


Minutes of the Thirty Fourth Meeting of the Ethics Committee on Assisted Reproductive Technology

29 September 2011

Held on 29 September 2011

Wellington Airport Conference Centre

Wellington
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Carolyn Mason 


Deborah Rowe

Deputy Chair
Jackie Freeman

Freddie Graham
Huia Tomlins-Jahnke
 

Hazel Irvine

Apologies

There were no apologies received for this meeting.
In attendance

Alison Douglass 

ACART member
Barry Lowe


Fertility Plus Medical Director

Helen Nicholson 

Fertility Plus Counsellor

Martin Dutton

ECART Advisor
Francoise Baylis

Guest speaker from 13.00 to 14.30

Megan Larken

ACART Analyst

1. Welcome

Freddie Graham opened the meeting with a talk about the development of fertility procedures in New Zealand. In 1970 when Freddie was first involved in the industry, there was not much technology available and the only treatments for infertility were the drug Clomiphene and fresh private donor insemination. In 1982 the first public donor insemination (DI) programme and information evenings for users were introduced at National Women’s Hospital in Auckland, followed by the first IVF programme in March 1983. The criteria for inclusion in the programme were quite strict at this point; only women who were under 38 years of age and had tubal disease were included. On top of this, the women had to be in a stable relationship, but not necessarily married – this was controversial at the time. The women using the DI programme were only able to create as many embryos as they could possibly use in any one cycle, as none could be cryopreserved. The pregnancy rate for donor insemination at the time was low at 11% success; it now stands at closer to 50%. In the 1990’s there was an interim ethics committee set up before the HART Act designated two committees – one policy committee to produce and review guidelines (ACART) and one to review the ethics of individual cases (ECART). 
2. Declaration of interests

Freddie Graham declared an indirect conflict of interest in applications E11/35 and E11/36. He did not participate in the decision making of these applications. 
3. Minutes from previous meeting
The minutes from ECART’s 21 July 2011 meeting were confirmed as an accurate record of the meeting. 
4. Decisions made by ECART since the last meeting

No new approvals were given for ECART applications between the meeting of 21 July 2011 and 29 September 2011. 

5. Committee policy and development

The minutes from ECART’s 21 July 2011 meeting were confirmed as an accurate record of the meeting. 
The committee noted the feedback from ACART on ECART’s new ARP application forms.

ECART noted the final sentinel event report for application E06/20.

ECART provided advice on a question from Helen Nicholson on the best way to proceed with an embryo donation case that was approved in 2007. 
6. Application E11/32: Application for Embryo Donation for Reproductive Purposes
Adriana opened the discussion for this application. The committee considered the information in relation to the Guidelines on the Donation of Embryos for Reproductive Purposes and the principles of the HART Act 2004.

The committee reviewed this application and discussed:

Issues
· that there were no issues of note for this application.

Comments

· that eight embryos are available for use

· that the donors and recipients were approved for embryo donation in 2007 

· the initial donation produced a child 

· the couples have an excellent relationship with each other

· the initial application ran over the 3 year approval from ECART

· the committee noted that this is a model of how embryo donation should work

· that DW wants any non-viable/unused embryos returned to her for burial

· DW understands that surplus embryos cannot be donated for research purposes

· that the updated information provided by the clinic meets all ACART guidelines and principles.
Decision

· that the committee has made their decision based on the requirements in guideline 2(a)(i) that “the recipient or recipient’s partner must have a medical condition affecting his or her reproductive ability, or a medical diagnosis of unexplained infertility, that makes embryo donation appropriate” 

· that the committee was satisfied that RW has a medical condition affecting her ability to conceive naturally

· that each party has received appropriate counselling and medical advice

· that the committee was satisfied that there is no coercion apparent within this application and that all parties are entering the agreement fully informed of the potential risks and of their own free will.

The committee agreed to approve this application. 

Actions

Secretariat to draft a letter from the Chair to the clinic informing them of the committee’s decision to approve this application.

7. Application E11/33: Application for Embryo Donation for Reproductive Purposes
Hazel opened the discussion for this application. The committee considered the information in relation to the Guidelines on the Donation of Embryos for Reproductive Purposes and the principles of the HART Act 2004.

The committee reviewed this application and discussed:

Issues

· that DW/DM are fairly sure that they have finished their family

· the couple have thoroughly considered the donation; however, cannot anticipate what their feelings will be if:

· RW becomes pregnant; or 

· if the resulting child is female

· RW and RP’s residency

· it is unclear from the report where the couple will be living permanently 

· all other ACART guidelines and principles have been met.

Comments

· that the committee commented on how well this application has been thought out 
· that the recipient couple have received donated embryos previously

· the first application used different donors

· all embryos were used without success

· the sensitivity of DW

· this aspect has been thoroughly explored in counselling

· the counsellor notes that DW is emotionally stable 
· that five embryos are available for use

· the donor couple want to donate the embryos in a two stage process

· that the two couples were matched by the clinic

· the counsellor notes a very similar match, and a very easy joint meeting

· that RP is Māori

· he has declined the use of a Māori counsellor

· he has engaged in significant discussion on the needs, values and beliefs of Māori with his whānau.

Decision

· that the committee has made their decision based on the requirements in guideline 2(a)(i) that “the recipient or recipient’s partner must have a medical condition affecting his or her reproductive ability, or a medical diagnosis of unexplained infertility, that makes embryo donation appropriate” 

· that the committee was satisfied that RW has a medical condition affecting her ability to conceive naturally

· that each party has received appropriate counselling and medical advice

· that the committee was satisfied that there is no coercion apparent within this application and that all parties are entering the agreement fully informed of the potential risks and of their own free will.

The committee agreed to approve this application subject to confirmation to ECART: 

· that the recipient couple reside permanently in New Zealand, or that record keeping, access to information about the donors, and access to any resulting child for the donor couple was discussed if they reside overseas.
Actions

Secretariat to draft a letter from the Chair to the clinic informing them of the committee’s decision to approve this application subject to approval of the conditions listed above.

8. Application E11/34: Application for Embryo Donation for Reproductive Purposes
Jackie opened the discussion for this application. The committee considered the information in relation to the Guidelines on the Donation of Embryos for Reproductive Purposes and the principles of the HART Act 2004.

The committee reviewed this application and discussed:

Issues
· that there were no issues of note for this application.
Comments

· that the recipient couple have received donated embryos previously

· the first application used different donors

· all embryos were used without success

· that two embryos are available for use

· that both couples have thoroughly considered the donation arrangement
· that the couples have an excellent relationship with each other

· RW/RP are testamentary guardians of DW/DM’s existing child

· DW/DM will be testamentary guardians of any resulting child 

· that updated information provided by the clinic meets all ACART guidelines and principles.
Decision

· that the committee has made their decision based on the requirements in guideline 2(a)(i) that “the recipient or recipient’s partner must have a medical condition affecting his or her reproductive ability, or a medical diagnosis of unexplained infertility, that makes embryo donation appropriate” 

· that the committee was satisfied that RW has a medical condition affecting her ability to conceive naturally

· that each party has received appropriate counselling and medical advice

· that the committee was satisfied that there is no coercion apparent within this application and that all parties are entering the agreement fully informed of the potential risks and of their own free will.

The committee agreed to approve this application. 

Actions

Secretariat to draft a letter from the Chair to the clinic informing them of the committee’s decision to approve this application.

9. Application E11/35: Application for Clinic-Assisted Surrogacy

Freddie declared an indirect involvement and did not participate in the decision making of this application.

Carolyn opened the discussion for this application. The committee considered the information in relation to the Guidelines on Surrogacy Arrangements involving Providers of Fertility Services and the principles of the HART Act 2004.
The committee reviewed this application and discussed:

Issues

· that IM and IP intend to undergo an IVF cycle to create embryos for this procedure

· no embryos are currently in storage

· there is little evidence that the risks of egg collection have been thoroughly discussed with IM

· BM’s age

· that BM’s mother is a midwife 

· it is not clear if she would be BM’s midwife 

· her role as BM’s mother may conflict with her role as a midwife

· it was noted that familial midwives are common in Māori births

· that it is unclear whether BM has adequate life insurance

· that it is unclear if BM has appointed a testamentary guardian for her existing child.
Comments

· that IM has several medical conditions that make surrogacy appropriate for her

· that BM offered to be a surrogate for IM 

· this was discussed in detail by the committee

· the committee were satisfied that there was no evidence of coercion

· that BM’s mother is a close friend of IM/IP

· that BM intends to move in with IM/IP closer to the birth.

· that all ACART guidelines have been met.
Decision

· that the committee has made their decision based on the requirements in guideline 2(a)(ii) that “the intending mother has a medical condition that prevents pregnancy or makes pregnancy potentially damaging to her and/or any resulting child”
· that the committee was satisfied that IM has a medical condition affecting her ability to carry a pregnancy

· that each party has received appropriate counselling, medical and legal advice

· that the committee was satisfied that there is no coercion apparent within this application and that all parties are entering the agreement fully informed of the potential risks and of their own free will.

The committee agreed to approve this application recommending that BM has adequate life insurance and appoints a testamentary guardian if she hasn’t done so already.

Actions

Secretariat to draft a letter from the Chair to the clinic informing them of the committee’s decision to approve this application.

10. Application E11/36: Application for the Creation and Use, for Reproductive Purposes, of an Embryo Created from Donated Eggs in Conjunction with Donated Sperm 
Freddie declared an indirect involvement and did not participate in the decision making of this application.

Deborah opened the discussion for this application. The committee considered the information in relation to the Guidelines on the Creation and Use, for Reproductive Purposes, of an Embryo Created from Donated Eggs in Conjunction with Donated Sperm, and the principles of the HART Act 2004.

The committee reviewed this application and discussed:

Issues

· that ED and RW are both single.
Comments
· that ED has been informed of the medical risks of egg collection

· that RW has received sperm donation from SD previously

· this was unsuccessful

· RW has had a number of miscarriages

· that the issue of testamentary guardianship was discussed in the counselling reports

· that that all ACART guidelines have been met.

Decision

· that the committee has made their decision based on the requirements in guideline 3(a)(ii) that “each intending parent (where there are two) has a medical condition affecting his/her reproductive ability, or a medical diagnosis of unexplained infertility, that makes the creation and use of an embryo created from donated eggs with donated sperm appropriate”
· that the committee was satisfied that RW has a medical condition affecting her reproductive ability

· that each party has received appropriate counselling and medical advice, including joint counselling for related parties

· that the committee was satisfied that there is no coercion apparent within this application and that all parties are entering the agreement fully informed of the potential risks and of their own free will.

The committee agreed to approve this application.
Actions

Secretariat to draft a letter from the Chair to the clinic informing them of the committee’s decision to approve this application.

11. Application E11/37: Application for Embryo Donation for Reproductive Purposes
Kate opened the discussion for this application. The committee considered the information in relation to the Guidelines on the Donation of Embryos for Reproductive Purposes and the principles of the HART Act 2004.

The committee reviewed this application and discussed:

Issues
· that there were no issues of note for this application.
Comments

· that RW has been advised against further IVF using her gametes
· that two embryos are available for use

· that the donors conceived their youngest child spontaneously

· that the donors youngest is less than two years old

· the old ACART guidelines on Embryo Donation for Reproductive purposes required the donors’ youngest child to be two years old before an application could be made to ECART

· the current ACART guidelines released in 2008 removed this requirement

· the current guidelines require that ECART must take into account […] whether the donors have completed their family 

· the donors are adamant that they have completed their family 

· that the committee noted no red flags in this application 

· that all ACART guidelines and principles have been met.

Decision

· that the committee has made their decision based on the requirements in guideline 2(a)(i) that “the recipient or recipient’s partner must have a medical condition affecting his or her reproductive ability, or a medical diagnosis of unexplained infertility, that makes embryo donation appropriate” 

· that the committee was satisfied that RW has a medical condition affecting her ability to conceive naturally

· that each party has received appropriate counselling and medical advice

· that the committee was satisfied that there is no coercion apparent within this application and that all parties are entering the agreement fully informed of the potential risks and of their own free will.

The committee agreed to approve this application. 

Actions

Secretariat to draft a letter from the Chair to the clinic informing them of the committee’s decision to approve this application.
12. Application E11/38: Application for Embryo Donation for Reproductive Purposes
Deborah opened the discussion for this application. The committee considered the information in relation to the Guidelines on the Donation of Embryos for Reproductive Purposes and the principles of the HART Act 2004.

The committee reviewed this application and discussed:

Issues
· that there were no issues of note for this application.
Comments

· that one embryo is available for use

· that the donors conceived their youngest child spontaneously

· that the donors youngest is less than two years old

· the old ACART guidelines on Embryo Donation for Reproductive purposes required the donors’ youngest child to be two years old before an application could be made to ECART

· the current ACART guidelines released in 2008 removed this requirement

· the current guidelines require that ECART must take into account […] whether the donors have completed their family 

· the donors are adamant that they have completed their family 

· that both DM and RW are Māori

· DM has declined the use of a Māori counsellor

· he has engaged in significant discussion on the needs, values and beliefs of Māori with his father who is staunch tikanga Māori

· DM’s father is the speaker of the family on implications and customary practices

· the Māori members of the committee were happy that cultural issues had been appropriately discussed and considered for all parties

· that all ACART guidelines and principles have been met.

Decision

· that the committee has made their decision based on the requirements in guideline 2(a)(i) that “the recipient or recipient’s partner must have a medical condition affecting his or her reproductive ability, or a medical diagnosis of unexplained infertility, that makes embryo donation appropriate” 

· that the committee was satisfied that RW has a medical condition affecting her ability to conceive naturally

· that each party has received appropriate counselling and medical advice

· that the committee was satisfied that there is no coercion apparent within this application and that all parties are entering the agreement fully informed of the potential risks and of their own free will.

The committee agreed to approve this application. 

Actions

Secretariat to draft a letter from the Chair to the clinic informing them of the committee’s decision to approve this application.
13. Application E11/39: Application for the Creation and Use, for Reproductive Purposes, of an Embryo Created from Donated Eggs in Conjunction with Donated Sperm 
Deborah opened the discussion for this application. The committee considered the information in relation to the Guidelines on the Creation and Use, for Reproductive Purposes, of an Embryo Created from Donated Eggs in Conjunction with Donated Sperm, and the principles of the HART Act 2004.

The committee reviewed this application and discussed:

Issues

· that there was a lot of discussion about the role of ED in this application

· ED did not seem fully committed to the procedure

· it was RW that first suggested the donation.
Comments
· it is noted in the counselling report that ED is proud of her role as a donor

· the counsellors confirmed to ECART (by telephone) that ED is happy to proceed 
· that ED is just very matter of fact about the procedure

· the counsellors also confirmed that there was no coercion in this application.
Decision

· that the committee has made their decision based on the requirements in guideline 3(a)(ii) that “each intending parent (where there are two) has a medical condition affecting his/her reproductive ability, or a medical diagnosis of unexplained infertility, that makes the creation and use of an embryo created from donated eggs with donated sperm appropriate”
· that the committee was satisfied that RW has a medical condition affecting her reproductive ability

· that each party has received appropriate counselling and medical advice, including joint counselling for related parties

· that the committee was satisfied that there is no coercion apparent within this application and that all parties are entering the agreement fully informed of the potential risks and of their own free will.

The committee agreed to approve this application. 

Actions

Secretariat to draft a letter from the Chair to the clinic informing them of the committee’s decision to approve this application.
14. Application E11/40: Application for Embryo Donation for Reproductive Purposes
Freddie opened the discussion for this application. The committee considered the information in relation to the Guidelines on the Donation of Embryos for Reproductive Purposes and the principles of the HART Act 2004.

The committee reviewed this application and discussed:

Issues
· that both donors carry a gene defect

· the Fertility Services Standard is silent on the donation of embryos with defective genes

· the ACART guidelines require that ECART takes into account […] whether all parties have considered and discussed the implications of any specific issue that may effect the health and wellbeing of any of the parties, and especially any resulting child
· the recipients are aware of the gene defect and consider it an acceptable risk.
Comments
· that twelve embryos are available for use

· that DW/DM conceived their youngest child spontaneously.
Decision

· that the committee has made their decision based on the requirements in guideline 2(a)(i) that “the recipient or recipient’s partner must have a medical condition affecting his or her reproductive ability, or a medical diagnosis of unexplained infertility, that makes embryo donation appropriate” 

· that the committee was satisfied that RW has a medical condition affecting her ability to conceive naturally

· that each party has received appropriate counselling and medical advice

· that the committee was satisfied that there is no coercion apparent within this application and that all parties are entering the agreement fully informed of the potential risks and of their own free will.

The committee agreed to approve this application. 

Actions

Secretariat to draft a letter from the Chair to the clinic informing them of the committee’s decision to approve this application.
15. Application E11/41: Application for the Donation of Eggs and Sperm between Certain Family Members

Huia opened the discussion for this application. The committee considered the information in relation to the Guidelines on the Donation of Eggs and Sperm between Certain Family Members and the principles of the HART Act 2004.

The committee reviewed this application and discussed:

Issues

· RW’s medical condition

· it appears from RW’s medical report that age is the only medical condition
· the medical report does not detail whether RW has a diagnosis of unexplained infertility or has undertaken previous infertility treatments. 

Comments
· the committee commented on how well the rest of the application came across
· ED is Māori
· excellent counselling report provided for ED

· the inclusion of ED’s mother provided excellent insight into the needs, values and beliefs of Māori culture 
· the Māori members of ECART were impressed with the attention to details of importance to Māori 
· neither RW nor RP are Māori 
· RW is ED’s father’s sister who is Pakeha
· RW/RP recognise and value the importance of any resulting child’s Māori heritage 
· any resulting child will have full access to his/her whakapapa

· ED will be asked to be the testamentary guardian of any resulting child.
Decision

The committee agreed to defer this application in order to receive further information. The information required by ECART is:

· whether RW has a medical condition and how this condition meets the ACART guidelines for the donation of eggs and sperm between certain family members; or
· whether RW has a medical diagnosis of unexplained infertility that has not responded to other treatments. If RW has a medical diagnosis of unexplained infertility, the committee requires evidence of the treatments she has undergone prior to this diagnosis.
Any information received prior to the next meeting of 24 November will be assessed via email by an ECART subcommittee.
Actions

Secretariat to draft a letter from the Chair to the clinic informing them of the committee’s decision to defer this application.

16. Application E11/25: Application for the Creation and Use, for Reproductive Purposes, of an Embryo Created from Donated Eggs in Conjunction with Donated Sperm 
The committee reviewed updated a response from the committee for this application which was approved subject to conditions at the ECART meeting of 21 July 2011. The committee commented that the response from the clinician was a model response containing all of the information the committee needed to make a fully informed decision.

Decision

· that the committee has made their decision based on the requirements in guideline 3(a)(ii) that “each intending parent (where there are two) has a medical condition affecting his/her reproductive ability, or a medical diagnosis of unexplained infertility, that makes the creation and use of an embryo created from donated eggs with donated sperm appropriate”
· that the committee was satisfied that both RW and RP have a medical condition affecting their reproductive ability

· that each party has received appropriate counselling and medical advice, including joint counselling for related parties

· that the committee was satisfied that there is no coercion apparent within this application and that all parties are entering the agreement fully informed of the potential risks and of their own free will.

The committee agreed to approve this application.
Actions

Secretariat to draft a letter from the Chair to the clinic informing them of the committee’s decision to approve this application subject to approval of the conditions listed above.

17. Application E11/26: Application for Embryo Donation for Reproductive Purposes

The committee reviewed updated a response from the committee for this application which was approved subject to conditions at the ECART meeting of 21 July 2011. The committee commented that the letters from the counsellor and both parties to the ARP were excellent and contained all of the information the committee needed to make a fully informed decision.

Decision

· that the committee has made their decision based on the requirements in guideline 2(a)(i) that “the recipient or recipient’s partner must have a medical condition affecting his or her reproductive ability, or a medical diagnosis of unexplained infertility, that makes embryo donation appropriate” 

· that the committee was satisfied that RW has a medical condition affecting her ability to conceive naturally

· that each party has received appropriate counselling and medical advice

· that the committee was satisfied that there is no coercion apparent within this application and that all parties are entering the agreement fully informed of the potential risks and of their own free will.

The committee agreed to approve this application.
Actions

Secretariat to draft a letter from the Chair to the clinic informing them of the committee’s decision to approve this application subject to approval of the conditions listed above.

18. Application E11/27: Application for the Donation of Eggs and Sperm between Certain Family Members

The committee discussed application E11/27, but no decision was made at the meeting.
19. Ethics and AHR in Canada

ECART was privileged to host a presentation by guest speaker Professor Francoise Baylis from Canada. Professor Baylis who is currently in New Zealand on a research sabbatical to Otago University, gave a seminar on Ethics and Assisted Human Reproduction in Canada including the differences and similarities between assisted reproductive technology legislation in New Zealand and Canada.

20. Correspondence 

The committee noted the correspondence to and from ECART since the meeting of 21 July 2011 including:
· a query from a fertility clinic regarding cousin to cousin donation as an established procedure. The query was for a sperm donation from a male to his female cousin’s partner. 

· a query asking for advice on the age a youngest child must be before a couple can donate their remaining embryos for another recipient couple/person to use. The former embryo donation for reproductive purposes guidelines stated that the youngest child must be 2 years old. However, this requirement is not in the current guidelines which require that ECART must take into account […] whether the donors have completed their family.

· a query from a clinic on whether a couple that has separated can donate their existing stored embryos back to the donor woman for use meaning that the donor man would have no legal responsibilities for any child. ECART responded that this would not be an embryo donation case and that the parties should seek independent legal advice on whether the donor man can opt out of parental and financial responsibilities.
· a query from a clinic on whether a 19 year old woman could donate eggs to her sister. The HART Order classifies egg donation from sister to sister as an established procedure when both the donor and recipient are over 20 years old at the time of the donation. As the donor is 19 years old, an application to ECART under the Donation of Gametes between Certain Family Members guidelines would be required.
· a letter from a fertility clinic regarding the export of embryos to be used in a surrogacy arrangement overseas. ECART will respond that this is not within it’s jurisdiction to offer advice about this, and the clinic’s clients should seek independent advice from the Ministry of Health, a lawyer with specialist knowledge of international surrogacy, and the Department of Internal Affairs with regard to New Zealand residency/citizenship for any resulting child. 
· a query from a member of the public asking about whether a family member could be used as a surrogate. ECART responded that a family member could be used as a surrogate as long as all the guidelines on Surrogacy Arrangements involving Providers of Fertility Services are met in an application to ECART, and approval for the procedure is given by the committee.

· a letter from a fertility clinic regarding whether a second cousin is considered a cousin for the donation of gametes as an established procedure even though the donation would be cross generational. ECART replied that the HART Order defines a cousin as a “cousin of any degree” and that the cross generation aspect is incidental. The donation would therefore be considered as an established procedure.

· a query from a member of the public asking about the process for applying for approval of a surrogacy arrangement. ECART replied with a link to the local clinics who would apply to ECART for approval of the procedure on her behalf.
· a query from a member of the public asking for advice on finding out information about their biological father who donated sperm prior to the HART Act 2004. ECART referred the person to the Department of Internal Affairs who administer the HART register. 

· the decision letters from the meeting of 21 July 2011.

21. Report from ACART

ECART reviewed and noted the minutes from ACART’s meeting of 8 July 2011 and the draft minutes of 9 September 2011. 

ECART noted the ACART letter of 26 September regarding the medical condition requirement in ACART’s guidelines. The Chair is happy to facilitate a meeting with the ACART Chair to discuss the issue in more detail.
22. Conclusion of meeting

The committee confirmed the next ECART meeting date of 24 November 2011.

Deb to open the next ECART meeting on 24 November 2011.

Hazel to attend the next ACART meeting on 14 October 2011.
23. Meeting close

The meeting closed at 3.40pm.
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