Minutes of the Forty-sixth Meeting of the Ethics Committee on Assisted Reproductive Technology

6 March 2014


Held on 6 March 2014
at Bankside Chambers


In Attendance
Kate Davenport QC 	Chair					
Deborah Rowe		Member
Freddie Graham		Member
Adriana Gunder		Member	
Brian Fergus			Member
Carolyn Mason		Member
Deborah Payne		Member
Jo Fitzpatrick			Member
		
Kirsten Forrest		ECART Secretariat
Helen Colebrook		ECART Secretariat
John Angus			ACART member in attendance
		

Apologies
Apologies were received from Kate Davenport for the second half of the meeting. 

1. Welcome
Kate Davenport opened the meeting and welcomed attendees. Brian Fergus joined the meeting by teleconference. 

2. Confirmation of minutes from previous meeting
The minutes from ECART’s 7 November 2014 meeting were confirmed as accurate.


3. Application E13/31 for Embryo Donation
Kate opened the discussion for this application. The committee considered this information in relation to the Guidelines on Embryo Donation for Reproductive Purposes and the principles of the HART Act 2004.

Issues discussed included:
· ECART considered this application at its 7 November 2013 meeting and agreed to defer the application to receive the recipient woman’s obstetric and nephrologist reports to further assess the impact on her long term health of carrying a pregnancy to term.
· The reports received are from 2008-2013.  The potential risks stated in the reports were summarised.  There is a 60 percent chance that a baby would be born prematurely, a 30-50 percent chance that the baby will be affected by intra-uterine growth restriction, a 50 percent chance of developing pre-eclampsia, a 50-60 percent chance that she will lose renal function due to pregnancy and a 30-40 percent chance that she will develop end stage renal failure, meaning haemodialysis or a transplant. 
· The risks to the recipient woman and any unborn child she carries have become greater. The risks in this scenario are much higher than being overweight for instance. The Committee noted that the recipient parents have an adopted child who is 6 months old and discussed the risks in light of the impact that they may also have on this child. 
· The Committee discussed the chances of this procedure being successful and agreed success could be likely.  At the same time, the Committee noted that the recipient parents had tried alternatives including a donor egg, which should give a high chance of success but which had not worked.  
· The Committee noted that surrogacy arrangement could offer a solution as the risks to RW and an unborn child would be much lower.  However, the surrogacy guidelines do not apply as at least one of the intending parents must be genetically related to any child born.  
· The Committee agreed that there are significant identified risks to the recipient woman and a child that she might carry. The risks are well documented and therefore the Committee agreed that it could not approve the application with reliance on principles 4(a) and (c) of the HART Act 2004. 


Decision
The Committee agreed to decline this application because of the significant identified risks to the recipient woman, and the potential child. 

In making this decision, the Committee took into account the requirements in Principle 4(a) of the HART Act 2004 that the health and wellbeing of children born as a result of the performance of an assisted reproductive procedure should be an important consideration in all decisions about that procedure and,  Principle 4 (c) that while all persons are affected by assisted reproductive procedures, women are directly and significantly affected by their application, and the health and wellbeing of women must be protected in the use of these procedures. 

Actions
Secretariat to draft a letter from the Chair to the clinic informing the medical director of the committee’s decision.


4. Referral to ACART of an application to conduct human reproductive research. 
Kate opened the discussion for this application. The committee considered this information in relation to the Guidelines Purposes and the principles of the HART Act 2004.

· In October 2013, ECART had a request for ethics approval for an application to conduct human reproductive research where the researcher wishes to randomly select day 3 and day 5 embryos created as part of IVF treatment and analyse the impact to see which yields a higher cumulative birth rate. 
· Legal opinion is that the randomisation of embryos in this study is deemed to be ‘use’ of the embryos. ACART has not issued guidelines on human reproductive research involving viable embryos and in the absence of ACART guidelines, ECART cannot approve a research application that uses viable embryos. 
· The study is designed as an intervention study and apart from the initial randomisation, the study is observational.  The Ministry discussed with the researcher the possibility of making the study an audit or observational study so that it could go ahead.  The researcher indicated that she wanted to keep the study as an intervention study to remove bias.
· ECART noted that it was perfectly willing to assist but is not in a position to do so.  The Ministry did all that it could to facilitate a review of this study including seeking three legal opinions and cannot go against legal advice. 
· ACART is not sanctioned by the Minister to go ahead and write guidelines.  There is an opportunity to brief the Minister on the issue and this case may lead to some direction for ACART to go ahead and include this as an item on its work programme. 
· ECART has to decline the application and refer to ACART in accordance with section 18(2)(a) and (b) of the HART Act 2014. 
· The Committee agreed to formally refer the application from ECART to ACART.


5. Application E14/01 for Clinic-Assisted Surrogacy involving Assisted Reproductive Procedures
Brian opened the discussion for this application. The committee considered this information in relation to the Guidelines on Surrogacy involving Assisted Reproductive Procedures and the principles of the HART Act 2004.

Issues discussed included:

· The Committee agreed that this is a straight forward application and did not identify any ethical issues of concern for discussion.
· The Committee noted that the intending couple are in a long-standing relationship, there is a clear reason why IM cannot bear a child, the BM is willing, well informed and understands the risks involved in the procedure.  The Committee noted the number of C-sections the BM has had in the past and the fact that she has elected to have a C-section in this case and did not consider that this would present a major risk to the surrogate or a child that she might carry. 
· The point was made that the BM may be taking a semi-professional approach as a surrogate mother given she has acted as one in the past.  The Committee was quick to note that that does not appear to be the case as the BM is not being paid.  Her reasons for acting as a surrogate are assumed to be altruistic.  

Decision
The committee agreed to approve this application.

Actions
Secretariat to draft a letter from the Chair to the clinic informing the medical director of the committee’s decision.



6. Application E14/02 for Embryo Donation 
Jo opened the discussion for this application. The committee considered this information in relation to the Guidelines on Embryo Donation for Reproductive Purposes and the principles of the HART Act 2004.

Issues discussed included:

· The legal reports submitted with the application had minimal content and don’t give a sense of the discussions that took place. 
· The application noted that the donor couple are aware of the need to apply for extended storage of the embryos before November 2014. However, it was not clear in the application how long the embryos have been stored for.  The Committee would like to seek clarification on when the embryos were created and how long they have been stored for. 
· The Committee noted that the couples do not know each other well and while the issues have been discussed in depth, the Committee had a sense that the recipient couple were agreeing to anything the donor couple suggested.  The Committee noted however, that the couples’ similar cultural backgrounds could mean that the recipient couple have an understanding of the donor couple’s requests.
· The Committee noted that the donor couple’s clear wish for the placenta and pito to be returned to ancestral land and also that in the event of a child’s death that the body be returned to ancestral land and was concerned that although the issue of ownership had been addressed in the individual counselling sessions, the joint counselling report submitted with the application did not clearly articulate how the donor couples requests had been discussed and agreed.  The Committee noted that the burial of the placenta and pito can be a significant issue and that it would like to have more information about what was discussed before it makes a decision. 


Decision
The committee agreed to defer this application to receive a letter from the clinic about the issue raised in the donor couple’s individual counselling session regarding the return of the placenta and pito and in the worst case scenario the baby’s body to their iwi.  The Committee would like more information about how the issue was addressed in the joint counselling session and what was agreed by the couples. 

The Committee also requests confirmation of the when the embryos were created and how long they have been stored for. 

Actions
Secretariat to draft a letter from the Chair to the clinic informing the medical director of the committee’s decision.


7. Application E14/03 for Embryo Donation
Deborah Rowe opened the discussion for this application. The committee considered this information in relation to the Guidelines on Embryo Donation for Reproductive Purposes and the principles of the HART Act 2004.

Issues discussed included:

· The Committee was concerned that an understanding of whakapapa was not clearly demonstrated in the counselling report.  Although the joint counselling report noted that the couples acknowledged that there were particular similarities between their cultures, the Committee would like to see more information about their understanding of whakapapa and what will be done for a child born of this arrangement. 
· The donor couple have stated that they know the recipient family could move from New Zealand and contact could be lost but they feel that the broader benefits of donating the embryos outweigh the possible risks. The joint counselling report has not covered the issue of ongoing contact should the recipient couple leave New Zealand.  The Committee would like clarification about the understanding between the donor couple and the recipient couple should the recipient couple leave New Zealand. 
· The Committee noted that the donor man has adult children and that he was comfortable not to include them in the counselling sessions.  In a way, a child born of this arrangement will be their half sibling.  The Committee would like an indication that the donor couple will inform the donor man’s adult children. If a child is born he or she may want to find out about his or her whakapapa and get in touch with siblings.  

Decision
The committee agreed to approve this application subject to clarification about:

· the understanding between the donor and recipient couples about ongoing contact should the recipient couple leave New Zealand,
· the understanding between the donor and recipient couples about whakapapa and what will be done for the child.  Although the counselling report noted that the couples acknowledged that there were particular similarities between their cultures, it would like to see more information about their understanding of whakapapa and what will be done for a child born of this arrangement. 
· the donor man’s intentions in future to inform his older children about any child born of this arrangement.

Actions
Secretariat to draft a letter from the Chair to the clinic informing the medical director of the committee’s decision.



8. Application E14/04 for Clinic-Assisted Surrogacy involving Assisted Reproductive Procedures with egg donation
Carolyn opened the discussion for this application. The committee considered this information in relation to the Guidelines on Surrogacy involving Assisted Reproductive Procedures and the principles of the HART Act 2004.


Issues discussed included:

· The Committee noted that this is a straightforward application and that there were no ethical issues of note. 
· The Committee was comfortable that the issue of valuable consideration had been dealt with thoroughly by both parties. 
· The Committee discussed the intending mother’s medical history and noted the likelihood of her having a recurrence is low. Her previous illness precludes her from conceiving and carrying a pregnancy. 
· The intentions for an on-going relationship between the parties has been well-discussed.  The egg donor is a family friend and there is no evidence of coercion or unhelpful attachment from the egg donor with any child who is born. The birth mother is clear that she is glad this is a gestational surrogacy, that she will act as a surrogate once only and she appears to understand her limits. 
· The Committee discussed the birth mother’s decision for an elective Caesarean section out of interest only and noted that this is major surgery that has risks. The birth mother is still relatively young. It was suggested that the decision may be driven by a desire to separate the natural birth of her own children from the birth of a child born of this arrangement.   

Decision
The Committee agreed to approve this application.

Actions
Secretariat to draft a letter from the Chair to the clinic informing the medical director of the committee’s decision.



9. Application E14/05 for Clinic-Assisted Surrogacy involving Assisted Reproductive Procedures
Deborah Payne opened the discussion for this application. The committee considered this information in relation to the Guidelines on Surrogacy involving Assisted Reproductive Procedures and the principles of the HART Act 2004.

Issues discussed included:

· The intending mother has two children but a necessary medical intervention during the birth of her second child has meant that she can no longer carry a pregnancy. 
· The Committee noted that the intending mother will have IVF treatment and that her age would suggest the prospect of success is good. 
· The birth mother has experienced mild post-partum bleeds with her previous pregnancies.  Further risk of this occurring is identified but it is not high and strategies are in place to deal with this should it occur.  
· The couples have addressed issues about negotiating further relationships.  
· The birth parents’ meetings with the lawyer were an illuminating experience as it helped them consider issues they hadn’t thought of.
· The Committee assumed the couples are realistic in their acknowledgement that they are in the ‘honeymoon’ period having not known each other for long.  They acknowledge issues may arise in the future but that there is the potential to work through those issues. 

Decision
The Committee agreed to approve this application. 

Actions
Secretariat to draft a letter from the Chair to the clinic informing the medical director of the committee’s decision.



10. Application E14/06 for Surrogacy involving Assisted Reproductive Procedures with egg donation
Carolyn opened the discussion for this application.  The Committee considered the information in relation to the Guidelines for Surrogacy involving Assisted Reproductive Procedures and the principles of the HART Act 2004. 


Issues discussed included:

· The Committee had reservations about whether there is a genuine medical reason that means the intending mother must enter into a surrogacy arrangement.  The Committee noted the surrogacy guidelines state the requirement for ECART to be satisfied that there is a need for surrogacy and, that the proposal is justified in light of the associated risks.  The Committee was not satisfied that her medical history put her at high risk.  The Committee noted that the intending mother is presented as healthy and may wish to consider an embryo donation rather than a surrogacy arrangement. 
· The emotional approach to the surrogacy seems sound as both couples intend to be open with any child born of the arrangement and the intending parents intend to provide support for the birth mother. 
· The birth and intending mothers appear to share the same thoughts as far as termination of a pregnancy is concerned but the Committee noted in the joint counselling report that the egg donor has a completely different attitude to termination of pregnancy.  Given that the egg donor is saying explicitly that a she would not support a termination of pregnancy, the Committee would like further clarification about what discussion has taken place around this issue.  
· There is a multi-cultural aspect to this application and the Committee noted that it would have been helpful to see that this issue had been well considered along with the understanding that this may introduce complication to the arrangement.  The Committee noted that the multi-cultural issue would not be grounds to decline the application but would appreciate more information that demonstrates the parties have considered the issue. 
· The Committee considered the birth mother’s birth history noting that she has had previous pregnancies without complication. Her BMI is elevated but not so much that it would cause issues or risk to her and a child that she might carry. 
· The counselling reports mention the importance of finding support for the birth mother and the Committee noted that the counsellors had done a good job of raising and discussing this issue.  
· The Committee noted that the birth mother was on medication that had contra indications for pregnancy and will request more information as to whether the birth mother has an ongoing medical condition that requires ongoing medication. 

Decision
The Committee agreed to defer this application to request the following information: 

· The Committee noted the surrogacy guidelines state the requirement for ECART to be satisfied that there is a need for surrogacy and, that the proposal is justified in light of the associated risks.  The Committee was not satisfied that the intending mother’s medical history will place her at high risk while carrying a pregnancy.  The Committee noted that the intending mother is presented as healthy and may wish to consider an embryo donation rather than a surrogacy arrangement.
· The Committee requests more information to demonstrate that the multi-cultural aspects of this application have been well-considered and that the parties can demonstrate the understanding that this may introduce complication to this arrangement. 
· The egg donor has explicitly stated that she would not support a termination of pregnancy. The Committee would like further clarification about what discussion has taken place around this issue with the egg donor and between the parties involved.  
· The Committee would like to see counselling and medical reports for the egg donor.
· The Committee noted that the birth mother was on medication that had contra indications for pregnancy and will request more information as to whether the birth mother has an ongoing medical condition that requires ongoing medication. 

Actions
Secretariat to draft a letter from the Chair to the clinic informing the medical director of the committee’s decision.



11. Application E14/07 for Within Family Gamete Donation
Freddie opened the discussion for this application. The committee considered this information in relation to the Guidelines for Donation of Eggs and Sperm Between Certain Family Members and the principles of the HART Act 2004.

· The egg donor is nervous about the procedures rather than the decision to donate eggs but she has clearly expressed this and strategies are in place to mitigate any feelings of nervousness. 
· The Committee noted that it was good to see that the potential risks associated with the procedure have been discussed. The egg donor has expressed in that she has thought about what it would mean to her if she could not have children and wouldn’t be distressed.  

Decision
The Committee agreed to approve this application.  

Actions
Secretariat to draft a letter from the Chair to the clinic informing the medical director of the committee’s decision.






12. Application E14/08 for Surrogacy involving Assisted Reproductive Procedures
Adriana opened the discussion for this application.  The Committee considered the information in relation to the Guidelines for Surrogacy involving Assisted Reproductive Procedures and the principles of the HART Act 2004. 

Issues discussed included:

· There were no ethical issues of concern identified in this application. 
· ECART previously approved an application for surrogacy for the intending parents in this application.  The birth mother in the previously approved application did not carry a pregnancy and medical opinion is that the age of the birth mother was a factor. 
· The birth mother in this application is young and has completed her own family.
· The birth parents live offshore but legal advice has been sought and there should be no issue for the parents to enter New Zealand with the child. 

Decision
The Committee agreed to approve this application.

Actions
Secretariat to draft a letter from the Chair to the clinic informing the medical director of the committee’s decision.


13. Application E14/09 to extend storage of donated embryos
Kate opened the discussion for this application.  The Committee considered the information in relation to the Guidelines for Extending the Storage Period of Gametes and Embryos and the principles of the HART Act 2004. 

Issues discussed included: 
· This application is for a couple who have received donated embryos. They wish to have a chance to have siblings for their existing children born from the donated embryos.  
· The couple have asked for an extension of three years or the maximum time allowed, whichever is the longest.  
· The donors have consented to extending storage.
· There are no intergenerational issues in this application.
· The Committee agreed to extend storage for up to 10 years so that the couple do not have to reapply.  

Decision
The Committee agreed to approve this application.   

Actions
Secretariat to draft a letter from the Chair to the applicants and the clinic informing them of the committee’s decision.


14. Application E14/10 to extend storage of gametes
Brian opened the discussion for this application.  The Committee considered the information in relation to the Guidelines for Extending the Storage Period of Gametes and Embryos and the principles of the HART Act 2004. 

Issues discussed included: 

· The Committee noted that this is a straightforward application and that the donor has a sound reason for wanting to extend storage. 
· The Committee noted that they do not know the donor’s partner’s age but agreed that this is not relevant as this application is to extend storage of the donor’s gametes.
· The Committee agreed to approve an extension to storage for five years.  

Decision
The Committee agreed to approve this application. 

Actions
Secretariat to draft a letter from the Chair to the applicant and the clinic informing them of the committee’s decision.


15. Correspondence
The committee noted the correspondence to and from ECART since the meeting of 7 November 2014:

· A letter from ACART to the Ministry of Health about the Draft Fertility Preservation Guideline for people with cancer.  ECART agreed that it should not have a role in decisions about storing ovarian tissue. 
· An email from the Ministry of Health in response to a query about the collection and sperm from a person who is comatose.  
· A letter from a fertility clinic about the use of sperm from a deceased man. The secretariat will write to the clinic to advise that ECART will consider an application to vary the terms of consent for the use of the stored sperm. 
· A letter from ACART to ECART notifying ECART about the issuing of amended and renamed guidelines on surrogacy, and amended guidelines on the donation of eggs or sperm between certain family members.
· A letter from the Ministry of Health to ECART about applying the provisions of the HART Act 2004 to surrogacy arrangements.  ECART raised a point of concern that there is a difference of opinion among clinics about whether they will seek non-binding ethical advice from ECART for applications that, under this interpretation of the law, do not require ethical review.  Different clinics will start using different rules. 
· A letter from Fertility Associates to the Ministry of Health about applying the provisions of the HART Act 2004 to surrogacy arrangements.  Surrogacy where the surrogate uses her own eggs or her partner’s sperm is also complex and although the current interpretation of the law is that such applications do not require ECART approval, Fertility Associates will continue to send each case to ECART for non-binding ethical advice.  ECART agreed that the ethics review process was important as it guided applicants to give due consideration to the complex issues involved especially important when the surrogate uses her own gametes.  ECART also noted that people will get to know that they don’t need to make an application to ethics in certain situations and this raises a potential risk. 
· A copy of an ACART submission to the Health and Disability Commissioner as part of his periodic review of the Health and Disability Commissioner Act and the Associated Code of Health and Disability Services Consumers’ Rights.
· A stuff.co.nz article about payment to egg donors.
· A BioNews article about Mitochondrial transfer and three-person IVF
· The Committee noted the ECART decision letters from the 7 November 2013 meeting.  


16. ACART minutes
The unconfirmed minutes from the forty-sixth ACART meeting held on 8 November 2013 were noted.

17. Conclusion of meeting
The committee confirmed the next ECART meeting date of 5 May 2014 to be held at Bankside Chambers, Auckland.  Deb Rowe will open the meeting.

The committee confirmed the next ACART meeting date of 11 April 2014. Deb Payne will attend.

The meeting closed at 12.45pm
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