impact of our recommendation

58. We appreciate that our recommendation will not be welcomed by all those submitters who argued that public policy should provide for importing gametes and embryos that do not meet New Zealand requirements.  The exception we propose will not include all consumers.

59. However, people are free to return overseas for further treatment if they wish.  We are not proposing that New Zealanders should be restricted from using fertility treatment in other countries.  This matter is outside the scope of our advice. 
60. Our proposal does not mean we support commercial supply of embryos and gametes.  We are recommending an approach that is consistent with HART Act requirements but allows very limited flexibility in specific cases.  Our proposal balances the public interest in maintaining the principles and requirements of the HART Act, with the welfare of families and women. 
Recommendation b)
Export of gametes and embryos should be possible provided that:
· the subsequent use of the exported gametes or embryos will be consistent with the principles, requirements and prohibitions of the HART Act; and
· all gamete providers, including donors, have given informed consent to the export of their gametes or embryos created from their gametes.
61. The issue of requirements for exporting gametes and embryos was of comparatively minor interest in both consultations.  There was much more debate about import requirements because this is a more significant issue for providers and consumers. While New Zealand providers have some overseas patients, New Zealand is not a key destination for transborder reproduction. 
62. Most submitters agreed with this proposal.  Right to Life disagreed, saying that an embryo created in New Zealand had a right to be born in New Zealand.  One consumer considered that decisions should take individual circumstances into account. 
63. Fertility Associates and Fertility New Zealand (national fertility consumer group) did not agree that gamete donors should have any say about the disposition of embryos.  They both cited the longstanding assumption that gamete donors cease to be able to withdraw or amend consent once an embryo is created.

64. Hui participants were concerned with the risk that whakapapa and other family links might be lost where a child is born overseas from a New Zealand donor.
65. We discuss each arm of our recommendation below. 
The subsequent use of the exported gametes or embryos should be consistent with the principles, requirements and prohibitions of the HART Act

66. Reasons why people might wish to export gametes and embryos include:

· emigration to another country

· to use the gametes or embryos in a procedure prohibited in New Zealand (eg, sex selection for social reasons)

· to use the gametes and embryos in a procedure that is not available in New Zealand but which is not prohibited.  A procedure may not be available in New Zealand because providers do not offer it, because ACART has not yet issued guidelines, or because guidelines do not provide for particular circumstances. 
67. We think there are important differences between a procedure being prohibited and a procedure not being available.  Where New Zealand has imposed prohibitions on the use of gametes and embryos, such prohibitions are part of the protections afforded by the HART Act and should operate as far as possible where people wish to export gametes and embryos.  However, where prohibitions are not in place, people should be able to export their own material provided that the future use is consistent with the principles and requirements of the HART Act.  
68. A current example is the use of cryopreserved ovarian tissue.  While the storage of ovarian tissue does not require ethical approval, the use of such tissue is subject to approval by ECART.  ECART is unable to approve any application to use cryopreserved ovarian tissue, because ACART has not yet issued guidelines (but is keeping a watching brief on international developments and will report to you in early 2015).  We have been told that some New Zealanders have exported their tissue to Australia in an attempt to have a child.  

69. We recognise that New Zealand has no control over the use of gametes and embryos once they leave this country.  We also recognise that providers will not have a detailed knowledge of the regulatory framework in other countries. 

70. Nevertheless, we consider that gametes and embryos should not be exported if the available information suggests that the material will be used in a way that is inconsistent with New Zealand requirements eg, where donor offspring will not have access to identifying information about donors, or where embryos will be subject to sex selection for social reasons.  Our proposal sends a message about expectations and the ethical framework within which we operate. 
All gamete providers, including donors, should give informed consent to the export of their gametes, or the embryos created from their gametes 

71. As noted above, there has been a longstanding assumption by the sector that gamete donors do not have a say in the disposition of embryos created through the use of their donated gametes.  
72. The HART Act is silent on this matter, and has given ACART the function of advising the Minister of Health on requirements for informed consent (s.76(1)(a)(i)).  ACART is currently developing proposals for public consultation in 2015.  
73. In the context of import/export, we are of the view that it is important that all gamete providers, including donors, give informed consent to the export of gametes or embryos created from their gametes.  

74. Donors to a clinic are likely to assume their gametes will be used in New Zealand to help New Zealanders who wish to have a family.  Donors need to know that any conditions put on their donation (eg, the number of families that can be assisted) may not be upheld if gametes or embryos are used overseas.  Information about children born overseas from donations may not be obtainable, and children born overseas may not have access to identifying information about New Zealand donors.   
75. Our approach is consistent with a provision in ACART’s Guidelines on Extending the Storage Period of Gametes and Embryos, that ECART must take account of whether gamete donors have given consent to extending the storage period, including for embryos created from donated gametes.  
Recommendation c)
Fertility services providers should continue to make decisions about whether the import or export of gametes and embryos for assisted reproduction is consistent with the principles of the HART Act and New Zealand requirements.
76. Some submitters in both consultations assumed ECART has, or would have, a role in decisions about import/export for assisted reproduction, perhaps using guidelines developed by ACART.  However, the HART Act does not classify import/export as a procedure requiring ethical review.  Import/export does not come under the scope of matters where ECART has a role. 

77. Most submitters supported providers continuing to make decisions about whether import/export is consistent with requirements.  The three submissions which disagreed argued that a disinterested decision body such as ECART should make import/export decisions, because providers have a commercial interest and the issues were too important to be left to providers.  One submitter argued that removing import/export decisions from providers would protect providers from pressure. 

78. We do not think there is a case to charge ECART or another regulatory body with deciding case by case applications to import/export.  Providers already make a range of decisions about the provision of fertility services as required by the HART Act, are regulated under the Health and Disability Services (Safety) Act 2001, and are audited under the Fertility Services Standard.  
79. However, as noted above, providers currently use Ministry advice as the basis of decisions, with the risk that decisions will not be consistent and fair to consumers.  If detailed regulations were made, as we propose below, this would address the need for greater specificity about requirements, and support providers in making consistent decisions about cases. 
Recommendation d)
Gametes and embryos should not be exported for human reproductive research unless ECART has approved the export for that purpose.  The scope of ECART’s consideration should include:
· whether the research would be permitted in New Zealand;
· whether New Zealand gamete/embryo donors have given informed consent for the export and use of gametes/embryos in the specific research; and

· whether the research has been ethically reviewed. 

80. Submitters generally agreed that ECART should have a role in regard to human reproductive research using imported and exported gametes and embryos. 

Research in New Zealand using imported gametes and embryos

81. ECART must approve all human reproductive research proposals in New Zealand, regardless of the source of embryos and gametes to be used in research.  ECART review includes considering the source of gametes or embryos to be used, and whether informed consent has been given.  Any ECART approval must be consistent with ACART guidelines on human reproductive research.  
82. We are therefore not making a recommendation about ECART’s role in regard to research in New Zealand using imported gametes and embryos, because the HART Act already addresses human reproductive research in New Zealand. 
Research overseas using gametes and embryos exported from New Zealand 
83. Our recommendation is about ECART’s role where researchers wish to export gametes and embryos for human reproductive research overseas.  Currently it is not clear whether ECART has any role in this situation.    

84. As noted above, New Zealand does not have any jurisdiction once gametes and embryos are exported.  ECART scrutiny would ensure, as far as possible, that New Zealand researchers were not participating in research overseas that was not acceptable in New Zealand, that the gamete or embryo donors had given informed consent, and that the research had been ethically reviewed in the country where it would take place. 

85. The details of ECART’s consideration could be developed when ACART reviews the current guidelines on human reproductive research. 
Recommendation e)
When gametes and embryos are imported and exported, the transport should be between providers or other bodies which: 

· are accredited in accord with requirements in the country in which they are situated;

· have a quality management system which is certified by an internationally recognised body; and 
· have a traceability system that tracks from procurement to treatment or research.

86. We did not canvass this issue in public consultation. 
87. Our recommendation is intended to protect the health and wellbeing of women and children, by ensuring that gametes and embryos are sent and received by licensed bodies with quality control systems that include identifying the source of all gametes and embryos.  The recommendation strengthens current requirements in the Fertility Services Standard about transporting gametes and embryos, by specifically addressing transport between New Zealand and other countries.

88. The recommendation reflects requirements in Victoria, Australia, and the United Kingdom.   

Recommendation f)
Regulations should be made about the requirements for importing and exporting human gametes and human embryos.
89. As noted above, the HART Act provides for regulations to be made about importing and exporting requirements.  We consider that regulations would contribute to equity and transparency by setting out clear rules, and be the most effective way to achieve the policy intent of our proposed requirements.  The current approach of relying on providers’ interpretations of the high level Ministry advice carries the risk that decisions about import/export may not be consistent in all cases or across all providers. 
90. Most submitters supported this proposal.  Fertility Associates and Fertility New Zealand disagreed, arguing that regulations would not give sufficient flexibility to allow for different circumstances.  Their preference was for guidelines.

91. We do not support a discretionary approach to import/export decisions, and therefore regulations are an appropriate mechanism for setting out clear cut import/export requirements.  The HART Act provides for regulations to be made on various matters, including import/export, and therefore Parliament contemplated that regulations would be appropriate.

92. Given the interest in offshore fertility treatment, there is an increasing need for consumers, providers and researchers to have a shared and detailed understanding of import/export requirements as they apply to human assisted reproduction and human reproductive research.  Regulations would provide transparency by collating requirements, backed by the force of law.  We suggest that any regulations should be explained in supporting information. 

93. Some requirements could be included in the Fertility Services Standard when it is next reviewed.  This would enable licensing and audits of providers to capture a wider range of processes associated with import/export. 
Recommendation g)
The HART Act should enable donors to be compensated for reasonable expenses incurred in the process of donation. 

Regulations should be made about the scope of reasonable expenses that are available for donors.

For consistency, the scope of reasonable expenses available for surrogates should also be considered.

94. New Zealand providers offer very modest compensation to gamete donors in recognition of some expenses that may be incurred in giving the gift of donated gametes.  One provider offers $30 a visit and another offers up to $200 using fuel vouchers.    

95. We took the view that there was potential to increase the pool of New Zealand gamete donors by increasing compensation, given that the shortage of donated gametes (especially donated eggs) is a driver for people seeking offshore fertility treatment.  The vast majority of submitters in both consultations agreed with us. 

96. Compensation to donors is consistent with altruistic donation and the ethical framework that operates. Other public policy – eg, financial assistance for live organ donors, small gifts to research participants, petrol vouchers for volunteers in community agencies, koha – distinguishes recognising some out of pocket expenses associated with the gift that is given, from paying valuable consideration for the gift itself.  
[Note: The paragraph above has been edited and combined with a following paragraph to maintain legal privilege.]
97. We consider that gamete donors should be able to receive compensation at a level which fairly compensates for the expenses incurred and the significance of the gift.  This is particularly justified for egg donation, which is intrusive, uncomfortable and risky for donors.  The donation procedure involves a series of hormone injections, and retrieval of eggs under anaesthetic.

98. We consider that the state has the important role of determining what expenses are acceptable, so providers could be confident that what was offered did not constitute valuable consideration.  Regulations would be an appropriate mechanism for setting out the scope of expenses that can be reimbursed and the maximum level of reimbursement.  The HART Act provides for regulations to be made about any matters necessary for the administration of the legislation (s.76(1)(d)).  

99. Other jurisdictions that are similarly based on the principle of altruistic donation offer substantially more compensation than is currently offered by New Zealand providers.  For example:

·      In Victoria, Australia, the legislation does not set down specific amounts. Information on the website of one provider says that sperm donors will be reimbursed AU$250 (NZ$275 per donation).

·      In South Africa the South African Medical Ethics Committee has set a rate of R6000 (NZ$660) per cycle for egg donors.
100. The United Kingdom Human Fertilisation and Embryology Authority (HFEA) raised levels of donor compensation in 2012, following a donation review prompted by a shortage of donors and the numbers of people travelling abroad for fertility treatment.  The review included a comprehensive report by the Nuffield Council on Bioethics, Human bodies: donation for medicine and research.
  The report argued that in the context of a donation, recompense for losses incurred was different from purchase of a thing, or a reward calculated as a wage. 
101. United Kingdom egg donors can now receive compensation of up to £750 (NZ$1470) per donation cycle, and sperm donors can received compensation of up to £35 ($NZ70).

102. The HFEA has recently made a preliminary assessment of the impact of the 2012 policy changes.
  The findings include:

· The number of new egg donors increased in 2012 and again in 2013.
· The number of sperm donors increased in 2012 but decreased again in 2013.

· The number of patients and treatment cycles using donated gametes increased in 2012 and 2013. 
Recommendation h)

The Ministry of Health should be asked to consider public health information about the impact of age and other factors on male and female fertility. 
103. We think that information about fertility matters is a public health obligation.  While there are various reasons for people to seek fertility treatment overseas or in New Zealand, there is scope to give information that enables people to make informed decisions about their parenting intentions, and thus potentially avoid the need to seek local or overseas fertility treatment.  
104. Local and international research indicates that people often have poor or inaccurate information about the impact of age and other factors on male and female fertility.  They may also overestimate the chances that assisted reproduction will result in a birth of a child.
  
105. For women, becoming older is associated with a decline in the success rate of in vitro fertilisation using women’s own eggs.  Australian research found that for women aged 30 years or older, using their own eggs, each additional year of age was associated with an 11 percent reduction in the chance of pregnancy and 13 percent reduction in the chance of a live delivery.  The researchers concluded that the findings suggested that women aged 35 years or older should be encouraged to seek early fertility assessment and treatment where clinically indicated.
  
106. This recommendation was very well supported in public consultation: no submitter disagreed with our proposal.  Fertility services providers and the national consumer group Fertility New Zealand noted their own initiatives to raise awareness about fertility matters.  We consider their efforts should be supported by public health information. 
107. An appropriate model is the Your Fertility campaign in Victoria, Australia.
  The campaign, using traditional and social media, focuses on five key factors that affect getting pregnant and having a healthy baby: age, smoking, weight, alcohol, and timing of intercourse to coincide with the most fertile time of a woman’s cycle.  Your Fertility is supported by funding from the Australian Department of Health and the Victorian Department of Health, initially for three years 2011-2013.  Following independent evaluation of the campaign, Your Fertility has received further funding. 
Recommendation i)
The Ministry of Health should be asked to consider public health information about gamete donation.
108. It is clear from consumer feedback that people needing to use donated gametes in their efforts to have a family would strongly prefer to be treated in New Zealand using gametes donated by New Zealanders.  However, many New Zealanders faced with long waiting times for a potential donor will choose to travel offshore for treatment, despite the significant costs and distance from support networks.  
109. Public health information about reproductive matters should include raising awareness of the need for donated gametes, in the same way that the need for donated blood is regularly advertised.  While gamete donation, unlike blood donation, is not lifesaving, it nevertheless meets an important need for many individuals and couples.  
110. We heard details of people’s efforts to find donors.  One consumer, who succeeded in finding several New Zealand women offering to be egg donors through her own intensive search, said she had concluded that many women would be interested in becoming egg donors, but there was little public awareness of the need and processes involved.  
111. Where patients must use donated gametes in order to become parents, it is preferable that they do so in New Zealand so they, and resulting children, are protected by the provisions of the HART Act and other New Zealand requirements including the Fertility Services Standard and the Code of Health and Disability Services Consumers’ Rights.
Recommendation j)
The Ministry of Health should be asked to consider strategies for collecting data about the use and outcomes of offshore fertility treatment by New Zealanders.
112. As noted earlier, information is anecdotal about numbers of New Zealanders seeking fertility treatment (including surrogacy) in other countries.  Most submitters supported our proposal that consideration should be given to collecting better information about numbers of New Zealanders going overseas for fertility treatment and the outcomes of such treatment.

113. Our understanding that New Zealand data in the Australia-New Zealand Assisted Reproduction Database (ANZARD) includes only data, including about perinatal outcomes, reported by New Zealand providers where treatment is undertaken in New Zealand.
  However, as noted earlier, anecdotal information suggests that overseas fertility treatment is a significant contribution to creating New Zealand families. 
Information about uses of offshore fertility treatment
114. There is potential to capture systematic information about offshore fertility treatment where providers have played a role, particularly where providers have a relationship with an overseas clinic.  While not all New Zealanders going offshore will be known to providers, many consumers treated offshore have had preparatory tests before leaving New Zealand. 
Information about outcomes of offshore fertility treatment

115. During our first consultation we heard concerns from fetal medicine specialists that there is a lack of information about antenatal and postnatal outcomes where New Zealanders travel overseas for treatment.  Better information would contribute to informed decisions by consumers. 
116. Better information would also contribute to public policy by enabling assessment of the potential impact of overseas fertility treatment on the New Zealand health system.  New Zealanders using overseas fertility treatment bear the immediate costs of such treatment.  However, costs fall to the New Zealand taxpayer where women and babies require expensive health interventions, such as specialist obstetric and neonatal care. 
117. We were told that many of the women going overseas for treatment are older and likely to have high risk pregnancies with substantial risks for themselves and babies.  This includes, but is not restricted to, cases where multiple pregnancies result from treatment.  In contrast to some other countries, most New Zealand procedures involve single embryo transfer in the interests of women and babies.  
118. We realise that there are challenges in collecting good information about outcomes.  Women returning pregnant and giving birth from overseas treatment may not reveal how the pregnancy came about. 
Recommendation k)
The Ministry of Health (with the Department of Internal Affairs) should be asked to consider strategies for collecting and recording identifying information on the donor register about:

· overseas gamete and embryo donors, and recording where children are born in New Zealand as a result of such donations, and
· New Zealand gamete and embryo donors where children are born overseas as a result of such donations.  

The information about overseas donors should be consistent with s.47(1)(a)(b)(c)(d) of the HART Act and, as far as is practicable, be consistent with the other provisions of s.47 of the HART Act. 

119. New Zealand’s public policy places great importance on people being able to access information about their genetic parenthood.  This is reflected in adoption legislation and the HART Act.  A principle of the HART Act is that donor offspring should be made aware of their genetic origins and be able to access information about those origins. 

120. Part 3 of the HART Act establishes a scheme for collecting, storing, and accessing information about donors and donor offspring.  Providers must collect comprehensive information about gamete and embryo donors and give this information to the Registrar-General for the mandatory HART register if a child is born from donations from 22 August 2005.  A voluntary register has been established for donations before that date. 
121. Donor offspring born in New Zealand from fertility treatment in New Zealand have the right from the age of 18 years to access identifying information about donors.  In some circumstances the information is available at a younger age.  Donors also have rights including being able to know, to the best of a provider’s knowledge, if a child is born of a donation.  
122. However, the HART Act does not explicitly recognise situations where donor offspring are born from transborder reproduction. 
Rights of children born in New Zealand from overseas donors

123. We think that the same right of access to information should apply where children are born in New Zealand from overseas donations.  At the very least, the information collected and retained about overseas donors should include their name; gender; address; and date, place and country of birth (s.47(1)(a)(b)(c)(d) of the HART Act).  It would also be highly desirable to collect other information set out in s.47(1): height; eye and hair colour: ethnicity; family medical history; and reasons for donating. 

124. There are substantial risks in relying on overseas providers and sperm banks as a later source of information about donors, regardless of undertakings given at the time of a procedure that donors will be identifiable.  Donor offspring born in New Zealand may have difficulties in obtaining information from overseas sources decades after their birth.  If an overseas provider or sperm bank goes out of business, the records may not be secure.  In contrast, New Zealand has centralised statutory registers held by the Department of Internal Affairs. 

125. We recognise the challenges in collecting information about overseas donors.  Parents may choose not to disclose that a child is born from gamete or embryo donation.  Overseas providers are not bound by the requirements that apply to New Zealand providers.  

126. Nevertheless, we consider that as far as possible, all donor offspring born in New Zealand should enjoy the protections of the HART Act in regard to accessing identifying information about donors.   
Rights of children born overseas from New Zealand donors
127. New Zealand is not a source country for donated gametes, so we expect that there will relatively few children born overseas from New Zealand gamete and embryo donations.     
128. Nevertheless, the rights of such children to access information about whakapapa and genetic links should be protected as far as possible.  Attendees at ACART’s hui in 2012 were very concerned about the potential loss of knowledge about whakapapa, both by iwi and by children born from donated gametes or embryos. 
129. As noted above, providers are required to collect information about New Zealand donors, and to give that information to the Registrar-General for the donor register if a living child is born from the donation.  However, when children are born overseas from donation in New Zealand, the provider may not be notified of the birth and thus details do not go on the donor register.   

130. Again, there would be challenges in collecting the information that a child has been born overseas from a New Zealand donation.  We recognise that this depends on parents notifying the New Zealand provider of the birth.  Nevertheless, if the donor register explicitly provided for the capture of information about children born overseas from New Zealand donations, this would send a signal about the importance of such information. 
NEXT STEPS
131. We have given a copy of this advice to the Ministry in case you wish to seek parallel advice from the Ministry.  I am available to discuss the advice if you wish.  

132. We plan to publish our advice on ACART’s website by March 2015, to give you time to consider the advice. 

Consultation on ‘Import and Export of Gametes and Embryos: Proposed advice to the Minister of Health”

SUMMARY OF SUBMISSIONS

ACART consulted on proposed advice to the Minister on requirements for importing and exporting in vitro human sperm, eggs and embryos for assisted reproductive treatment and human reproductive research (“import/export”) from 1 February 2014 to 21 March 2014.

ACART received 17 submissions and the Chair held one meeting. 

OVERVIEW
· Most submitters agreed that the principles and requirements of the HART Act should apply in all cases where people wish to import and export gametes and embryos for subsequent use.  However, some submitters considered decisions about import/export should be made on a case on case basis, to take into account personal circumstances. 

· Some submitters considered that requiring a donor’s consent for the export of an embryo created from donated gametes would depart from the current sector assumption that a gamete donor ceases to have a say about the fate of an embryo once his or her gamete is used to create an embryo. 

· There were mixed responses about whether fertility services providers should continue to make decisions about whether import and export should occur.  Some submitters assumed that ECART would have a role or suggested that ECART should have a role as an independent decision-maker.

· The majority of submitters agreed that regulations should be made to provide clarity and transparency about the requirements for the import and export of gametes and embryos.

· Increased compensation for gamete donors and surrogates was supported, while retaining altruistic donation.

· There was significant support for public health information about fertility and gamete donation.

FEEDBACK TO PROPOSALS IN THE DISCUSSION DOCUMENT

1. The principles and requirements of the Human Assisted Reproductive Technology Act 2004 (the HART Act) should apply in all cases where people wish to import into and use in New Zealand gametes and embryos sourced or created in other countries.

Views in agreement
The majority of submitters agreed that the principles and requirements of the HART Act should apply in all cases where people wish to import into and use in New Zealand, gametes and embryos sourced or created from their gametes.  

Arguments supporting this view included:

· The HART Act is a safeguard to ensure ethical standards are applied in all instances.  The Act protects gamete donors from exploitation.

· The HART Act represents core values that are important to New Zealanders.  These include altruistic donation, informed consent, interests of the child and identifiable donors.  These are supported in New Zealand’s international obligations and public policy.

· It is essential New Zealand continues to support ethical practices in relation to international assisted reproductive technology. 
· This approach means that identifying information about donors would be available for all children in New Zealand created from donor gametes and embryos, not just for children from New Zealand-based donors.
Opposing views

A minority group disagreed with this proposal, and considered that case-by-case decision-making should be available.  

· Case-by-case decision-making would allow personal circumstances to be considered in light of the principles and requirements of the HART Act.

· There are circumstances where regulatory requirements are not in the best interests of consumers.  For instance, parents of a child born from overseas fertility treatment may wish to import surplus embryos for further treatment in New Zealand, with the goal of having a genetically related sibling to the existing child. ACART’s proposal would prevent the import where the embryos were created from donated eggs obtained on a commercial basis.  

· There should be an exception where embryos stored overseas were created from the gametes of at least one of the intending parents when resident overseas.  However, the exception should not apply where people travelled overseas with the intention of having fertility treatment. 
· There should be provision to ease restrictions on compassionate grounds.  While it might be difficult to decide which cases justified making exceptions, the challenges of making such decisions should not be a reason to reject such a process. 

Other points made

· The Law Society noted that most donors of gametes obtained overseas by New Zealanders are paid for the donation. The proposal would mean that most overseas-sourced donated gametes and embryos created from donated gametes could not be imported and used in New Zealand. The HART Act is outdated and no longer reflects current trends in fertility issues and treatment.

2. Export of gametes and embryos should be possible, provided that:

· the subsequent use of gametes or embryos is consistent with the principles and requirements of the HART Act, including any prohibitions, and

· all gamete providers, including donors, have given informed consent to the export of their gametes or of embryos created from their gametes.

Views in agreement
The majority of submitters agreed that export of gametes and embryos should be possible if the subsequent use would be consistent with the HART Act.  There was also agreement that all gamete providers, including donors, should give informed consent to the export of their gametes or of embryos created from their gametes.

· It is important that the spirit of the HART Act is retained in the subsequent use of any gametes or embryos that people choose to export.

· Follow up on the subsequent use of gametes or embryos would be difficult.  However it is important to send a strong message about the importance and integrity of New Zealand’s approach and commitment to the HART Act.   

· Explicit consent from gamete donors should be given for gametes, or of embryos created from their gametes being exported.  

· Informed consent is a fundamental principle of the HART Act and vital to protecting donors’ interests.  

Opposing views
A minority were of the view that people should be able to export their gametes and embryos without the proposed limitations. 

· People should have the right to access their gametes and embryos if they choose to leave New Zealand.  It is an autonomous decision.

· People should not be stopped from exporting their own gametes and embryos.

· People should have the right to maximise their opportunities in fertility treatments, and this may mean seeking offshore fertility treatments.

There was disagreement about needing gamete donors’ consent once an embryo was created. 
· Gamete donors undergo counselling and accept that their rights to make decisions about their gametes end at the point when embryos are created: the gametes no longer exist because embryos are a new entity.

· This consent ‘end point’ is a well-established and widely accepted informed consent practice in New Zealand.  It provides clarity and certainty for donors and recipients. 

· The HART Act does not always support the best interests of consumers and children. 

Other points made

· Embryos created in New Zealand have a right to be born in New Zealand. 

· Enforcement will be an issue.
· There is no guarantee that the particular subsequent use of gametes or embryos after export will comply with the principles and requirements of the HART Act.

3. Fertility services providers should continue to make decisions about whether the import and export of gametes and embryos for assisted reproductive procedures is consistent with the principles of the HART Act and New Zealand requirements.

Most submitters supported the proposal.  There were mixed responses on whether fertility services providers should continue to make these decisions.

Views in agreement
Many submitters agreed that fertility services providers were appropriate decision-makers.

· Fertility services providers have been shown to be reliable in making decisions that are consistent, and which comply with the principles and requirements of the HART Act. 

· Fertility services providers are best placed to make decisions because they know the circumstances of clients. 

· To reinforce fertility services providers’ accountability, there should be additional standards and requirements added to the Fertility Services Standard that are detailed and transparent about import/export processes.

· Providers should be prepared to declare that the intended use of exported gametes or embryos complies with the principles and requirements of the HART Act.

· Providers should be able to certify that the clinics which they import from, or export to, will comply with the principles and requirements of the HART Act.

Opposing views

A minority of submitters saw a need for a disinterested body such as ECART to make decisions about import/export. 

· Fertility services providers have a strong commercial interest in the outcomes of these decisions.  

· These are decisions too important for a provider to decide.

· The owners of gametes and embryos should have the primary responsibility for decisions about how they import or export their own gametes and embryos. 

· Taking import/export decisions out of the hands of providers would protect providers from pressure by consumers. 

Other comments
· It is fundamentally important that any import or export decision is monitored and reviewed to ensure risks are being identified and managed.

· There is no auditing function to ensure any processes are properly followed.
4. The role of the Ethics Committee on Assisted Reproductive Technology in respect of human reproductive research should explicitly include considering and deciding applications to undertake human reproductive research involving imported and exported gametes and embryos.

This proposal was relatively uncontroversial. Most submitters agreed ECART should have this role in regards to human reproductive research. 

· ECART would be appropriate because it is an expert advisory body with the necessary knowledge and experience available to consider such requests.  
· Research in this field is potentially controversial and likely to involve ethical issues.
· However, any revisions on existing restrictions in the guidelines should be made in light of recent developments in ART and international practices. 
· Any research should be consistent with New Zealand law and guidelines. 

A minority expressed a fundamental opposition to all research involving human embryos. 

5. Regulations should be made about the requirements for the import and export of gametes and embryos.

Views in agreement
The majority of submitters agreed regulations should be made.

· Any regulations made should incorporate the principles of the HART Act.

· Any regulations made should be progressive and flexible.  They should take into account:

· the current situation of those requiring fertility treatment in New Zealand

· the situation of those seeking offshore fertility treatment

· individual circumstances and factors that are sometimes outside a person’s control.

· Any regulations made could include a monitoring element.

· Any regulations made should be accessible and easily understood by consumers. 

· Regulations would provide clarity and transparency on the requirements for the import and export of gametes and embryos.

· Regulations would assist with consistent practice.

· Regulations will help maintain the integrity of the information available on the HART registry, for example, donor information.

Opposing views
A provider and Fertility New Zealand both disagreed with the proposal, arguing that regulations would not give sufficient flexibility.

· Regulations would not allow for consideration of individual circumstances that can often be varied and complex.

6. The Ministry of Health should be asked to consider guidance to fertility services providers that allows for increased levels of donor compensation, particularly for egg donors.

For consistency, the expenses available for surrogates should also be considered. 

Views in agreement
The majority of submitters agreed that there was potential to increase the pool of gamete donors by increasing the compensation that could be offered to donors. 

Those submitters also agreed that for consistency that the expenses available for surrogates should be considered

Donor expenses

· It is extremely important the altruistic element in gamete donation and surrogacy is retained.

· When increasing levels of compensation for gamete donors or surrogates, it should not be so great that it provides a financial incentive to donate or to be a surrogate.  Nor should it appear to be a commercial enterprise.  It is simply to help remove the financial barriers faced by donors and surrogates.

· Any payment could be seen as a way of donor assistance, to recognise the time and costs incurred by being a gamete donor, or offering to be a surrogate.  

· Increased compensation should reflect the expenses and lifestyle restrictions incurred by a donor, in particular, for egg donors who undergo an invasive procedure.

· Compensation for donation of gametes should not be considered in isolation from donation of other human organs and tissue.  There are similar altruistic values found in organ donation where donor compensation is available. 
· Donor compensation should be met by the commissioning couple.
Surrogate expenses

· A financial reimbursement or compensation for a surrogate can be appropriate.  Monetary compensation would not necessarily harm the relationship between the intending parents and the surrogate. 
· Any compensation should be reasonable to ensure the surrogate’s primary motivation is altruistic rather than financial.  Counselling would also help identify any risks associated with the motivation of women who offer to be surrogates. 
· An open and supportive environment for compensating surrogates will help reduce the number of underground arrangements.
Where submitters supported increasing compensation levels, ACART asked for submitters’ views about appropriate maximum levels of compensation. 

· Suggestions for appropriate levels of compensation for gamete donors included:

· maximum amounts ranged from $2000 to $5,000 for egg donors

· rates of compensation for egg donors to be comparable to the UK and Spain which both have a non-commercial gamete donation framework

· looking at New Zealand’s ‘Live Organ Donor Assistance'.  This provides financial assistance for live organ donors leading up to and after a live kidney or organ donation.  This could be a model to apply to gamete donation.

· Suggestions for appropriate levels of compensation for surrogates included:

· amounts between $10,000 and $20,000 on top of expenses incurred

· no more than $10,000

· between $20,000 and $30,000.

Opposing views
A minority of submitters preferred to maintain the status quo or held the view that there should be no compensation.

· Increased compensation for donors and surrogates could contribute to weakening the principles of the HART Act.

· Increasing compensation may potentially increase the risk of de facto commercial donation.  There is also the risk of creating an economically coercive environment for decision-making by donors and donor-seekers.

· Gamete donation should not be encouraged.  Donors should not be reimbursed as their gametes are not for sale and for an individual’s use only.

· “Compensation” contradicts the meaning behind altruistic donation.  Donation is an act of giving up something to enhance the well-being of another and accepting the personal sacrifice.  

7. The Ministry of Health should be asked to consider public health information about:

· the impact of age and other factors on fertility, and 

· gamete donation. 

This proposal was very well supported.  No submitter disagreed with the whole proposal.  Right to Life did not support public health information about gamete donation.  

· Fertility is a public health issue that is not widely understood. Information is needed about the impacts of lifestyle and health on fertility, as well as age.

· Information about the impact of age on fertility is particularly relevant in a social context where women are deciding to have families later, and people are generally overestimating their ability to conceive.

· Education on fertility should begin in secondary schools.

· There is a need to increase public awareness on the demand for gamete donors.

· Information about gamete donation should not be promoted in isolation from organ and tissue donation more generally.  Publicity about gamete donation should not be prioritised over organ donation, which is intended to save lives. 

8. The Ministry of Health should be asked to consider strategies for collecting data about the use and outcomes of offshore fertility treatment by New Zealanders.  

Most submitters agreed with the proposal.  Only Right to Life disagreed. 

· Better data may help to identify why consumers seek offshore fertility treatment, and may also help to identify any gaps with New Zealand’s existing system.

· Data collection about the use and outcomes of offshore fertility treatment by New Zealanders will be useful for future or potential consumers of offshore fertility treatments in making informed decisions.

· It will be useful for undertaking long term evaluation and research on the effect of assisted reproductive technology.

· The risk is that data collection is not comprehensive, as information may not always be easily volunteered. 

· Data collection would be useful for children resulting from overseas-sourced gametes or embryos to have a greater knowledge and understanding of their origins.

· Data collection may also assist in determining whether or not the principles of the HART Act are being upheld. 

· There will be a need to consider privacy issues.  There are risks of breaches of individual privacy.  There would need to be strict confidentiality and informed consent processes followed in the data collection.

ACART asked for views about how such information could be collected. 

· Fertility services providers could collect the information.  They are well-placed to collect data because:

· they are a point of systematic record-keeping, and have the most interaction with consumers, and

· they may already have relationships and contacts with offshore fertility services providers.  This would be useful if some kind of information-sharing was to occur between New Zealand-based clinics and offshore clinics.

· Individuals could contribute information.  This requires people to volunteer information to their fertility services provider or to a health professional that they would be travelling overseas for fertility treatment.

Submitters
Dr Ian Hassall

Women’s Health Action

Janine Boult

New Zealand Law Society

Right to Life

Dr John T France

New Zealand Nurses Organisation

Fertility Associates

Catholic Women’s League of Aotearoa New Zealand

Fertility New Zealand

Brian Quin 

The Nathaniel Centre

Five submitters requested that their details be kept confidential

Meeting

Meeting with medical directors and other staff members of the three Auckland fertility services providers.
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