Minutes of the Forty Fifth Meeting of the Ethics Committee on Assisted Reproductive Technology

30 May 2013


Held on 30 May 2013 
Medsafe, Deloitte House, 10 Brandon Street, Wellington


In Attendance
Kate Davenport 		Chair					
Freddie Graham		Member
Adriana Gunder		Member	
Brian Fergus			Member
Carolyn Mason		Member
Kirsten Forrest		ECART Secretariat
		
Nic Aagaard			ECART Secretariat
Nikki Horne			ACART member in attendance

Apologies
Deborah Payne 
Deborah Rowe 

1. Welcome
Adriana opened the meeting, congratulating Kate on her appointment to Queen’s Council. Adriana talked about technology and the relationship between its introduction and its popularisation. Once technology starts moving it increases exponentially. The mobile phone is a good example, invented in 1974, popularised from 1980’s and then rapidly decreasing in size and cost from 1990’s. Today computers are incorporated into mobile phones, and without internet or a phone access people can feel cut off from the world. 

Kate made an analogy with IVF treatment, noting how IVF has changed from a remarkable innovation to a commonplace procedure and an option available to most people.

2. Declarations of interest
Carolyn Mason has been awarded a PhD in Philosophy. Her thesis is titled ‘Practical Reasons’ and discusses reasons, rationality, praise, blame and action. 
Deborah Rowe has been appointed Chair of the Nursing Council
Carolyn Mason declared that she is on University of Canterbury Human Ethics Council

Kate Davenport is no longer Chair of Health Practitioners Disciplinary Tribunal and asked that this reference be removed from Declarations of Interests

3. Action points from previous meeting
The minutes from ECART’s 7 March 2013 meeting were confirmed as an accurate record of the meeting.


4. Application E13/11 Within Family Gamete Donation
Carolyn opened the discussion for this application. The committee considered this information in relation to the Guidelines on Donation of Gametes between Certain Family Members and the principles of the HART Act 2004.

Issues discussed included:

· RW has had birthing difficulties in the past.
· RW and RP have considered their options, including the possibility of traveling overseas to find a donor.
· RW is healthy. 
· The committee is satisfied that any age-related medical issues for RW age are not significant.
· The committee noted there is no evidence of coercion to donate.
· There are no significant health issues for GD.
· The committee is satisfied that certain aspects of RP’s history would not pose any risks to the parties in this arrangement or to the well-being of any child born. 

Decision

· the committee has made its decision taking into account the requirements in guidelines 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 fertility, that makes egg or sperm donation appropriate”
· the committee was satisfied that RW has a medical condition affecting her reproductive ability
· each party has received appropriate counselling and medical advice.

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 to approve this application. 





5. Application E13/12 for Clinic Assisted Surrogacy
Freddie opened the discussion for this application. The committee considered this information in relation to the Guidelines on Surrogacy Arrangements involving Providers of Fertility Services and the principles of the HART Act 2004.

Issues discussed included:

· In this application BM has offered to be a surrogate for her brother, IP. In March 2013, ECART considered an application in which the BM had offered to act as a surrogate for her brother.  At that time ECART sought legal advice about whether such an arrangement is prohibited by law.  Legal advice was that surrogacy is not “sexual connection” so the arrangement is not viewed as incest.  Therefore there doesn’t appear to be any reason in law to prevent ECART considering such an application in the usual way. 
· The intending mother’s medical history and the need for a surrogacy arrangement.
· BM has a child of her own through a non-complicated birth and considers her family complete.
· The committee discussed the medical reports, noting there are no significant medical issues for BM. 
· Risks involved to parties were discussed, noting that all parties were aware of risks involved and that the counselling report is positive and clear.

Decision

· the committee has made its decision taking into account 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”.
· the committee was satisfied that IM has a medical condition affecting her ability to carry a pregnancy.
· 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 the medical director of the committee’s decision to approve this application. 

6. Application E13/13 for Clinic-Assisted Surrogacy with Egg Donation
Brian opened the discussion for this application. The committee considered this information in relation to the Guidelines on Surrogacy Arrangements involving Providers of Fertility Services, guidelines on egg donation and the principles of the HART Act 2004.

Issues discussed included:

· The committee discussed IM’s medical conditions and is satisfied that IM is unable to carry a pregnancy to term.
· ED has two children. ED became aware of IM and IP’s situation through a mutual friend.
· The committee noted that it had previously approved a surrogacy for the parties in this application, but the surrogacy was unsuccessful. In this application the IM would like to try surrogacy with an egg donor.  
· The committee noted that IM and BM met through a mutual friend 11 years ago, and that ED is not directly known by IP.
· The committee was satisfied that there was no element of coercion.

Decision

· the committee has made its decision taking into account 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”.
· the committee was satisfied that IM has a medical condition affecting her ability to carry a pregnancy.
· 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 the medical director of the committee’s decision to approve this application. 


7. Application E13/14 for Within Family Gamete Donation
Adriana opened the discussion for this application. The committee considered this information in relation to the Guidelines on Donation of Gametes between Certain Family Member and the principles of the HART Act 2004.

Issues discussed included:
· ED intends to donate to her aunt. ED is the biological daughter of RW’s sister.
· The committee noted ED is not in a relationship and has no children.  The committee discussed this further given ED’s age and concluded that the ED has shown she is capable of making her owndecisions concerning her gametes. 
· No evidence of coercion is apparent. ED approached the clinic before talking to IM, which supports this. .
· The committee was satisfied that IM has medical issues preventing her carrying a pregnancy. 
· The committee discussed the risks to ED’s future fertility, and noted that ED is aware of the risks and also that they are low.  She is willing to continue with the procedure with this knowledge. .
· ED’s mother is supportive of her daughter’s choice and no evidence of coercion is apparent.
· The committee noted that when pregnancy is established wider family will be made aware of arrangement.
· The committee clarified that 1 egg would be implanted with any remaining frozen. 

Decision

· the committee has made its decision taking into account the requirements in guidelines 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 fertility, that makes egg or sperm donation appropriate”
· the committee was satisfied that RW has a medical condition affecting her reproductive ability
· each party has received appropriate counselling and medical advice.
· 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 the medical director of the committee’s decision to approve this application. 


8. Application E13/15 for Within Family Gamete Donation
Carolyn opened the discussion for this application. The committee considered this information in relation to the Guidelines on Donation of Gametes between Certain Family Members and the principles of the HART Act 2004.

Issues discussed included:

· The donating couple’s ages and IP’s medical condition. 
· IM’s preference for the donor in this application over other family members. 
· The importance of a genetic relationship for any resulting child for all parties in this arrangement. They all believe that within family gamete donation is the most appropriate way.
· GD’s age and the associated risks. The committee clarified that any risk would be very low. This potential risk has also been discussed between parties.
· Counselling report indicates GD and GP seem to think a child should be told about his or her origins.  IM and IP are not decided about whether to tell a child, but a dialogue is on-going. The committee noted the counsellor reports encourage openness.
· The committee discussed the issues surrounding identity from withholding information.
· The committee recommended that openness would be best for the child noting that explaining the genetic relationship at a younger age could be better for a resulting child, in terms of personal identity.

Decision

· the committee has made its decision taking into account the requirements in guidelines 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 fertility, that makes egg or sperm donation appropriate”
· the committee was satisfied that RP has a medical condition affecting his reproductive ability
· each party has received appropriate counselling and medical advice.

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 to approve this application. 

9. Application E13/16 for Clinic Assisted Surrogacy
Kate opened the discussion for this application. The committee considered this information in relation to the Guidelines on Surrogacy Arrangements involving Providers of Fertility Services and the principles of the HART Act 2004.

Issues discussed included:
· Parties met through a surrogacy website. The committee discussed the hurried attempt to apply to ECART. Parties were told that they had to develop a relationship before applying for ECART review. The committee was satisfied that parties had worked on their relationship.
· IM has medical issues preventing conception. The committee noted there was no independent medical report included.
· IM has a positive outcome following treatment for her previous medical condition.
· The committee queried BM’s medical history, in particular her contraception. The committee clarified that BM will have her contraceptive removed.
· The counselling report states embryos were created after cancer treatment.
· Parties and their families have met. IP and IM plan to spend time with BM after a baby is born to reassure them that the child is well cared for.
· IM is only 3 years post treatment for cancer, querying whether IM has a good prognosis.
· The committee was satisfied that the type of cancer generally has good prognosis but decided it was appropriate to request an independent opinion from a specialist physician in this regard. 
· The committee discussed the independent bank account for BM claiming pregnancy-related expenses.  The committee further discussed how surrogates can sometimes feel intimidated about claiming, concluding that the independent account provides an easy solution, so long as compensation for expenses is reasonable.

Decision

· the committee has made its decision taking into account 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”.
· the committee was satisfied that IM has a medical condition affecting her ability to carry a pregnancy.
· 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 receipt of a report from an oncologist regarding IM’s five year survival prognosis.

Actions
Secretariat to draft a letter requesting medical report for IM. Once received and confirmed a letter will be drafted to the clinic informing the medical director of the committee’s decision to approve this application.


10. Application E13/17: Application for Embryo Donation for Reproductive Purposes
Freddie 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:
· 10 embryos were created 11 years ago using DW’s eggs.
· DW and DP are not willing to destroy their embryos. 
· DW has a medical condition that had not expressed itself at the time of egg donation. The committee clarified that the genetic component of this condition  is not high and is unlikely to be risk for a resulting child.
· RW has been counselled well on donation process. 
· The family contact between parties that has developed over time. 
· The committee discussed potential identity issues due to the heritage of DW and DP and their desire to have contact with a resulting child. The committee acknowledged the counselling report indicates IP and IM have firm control over level of contact and are confident any on-going level of contact will be appropriate.

Decision
· the committee has made their decision taking into account 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 fertility, that makes embryo donation appropriate”
· the committee was satisfied that RW has a medical diagnosis of infertility that makes embryo donation appropriate
· each party has received appropriate counselling and medical advice
· 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 the medical director of the committee’s decision to approve this application. 


11. Application E13/18: Application for Embryo Donation for Reproductive Purposes
Brian 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:
· There are four embryos available to donate to IM who can’t have further IVF cycles because of medical condition.
· The committee noted that DM and DP’s family are supportive of the arrangement and that they consider their family complete.
· The committee queried how parties met and whether lack prior of relationship was an issue. The committee confirmed that the parties met through the clinic and the relationship was appropriate. 
· DP and DM are clear about disposal of any remaining embryos.
· There is no element of coercion.
· The committee discussed that both parties have family history of breast cancer and that the medical report states this has been taken into account. The committee is satisfied that parties are aware of risks involved. 
· Committee noted legal reports were sufficient.



Decision
· the committee has made their decision taking into account 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 fertility, that makes embryo donation appropriate”
· the committee was satisfied that RW has a medical diagnosis of infertility that makes embryo donation appropriate
· each party has received appropriate counselling and medical advice
· 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 the medical director of the committee’s decision to approve this application. 

12. Application E13/19 for Within Family Gamete Donation
Carolyn opened the discussion for this application. The committee considered this information in relation to the Guidelines on Donation of Gametes between Certain Family Members and the principles of the HART Act 2004

Issues discussed included:
· GD is married to RP’s brother and is RW’s sister in law.
· The committee was satisfied that there is no element of coercion.
· IP and IM have one child who is 10 years old.
· DP and DM’s family are aware of offer to donate.
· The committee raised the issue of RW’s BMI, querying whether this is a relevant factor for ECART to note, given that the application is about within family donation. 
· The committee agreed that IM’s high BMI and blood pressure poses a risk to the health of IM and any resulting child.
· Committee requested an independent obstetric physicians report regarding IM’ BMI and blood pressure.

Decision

The committee agreed to defer this application.

Actions

Secretariat to request an obstetric physician’s report regarding IM’s BMI and blood pressure in the context of risks to IM becoming pregnant and any health risks for a resulting child. 

13. Application E13/20 for Clinic-Assisted Surrogacy 
Adriana opened the discussion for this application. The committee considered this information in relation to the Guidelines on Surrogacy Arrangements involving Providers of Fertility Services and the principles of the HART Act 2004.

Issues discussed included:
· IM has had five miscarriages in second trimester. 
· BM and BP have three children and consider their family to be complete
· IM and IP have been in a relationship for 14 years and have been married for 12.
· The Committee is satisfied that BM and BP understand the medical risks involved with this procedure.
· A Single embryo transfer planned.
· Close family support is available for both parties. BM and BP stated that their children are not aware of surrogacy plans, but will be made aware as progress is made to avoid undue anxiety.
· The committee discussed BM’s acknowledgement of potential attachment issues and agreed that BM is comfortable with controlling her emotions and has appropriate support.


Decision

· the committee has made its decision taking into account 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”.
· the committee was satisfied that IM has a medical condition affecting her ability to carry a pregnancy.
· 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 the medical director of the committee’s decision to approve this application. 


14. Application E13/21 for Clinic Assisted Surrogacy
Kate opened the discussion for this application. The committee considered this information in relation to the Guidelines on Surrogacy Arrangements involving Providers of Fertility Services and the principles of the HART Act 2004.

Issues discussed included:
· Only one embryo remaining for use in this procedure.
· The medical history for IM means surrogacy is the only option available.
· Medical report indicates that there are no significant risks for BM if she were to become pregnant.
· IM has a good prognosis following treatment for cancer. .

Decision

· the committee has made its decision taking into account 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”.
· the committee was satisfied that IM has a medical condition affecting her ability to carry a pregnancy.
· 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 the medical director of the committee’s decision to approve this application. 


15. Application E13/22 for Research on Gametes and Non-Viable Embryos
Freddie declared a conflict of interest and handed the application to Kate to introduce. The committee did not require Freddie to leave the room during the discussion of this application.

Kate opened the discussion for this research application. The committee considered this information in relation to the Guidelines for Research on Gametes and Non-Viable Embryos and the principles of the HART Act 2004.

Issues discussed included:

· The application has not provided scientific review.
· Protocol and project goals need to be expanded upon.
· The committee discussed the scientific merit of the project and its utility in practice. The committee agreed that the application was not clear about the expected benefits from the research which made it difficult to weigh against the cost of research.
· The committee was concerned about the lack of definition for ‘non-viable embryos’, and the identification process for ‘non-viable embryos’, noting that if an embryo at day 3 seems to be non-viable it may turn into a healthy blastocyst by day 5, concluding that 3 days can be too early to determine viability.
· The committee was concerned that the Information Sheet does not include any information about what will happen to ‘my samples’, and states study donors will not be notified of study results. Clarification required about use of eggs and embryos, disposal and dissemination of results.

Decision

· the committee has made its decision taking into account the information provided in the application form, Information Sheet and Consent Form.
· the committee was not satisfied that the application included the required information about scientific peer review, sufficiently described the research for ECART evaluation, clarified the criteria used to determine that embryos were not viable, or provided the information necessary for prospective participants to give informed consent to take part in the study.

The committee agreed to defer this application.


Actions
Secretariat to draft a letter advising of the following:
· Committee requested clarification of the method for determining that ‘an embryo is not viable’.
· Be clear in participant information sheet about the method for determining that eggs and embryos are not viable.
· The Information Sheet should clearly explain the type of research that will be carried out on eggs and embryos, 
· If possible, give participants the ability to learn about results from the use of their samples.  
· Requested peer review

	
16. Application E13/23 for Research on Gametes and Non-Viable Embryos
Brian opened the discussion for this research application. The committee considered this information in relation to the Guidelines for Research on Gametes and Non-Viable Embryos and the principles of the HART Act 2004.

Issues discussed included:
· The study is a pilot 
· Committee queried the ratio of results and whether the individual genetics of the women will threaten the validity of the study. Committee had clarification that the small sample size will be sufficient for the purpose of the study.
· The committee noted that material used has been discarded and has no other purpose.
· No harm to participants involved.
· Peer review is provided.
· The committee notes the lack of Maori consultation in so far as there may be concerns about disposal of tissue.
· The committee queried the need to approach potential participants on the day of ovulation, requiring that information about the study be given at an earlier appointment.
· The committee suggested the consent form has a tick box to allow participants to indicate that they would like to receive information about study results.

Decision

· the committee has made its decision taking into account the information provided in the application form, Information Sheet and Consent Form.

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 to approve this application, and request that in future applications Maori consultation is provided.

Correspondence

The committee noted the correspondence to and from ECART since the meeting of 7 March 2013:

· Email from ACART about ACART consultation on policies associated with the import and export of gametes and embryos(p319)

· The committee requested Secretariat to write to ACART requesting more time to submit response. 

· The committee suggested individual members submit their own response as well as provide feedback for the collective ECART response. 

· The committee discussed the six questions posed in the ‘consultation on policies associated with the import and export of gametes and embryos’. 

· Kate to draft response from discussion.

· Letter from ACART Chair to Ministry of Health Deputy Director General about eligibility criteria in ACART’s surrogacy guidelines (p369)

· Letter from ACART to ECART about annual reviews.

· Kate to draft letter in response. 

· Query from a researcher about possible research proposal for PGD and HLA matching (p372)

· Query from a researcher about submission of amendments to ECART (p374)

· Query from FAC about trans-border embryo donation (p376)

· Letter from clinic counsellors about where question 6.11 in WFGD applications would be best placed (p380) 

· Letter from ECART to clinic counsellors about where question 6.11 in WFGD would be best placed (p382)

· Query from a member of the public about whether ECART can grant retrospective approval for a surrogacy arrangement (p384)

· Letter from John Peek, Fertility Associates Auckland about gaining prior consent for extension of gametes from donors (p386)

· Query from FAC about posthumous egg donation (p388)

· Query from a member of the public about age limit for fertility treatment (p392)

· Correspondence to clinics advising of the completion of the draft application form for storage extension of gametes and embryos (p393)

· Committee discussed options for identification for applications without New Zealand identification. Birth certificates or nationality cards were considered.

· The committee suggested defining ‘gametes’ at the beginning of the form to ensure accessibility.

· Change mention of ‘overseas’ to ‘elsewhere and or overseas’ due to the possibility of moving within New Zealand.

· Committee discussed the consequence of a donor refusing to give consent to extend storage. Committee suggested a text box is included to note the reason why, as the refusal to consent may result in termination of the application.

· The committee discussed when informed consent stops in the context of sperm and egg donation. The committee covered whether donor rights end when the sperm or eggs become an embryo. The committee noted ACART does not have an official view on this matter.

· The committee discussed current practice for sperm donation, noting that families can use and store donated sperm for 10 years. The issue of a family wanting more children after the 10 year period was raised 

· Secretariat to send updated form with Fertility Associates changes to trial for 6 months.

· Email from ACART with numbers of applications for storage extension of gametes and embryos received by the Patient Review Panel in Victoria, Australia (p402).

· ECART decision letters (pp403-427)

17. ACART minutes

The unconfirmed minutes from the forty-fifth ACART meeting held on March 2013 were noted.

16. General business

· Secretariat to remind clinics that ECART meetings are open.

17. Conclusion of meeting
The committee confirmed the next ECART meeting date of 1 August 2013 to be held at Bankside Chambers, Auckland. 

Freddie to open the meeting.

The committee confirmed the next ACART meeting date of 12 July 2013 in Wellington. Attendance by Adriana is to be confirmed.


The meeting closed at 3.00pm.
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