[bookmark: _GoBack]Minutes of the Eightieth Meeting of the Ethics Committee on Assisted Reproductive Technology

12 December 2019


Held on 12 December 2019
at the Ministry of Health, Wellington

	
In Attendance
Iris Reuvecamp		Chairperson		 
Judith Charlton		Member	
Paul Copland 		Member 
Michele Stanton		Member
Mike Legge			Member 
Mary Birdsall			Member		
Tepora Emery		Member
Angela Ballantyne		Member

Karen 	Reader		ACART member in attendance

Kirsten Forrest		ECART Secretariat


		
1. Welcome 
The Chair opened the meeting by welcoming all present and noting apologies were received from Mrs Mania Maniapoto-Ngaia. 


1. Conflicts of Interest 
Dr Mary Birdsall declares (on an ongoing basis) that she is a shareholder in Fertility Associates and has interests on a professional and a financial basis. 


1. Confirmation of minutes from previous meeting
The minutes from the 7 November 2019 meeting were confirmed.  


1. Application E19/140 for Embryo Donation for reproductive purposes
Mary Birdsall opened the discussion for this application. The committee considered this application in relation to the Guidelines for Embryo Donation for Reproductive Purposes and the principles of the HART Act 2004.




Issues discussed included:
· The donor couple have four embryos created from their own IVF treatment that they would like to donate to the recipient couple. The donor couple have children born from the embryos and consider their family to be complete.  
· The donor couple selected the recipient couple from a clinic profile and chose the couple because their values resonated with the donor couple’s and the recipients would wish to have more than one child. 
· The recipient couple have had several unsuccessful treatment cycles with poor embryo development and medical opinion is that this is due to both an egg and sperm cause and therefore embryo donation is the most appropriate treatment for them.  
· The explanation in terms of the recipient woman’s infertility or need for embryo donation.  There is one mention of infertility being related to egg and sperm issues and the rest of the application seems to be focused on the male applicant.   The Committee noted that the couple have had four cycles with poor embryo quality and that this could be due to a combination of egg and sperm issues.  
· Both couples have declared they would wish for future contact and openness and the children born will have an open door for contact and information and they wish for any child born to know of their genetic origins.  
· The recipient couple are comfortable with the notion of raising a child who is not genetically related to them.  
· The donor couple understand that once an embryo is transferred to the recipient woman that she has the legal right to make any decisions about the pregnancy including the decision to terminate a pregnancy. 
· Both couples have sought independent legal advice and the legal issues have been discussed at those sessions as well as during their counselling sessions. 
  
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.  


1. Application E19/141 for Creation and Use of Embryos from donated eggs and donated sperm
Paul Copland opened the discussion for this application. The committee considered this application in relation to the Guidelines on the Creation and Use, for Reproductive Purposes, of Embryos created from Donated Eggs and Donated Sperm and the principles of the HART Act 2004.

Issues discussed included:
· This is the recipient couple’s second application to ECART for the use of embryos created from donated eggs and donated sperm.  ECART considered and approved their first application.  The egg donor in their previous application withdrew her consent for the donation due to a change in life circumstances and in this application the recipient couple wish to use donations from two new donors who are both clinic donors and are not known to the recipient couple. 
· The time since ECART approved the first application is brief and the previous reports for the recipient couple are essentially the same.  ECART agreed that this is a straightforward application with new and appropriate donors.    

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.  


1. Application E19/143 for donation of eggs between certain family members
Mike Legge opened the discussion for this application. The committee considered this application in relation to the Guidelines on Donation of Gametes between Certain Family Members and the principles of the HART Act 2004.

Issues discussed included: 
· In this application for within family egg donation the egg donor has children of her own and may wish to have more.  The implication of IVF treatment impacting on her fertility has been discussed and she has declared that the small risk of this happening does not change the way she feels about her decision to donate to the recipient couple. 
· Medical opinion is that the recipient woman has low ovarian reserve, and this is likely the reason that previous fertility treatment cycles have been unsuccessful.   
· Implications counselling has been comprehensive, and the applicants fit the criteria for within family donation.
· The recipient woman’s current general health status and the declaration that she is making lifestyle changes but without an indication as to how this has impacted her health status was discussed.  There is no evidence of diabetes or pre-diabetes, but medical specialists have indicated that this could be an issue in a future pregnancy.  
· The Committee noted that the recipient woman’s general health status is not a reason for her infertility.  However, the Committee must also consider the health outcomes of the potential baby in such a maternal environment and there are some known poorer health outcomes for the child.
· The Committee noted that 10 months have passed since the medical report was completed and more information about the process the recipient woman has in place for reducing her weight would be helpful for it to consider as part of any decision it makes in relation to this application.
· The Committee noted that both couples have been seen by the same counsellor in this application.  
· ECART is required to look at the issue of coercion and it was noted that the risk of this can sometimes potentially be higher in a family situation than in others. 
· It was noted that counselling was done face-to-face rather than by Skype.
· The counselling report is silent on whether the counsellor observed or is aware of coercion in relation to the intended arrangement.
· While acknowledging that the counsellor would likely have picked up on any coercion elements, the Committee discussed the importance of having independent counsellors involved.
· The Committee acknowledged that while there will be extra time and cost involved in doing a session with an independent counsellor, this is an important safeguard.  In this case, given that there has been a counsellor who has seen both parties in person, a counselling session with an independent counsellor by phone would suffice.  

Decision
The committee agreed to defer this application to request that the egg donor speak with a different counsellor in an individual counselling session. ECART feels this is appropriate given that the main reason that there is an application before ECART is because of the potential for coercion.  

ECART also notes concern about the recipient woman’s high BMI and therefore potential poor pregnancy outcomes and health outcomes for the potential baby.  The medical report for the recipient woman is dated February 2019 and ECART requests an update in relation to the recipient woman’s plans to lose weight and her medical doctor’s view on what would be a reasonable BMI prior to transfer of embryos.

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


1. Application E19/142 for Surrogacy involving an Assisted Reproductive Procedure
Angela Ballantyne opened the discussion for this application. The committee considered this application in relation to the Guidelines on Surrogacy involving an Assisted Reproductive Procedure and the principles of the HART Act 2004.

Issues discussed included:
· The Intending father in this application has had a family previously including a child born through IVF.  He and the intending mother would like to start their own family and there is a clear medical reason as to why surrogacy is indicated for the couple. The intending mother has known for some time that surrogacy is the only option open to her to have a child who is genetically related to her and ECART has approved an application in the past in which she was the intending mother but unfortunately that treatment was not successful.  
· The birth mother and intending mother have known each other for some years as friends and have a reasonably well-known relationship.  
· The risks to the birth mother in carrying a surrogate pregnancy have been set out in her medical report and discussed with her.  Her birthing and mental health history are clinically uneventful. 
· The way in which the egg donor and intending parents met on line was discussed.  They have yet to meet face-to-face.   
· The egg donor has completed her family.  She has declared a history of post-natal depression for which she received support. She feels confident that this donation won’t increase her risk for experiencing an episode of depression. She has also put in place a number of supports to make sure she will be okay during and after her treatment. 
· All parties in this application have declared intentions to be open with their existing children and the potential child about the roles that the egg donor and birth mother have played in the intended arrangement.   
· The intending parents are approved adoptive parents and have unexpectedly recently adopted a child through the Oranga Tamariki process.  Both the BM and ED have been informed of this and are happy to proceed with the intended arrangement in this knowledge.  
· It was suggested that the medical report for the egg donor include provision for the medical specialist to enter any known medical conditions for a donor’s existing children.  The reason this was noted was because in this application one of the egg donor’s children has a condition that was not stated in her medical report but was discussed in the counselling sessions.   While the form as it stands does ask for any other relevant medical factors to be mentioned, the Committee agreed that it would be useful to include specific provision for this, as it is the role of the medical specialist to explain any diagnoses and what they mean in medical terms, and a prompt in the form to describe any genetic conditions in the family which are relevant would capture this requirement. The Committee agreed to include this point in the revision of the application forms in early 2020.   
· The Committee noted that the sharing of information between parties is an additional and fundamental issue and raises again the question for ECART about the extent to which there should be a requirement on all parties to know certain medical information about each other.  For example, in the case of a surrogacy arrangement it’s important for the intending parents to know that a surrogate may have certain conditions that impact on her ability to carry a pregnancy.  Likewise, with an egg donor, there may be a genetic component that all parties should be aware of.  This is not as simple as adding a set provision as above but requires ECART to set its expectations around that and to think about how it would make those expectations clear.  ECART agreed that it would also like to see provision in the revised application forms for greater information sharing between the parties of material medical issues.  

Decision
[bookmark: _Hlk20217579]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.  


1. Application E19/144 for Surrogacy involving an Assisted Reproductive Procedure
Jude Charlton opened the discussion for this application. The committee considered this application in relation to the Guidelines for Surrogacy involving an Assisted Reproductive Procedure and the principles of the HART Act 2004.



Issues discussed included:
· There is a within family aspect to this intended surrogacy arrangement as the birth mother is a family member of the intending parents.  
· A clear medical reason to justify the intended arrangement exists and the intending parents have had embryos created prior to the intending mother having treatment for a medical condition.  
· The intending parents may consider another IVF cycle to create more embryos should transfer be unsuccessful and the birth mother is aware of this and is happy to have further treatment in future if needed. 
· ECART noted that generally, for the condition the intending mother has, prognosis following surgery is favourable (ECART noted that the five-year survival rate is 80-90%) and given that her illness is described as being in the early stages in the reports this is likely to be the case for the intending mother. 
· The birth mother’s previous pregnancy and birthing history is described as being without complication despite her having a medical history that would put her at risk of having a preterm labour.  The risks of carrying a surrogate pregnancy have been discussed with her and she has been advised that a surrogacy pregnancy is likely to have a slightly higher risk of gestational hypertension and pre-eclampsia but not more than 10% given her history. 
· The relationship between the birth parents and intending parents is described as close.  The counselling reports advise of discussions between family members about the intended arrangement and they are supportive; there appears to be support and acceptance for the arrangement from friends and family for the couples involved. 
· Cultural and religious customs have been discussed during the counselling sessions and both parties have stated that counselling has been culturally appropriate.   
· The birth parents understand that the intending parents will adopt any child born of this arrangement and that they have had a conversation about and agreed plans for testamentary guardianship in the event that they are unable to care for the child.
· A letter from Oranga Tamariki is included with this application that approves an adoption order in principle. 
· Both couples have sought independent legal advice and have discussed the provisions needed in their wills. 

Decision
The Committee agreed to approve this application but noted that consideration is needed in relation to different options for testamentary guardianship in the event that the intending parents cannot care for a child born of this arrangement.  ECART would recommend that the intending parents agree on who will be testamentary guardian and if an offshore guardian is their preferred option, ECART suggests that they seek legal advice relating to the implications of appointing a guardian who is not resident in NZ. 

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


1. E19/03 response to deferred decision for an application for creation and use of embryos, for reproductive purposes, from donated eggs and donated sperm
Iris Reuvecamp opened the discussion for this application.  The committee considered this application in relation to the Guidelines for the Creation and Use of Embryos, from Donated Eggs and Donated Sperm and the principles of the HART Act 2004.

Issues discussed included:
· ECART had set out its expectation in correspondence sent in October about what it might require by way of report from a connective tissue expert in relation to the recipient woman’s vascular status and the risk of a further event. This has not been provided.  
· The provider view is that she has no higher mortality risk than any other patient with her condition. 
· The Committee noted some of the views expressed in the response from the provider specialist appeared to be going beyond their scope of practice in commenting on what are potentially very serious issues for the recipient woman in carrying a pregnancy. While some of the points made appear fair, the specialist is advocating for the recipient woman rather than providing an independent assessment of risk. 
· The Committee expressed concern about aspects of one expert’s view which suggested to the Committee a lack of understanding about why women with this condition die. 
· The Committee noted a five-year period since the recipient woman had undertaken a diagnostic procedure and was of the view that she should have a repeat of this procedure given the length of time that has passed.
· A letter from a specialist (page 303), states that the recipient woman had a minor event in 2012 as the result of a procedure that will not be repeated in this woman.  However, the opinions provided differ on this point with one specialist stating that the woman’s symptoms cannot be attributed to the procedure.  

Decision
· The Committee agreed to decline this application. 

Actions
The Chair and Mike Legge to draft a letter from the Chair to the clinic informing the medical director of the committee’s decision.  


1. E19/79 response to deferred decision for an application for Surrogacy involving an Assisted Reproductive Procedure
Mary Birdsall opened the discussion for this application. The committee considered this application in relation to the Guidelines for Surrogacy involving an Assisted Reproductive Procedure and the principles of the HART Act 2004.

Issues discussed included:
· The Committee had concerns that given the surrogate’s birthing history and diagnostic results in relation to scarring, the surrogate might be at increased risk of dehiscence in any future pregnancy she may carry. The Committee queried whether the birth mother understood the significance of this and whether or not the intending parents also understood the significance of this. 
· ECART asked that the parties meet with a person with expertise in this matter.
· The response from the provider is comprehensive and clearly outlines the risks involved; that all parties are aware of and have understood the risks; and on balance there is likely to be a good outcome. 

Decision
The Committee agreed to approve this application given that the information requested has been provided to all interested parties, and the risks have been clearly elucidated.  

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


1. Application E19/108 response to deferred decision for an application for use of sperm from a deceased man
Iris Reuvecamp opened the discussion for this request.  The committee considered this request in relation to the Guidelines for the Storage, Use, and Disposal of Sperm from a Deceased Man and the principles of the HART Act 2004.

Issues discussed included:
· This application is for the use of sperm from a deceased man and the applicant is the man’s wife.  The man had completed a consent form prior to collection of his sperm at the time he was with his ex-partner and the consent form had not been amended to reflect the change in partnership status since he married his wife. 
· ECART was concerned about the ex-partner and her role in any future use of the sperm and requested further information which was provided.
· ECART sought legal advice in relation to this application.  The key issues are: is the use proposed in this application an established procedure; and if not is it an assisted reproductive procedure with guidelines that allow ECART to consider and make a decision in relation to the circumstances of this case. 
· There is agreement between Health Legal and ECART that the consent given was in relation to somebody else, not the current applicant. The application before ECART therefore involves an assisted reproductive procedure. The ACART guidelines for the use of sperm from a deceased person apply and there is provision in those guidelines to allow consideration of an application for use where there is no consent. The guidelines provide that where consent has not and cannot be obtained then an application has to come before NECHAR for ethical review. 
· ECART determined that it is comfortable considering this application noting that ethical reviews previously undertaken by NECHAR are now undertaken by ECART. 
· ECART considered the additional information it has requested from the man’s ex-partner. The man’s ex-partner has stated that she didn’t have a discussion with him at the time of collection about what his views were around the use of the sperm in the event of his death but that he understood the information on the consent form.  She doesn’t want to use the sperm herself and she is in support of his wife’s application for use. 
· The outstanding issue in relation to this application is whether ECART can infer consent from the particular circumstances of this case. 
· ECART noted that the deceased man had previously signed consent for his ex-partner to use the sperm in the event of his death suggesting that he was comfortable with the use of his sperm after death. Secondly there were discussions with his wife and their medical specialists and there was a clear intention for them to have a baby.  
· In terms of a test case for inferring consent around the use of sperm in the event of a person’s death it would be hard to get evidence better than that which ECART has before it. 

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.


1. [bookmark: _Hlk20227725]Application E19/112 - response to deferred decision for Surrogacy involving an Assisted Reproductive Procedure
Paul Copland introduced this response.  The committee considered this application in relation to the Guidelines on Surrogacy involving an Assisted Reproductive Procedure and the principles of the HART Act 2004.

Issues discussed included:
· The Committee’s concern in relation to this application was about the medical need for a surrogate. The Committee acknowledged that the way in which ECART’s November decision letter was worded may have led to the mistaken interpretation that ECART’s concern was about the intending mother’s prognosis due to her illness. The information provided doesn’t directly address the Committee’s concern. 
· ECART agreed to write to the provider, acknowledging the response already received relating to the intending mother noting that it is valuable information regarding her prognosis and current health status.  ECART will also note that it hasn’t been provided with detailed information relating to the extent to which surrogacy is the only or best option for the intending mother to have a child in accordance with 2(b)(i) of the ACART guidelines on Surrogacy involving an assisted reproductive procedure.

[bookmark: _Hlk20227386]Decision
The Committee agreed to defer this application.

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


1. Application E19/145 for Surrogacy involving an assisted reproductive procedure
Michele Stanton introduced this response.  The committee considered this application in relation to the Guidelines on Surrogacy involving an Assisted Reproductive Procedure and the principles of the HART Act 2004.

Issues discussed included:
· There is a clear medical reason for the need for a surrogate in this application.  
· Medical reports for the birth mother suggest she has good health and would be an ideal surrogate; there are no concerns from a health perspective.   
· The intending mother and the birth mother in this application met via social media and are active online. The counsellors have discussed the implications of information sharing online and the birth parents have declared intentions to post only information that has prior agreement from all parties involved in the intended surrogacy arrangement. 
· The birth father and intending father only recently met and have developed rapport.  
· In relation to the issue of wills and guardianship for the potential child the Committee noted that both have been raised with the intending parents by their lawyer.  At the time of submitting this application they don’t appear to have fully addressed either entirely. 
· Both couples have declared their intentions to be open with any child born of the arrangement and extended family members are aware of and supportive of the intended arrangement.   Any child born would be welcomed and accepted into the extended family network.   Both couples have expressed a belief that their friendship will continue beyond any fertility treatment and pregnancy.
· The birth mother describes her husband’s support as being critical to her should a pregnancy be established given that they are raising a family.  
· The birth mother intends to share knowledge of the arrangement with her extended family and other significant people to assist her children in understanding her role as a surrogate.  
· Counselling sessions have canvassed BM’s motivations for acting as a surrogate, termination of pregnancy, relinquishment of a child, dispute resolution, and pregnancy and birthing plans. 
· The intending parents intend to adopt the potential child and Oranga Tamariki have approved an adoption order in principle. 
· Both parties have sought independent legal advice and appear to understand the legal issues involved in a surrogacy 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.

Application E18/60 – reapplication for approval of embryo donation application for reproductive purposes

Iris Reuvecamp introduced this reapplication.  The committee considered this application in relation to the Guidelines on Embryo Donation for Reproductive Purposes and the principles of the HART Act 2004.

Issues discussed included:
· This is an application to have a second child using the same donor and the same surrogate.
· The clinic appears to be treating the application as an amendment to the last application on the basis of the change in circumstance for the birth mother.
· ECART is of the view that a new application is required in circumstances where there has been a birth, and/or a significant change in circumstance for the birth mother. 
· ECART discussed whether it is satisfied with reference being made to the information submitted previously and the new information submitted which includes an updated report from the medical specialist for the birth mother and a further counselling session and updated legal advice.  ECART agreed that it was satisfied that it had all the information before that it needs to make a decision. 
· The birth mother in this previously approved application has had a change in relationship status and all parties involved in the intended arrangement have been informed of this and have been counselled about the potential implications and are happy to continue in the arrangement. 
· Information in Section 3.6 about the number of pregnancies and births that the birth mother has had appears to be a cut and paste from an earlier medical report and is not accurate. The Committee noted this may be due to a typographical error and that other information provided elsewhere in the application clearly contains updated accurate information. 
· ECART noted concern about the length of time between giving birth for the birth mother between the time of the birth of the first child as a surrogate, and that of the second. Clinical advice provided is that the length of time is appropriate in this case given the lack of complication in the birth mother’s birthing history and her good health status. 

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.



Correspondence
· The fertility treatment provider has submitted an update on a change of circumstances for the sperm donor in this application E18/64.  There is no requirement for the information about the change to come before ECART, but the provider requested that ECART note the change.  ECART noted the change.    

· ECART noted its letter sent to a fertility treatment provider in relation to extension of approval for two categories of assisted reproductive procedures (within family gamete donations and donor egg/donor sperm donations).

· ECART discussed a query from a treatment provider about whether an intended gametes donation arrangement is allowed. The committee noted the couples’ intent that both donations are conditional on each couple receiving the donation from the other.  ECART discussed whether this could amount to valuable consideration/commodification of gametes.  ECART considered that if the families would like more detailed guidance on the proposed arrangement, formal ethical advice would need to be sought from ECART. 
ECART also agreed to seek legal advice about whether it is permissible/lawful to exchange gametes with someone else?  Put another way, would such an exchange amount to valuable consideration (which is prohibited by the HART Act)? 
· Update from a treatment provider for a previously approved application for the creation of embryos from donor eggs and donor sperm for ECART to note. The recipient has two children and is now considering a third child. 

Meeting close
Confirmation of 27 February 2020 meeting date in Wellington.

Confirmation of ECART member in attendance at next ACART meeting on 13 December 2019 in Wellington, Iris Reuvecamp.


