


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

17 February 2011
Held on 17 February 2011
Wellington Airport Conference Centre

Wellington

Present

Adriana Gunder

Christine Forster 

Deborah Rowe

Hazel Irvine 

Huia Tomlins-Jahnke
 
Jackie Freeman

John Hutton 

Lynley Anderson

Rob Thompson

Apologies

Kate Davenport 

Chair
In attendance

Martin Dutton

ECART Secretariat

Gareth Jones 

ACART member until 1.45pm
Rohan Murphy

Manager, Ethics Committees from 12.30pm to 2pm
1. Welcome
John opened the meeting with an acknowledgement of the importance of trust. John said that the committee relies on trust. Trust is a component of ethics which is derived from the Greek word “ethos” and is determined on the basis of the intelligence, characteristics and goodwill of the speaker. Trust in the context of applications to ECART is about the competence of clinics, applicants, the Chair, the members, the secretariat and of politicians and rule makers. It is implicit for the committee to build and maintain mutual trust between all of the parties above. 

John posed the theory of how New Zealand can maintain and improve the trust in ECART and the ethical review system. First he suggested that clinics can be trusted much more now than ever before, but it remains imperative that ECART continue to ask the right questions of the clinics when information is inadequate or missing. Second it is important that the right members are appointed to ECART and that they receive appropriate training to ensure adequate review of applications. John also highlighted that ECART must also listen to feedback from clinics to ensure the needs of all parties are being met by the review process; current indications by clinics is that the application process is too long and could be streamlined. Finally, those decisions that are made must be made in a timely manner. 

John paid tribute to the current and former ECART Chairs, Kate Davenport and Philippa Cunningham, for their part in creating trust in the committee following the designation of ECART after the Cartwright inquiry.

2. Declaration of interests

John Hutton declared a conflict of interest in applications E11/04, E11/05, E11/06 and E11/07. John left the room for the discussion of these applications. 
3. Minutes from previous meeting
The minutes from ECART’s 25 November 2010 meeting were confirmed as an accurate record of the meeting. 
Application E10/25 was discussed via teleconference between meetings due to the receipt of new information. The original decision to approve the application was retained by the committee and an approval letter sent to the clinic.
4. Application E11/01: Application for the Donation of Eggs and Sperm between Certain Family Members

Jackie opened the discussion for this application. The committee considered this 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

· “nil” psycho-social issues noted within the medical report for one of the parties

· Counselling report addresses the psychological issues for this party

· ECART satisfied that no risk is posed to any party as a result of the issue.
Comments
· no outstanding intergenerational issues

· no apparent coercion

· donor is fairly close in age to recipients

· ECART sees the familial connection as a positive aspect.
Decision

· 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 egg or sperm donation appropriate” 

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

· each party has received appropriate counselling and medical advice

· the committee was satisfied that there is no apparent coercion 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.

5. Application E11/02: Application for Clinic-Assisted Surrogacy

Lynley 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.

The committee reviewed this application and discussed:

Issues
· potential psycho-social issues for BM

· committee discussed the circumstances of the psycho-social issues

· committee satisfied that all potential issues have been resolved.
Comments
· that BM has been an egg donor previously

· that BM is able to separate the process of surrogacy from having her own children.
Decision

· 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”
· the committee was satisfied that IM has a medical condition affecting her ability to carry a pregnancy

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

· the committee was satisfied that there is no apparent coercion 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.

6. Application E11/03: Application for Embryo Donation for Reproductive Purposes
Christine opened the discussion for this application. The committee considered this 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
· the health of RW
· her BMI
· her potential health and wellbeing as per principle (c) of the HART Act

· the additional risk of miscarriage and DVT

· the predisposition to diabetes
· the wellbeing of any child born of this arrangement as per principle (a) of the HART Act

· that police vetting information has not been seen by the donors.
Comments
· that the familial connection for this application is a very positive.
Decision

The committee agreed to defer this application in order to receive further information; the information that is sought is:

· an independent medical report for RW/RP generated on ECART’s application forms (section 2B)
· the independent medical specialist’s written certification that BM has reached a weight that is safe to carry a pregnancy without affecting her or any resulting child’s health.
Any information received prior to the next meeting of 12 May will be assessed by ECART via email correspondence.

This application cannot begin until an approval has been given by ECART.

Actions

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

7. Application E11/04: Application for the Donation of Eggs and Sperm between Certain Family Members

John declared a conflict of interest and left the room for the discussion of this application.

Hazel opened the discussion for this application. The committee considered this 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
· that there are no issues of note in this application.
Comments

· ECART impressed that applicants have recognised the importance of boundaries

· the parties have sought assistance from the counsellors

· technically this procedure could occur outside of the fertility clinic without ECART approval 

· full IVF not needed at this stage

· there is openness within the family

· all applicants are of the same generation.
Decision

· 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 egg or sperm donation appropriate” 

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

· each party has received appropriate counselling and medical advice

· the committee was satisfied that there is no apparent coercion 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.

8. Application E11/05: Application for the Donation of Eggs and Sperm between Certain Family Members

John declared a conflict of interest and left the room for the discussion of this application.

Adriana opened the discussion for this application. The committee considered this 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
· potential psycho-social aspect should RW become pregnant with a girl

· this potential issue has been addressed within the counselling reports

· joint counselling session was completed on the same day as the second individual counselling session

· the extenuating circumstances for this were divulged by the clinic

· ECART accepts the reason given by the clinic. 
Comments

· all applicants are of the same generation.
Decision

· 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 egg or sperm donation appropriate” 

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

· each party has received appropriate counselling and medical advice

· the committee was satisfied that there is no apparent coercion 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 E11/06: Application for Embryo Donation for Reproductive Purposes
John declared a conflict of interest and left the room for the discussion of this application.
Rob opened the discussion for this application. The committee considered this 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 are no issues of note in this application.
Comments

· the donors have 3 embryos to donate 

· DW accepts that she will have an emotional connection to any child born of this arrangement

· RW has bonded with her child born to a surrogate

· the couple could potentially have used donated eggs with surrogacy 

· there is no hierarchy for assisted reproductive procedures.
Decision

· 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” 

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

· each party has received appropriate counselling and medical advice

· the committee was satisfied that there is no apparent coercion 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.

10. Application E11/07: Application for Clinic-Assisted Surrogacy with egg donation
John declared a conflict of interest and left the room for the discussion of this application.

Huia 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.

The committee reviewed this application and discussed:

Issues
· the health of IM
· her BMI
· IM’s history as an adolescent

· IM has good familial support

· IM has had a appropriate counselling

· IM is in a stable relationship

· that BM is a smoker

· IM’s mother’s history of miscarriage.
Comments
· the excellent legal report provided for the intending parents
· that IM is comfortable with having a child genetically related to BM and IP
· that ECART was impressed that applicants have recognised the importance of boundaries

· that the parties have sought assistance from the counsellors

· that technically this procedure could occur outside of the fertility clinic without ECART approval.
Decision

· 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”
· the committee was satisfied that IM has a medical condition affecting her ability to carry a pregnancy

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

· the committee was satisfied that there is no apparent coercion 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 E11/08: Application for Embryo Donation for Reproductive Purposes
Jackie opened the discussion for this application. The committee considered this 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 police vetting information has not been seen by the donors

· RW’s familial psycho-social history 

· the potential for issues between the parties re level of contact between parties

· this appears to be resolved within the joint counselling

· the clinic will provide a source of ongoing counselling throughout the process.
Comments

· that a good level of information was discussed in the counselling regarding the non-genetic connection of any resulting child to the recipients

· that RW has a number of adopted family members.
Decision

· 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 egg or sperm donation appropriate” 
· the committee were satisfied that the RW has a medical diagnosis in accordance with ACART’s Guidelines on Donation of Eggs and Sperm between Certain Family Members
· the committee is currently not satisfied that guideline (iv) of ACART’s Guidelines on Donation of Eggs and Sperm between Certain Family Members has been met.
The committee agreed to approve this application subject to confirmation, to ECART: 
· that the police vetting information has been seen by the donor couple and that they are happy to continue based on the information contained within that report.
Any information received prior to the next meeting of 12 May will be assessed by ECART via email correspondence.

A final approval letter will be issued by ECART once the committee is satisfied that the condition listed has been met. 
This application cannot begin until the final approval has been given.

12. Application E11/09: Application for Embryo Donation for Reproductive Purposes
Deb opened the discussion for this application. The committee considered this 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
· DW’s Māori heritage in detail
· DW states that her Māori heritage is important to her on a number of occasions 

· that this heritage will be passed on through whakapapa

· that any resulting child could have land inheritance

· the awareness of the recipients regarding whakapapa

· the counselling reports do not address this in enough detail

· DW’s history as an adolescent

· DW has good familial support

· DW has had a appropriate counselling

· DW is in a stable relationship.
Comments

· increased potential for twins even with SET

· recipients are aware of and comfortable with this risk

· relationship boundaries are very clear with these couples

· donors have requested “carefully managed contact”.
Decision 

The committee agreed to defer this application in order to receive further information; the information that is sought is:

· a letter from the recipients regarding their understanding and acknowledgementof DW’s Māori heritage and the implications this will have on any resulting child

· a letter from DW stating that her Māori heritage has been explored and satisfactorily understood by the clinic
· a letter from the clinic stating that DW’s Māori heritage has been explored in depth and understood by all parties, and the implications for any resulting child.

Any information received prior to the next meeting of 12 May will be assessed by ECART via email correspondence.

This application cannot begin until an approval has been given by ECART.

13. Application E11/10: Application for Clinic-Assisted Surrogacy 

John 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.

The committee reviewed this application and discussed:

Issues
· the amount of identifying information given for the BM

· BM’s existing children should something untoward happen to her

· counselling report does not detail what happens to any resulting child in the event of something happening to IM/IP

Comments
· the legal representative has asked for guidance about what constitutes a reasonable expense

· a legal interpretation should be sought by the clinic

· that ECART is not in a position to provide its opinion
Decision

· 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”
· the committee was satisfied that IM has a medical condition affecting her ability to carry a pregnancy

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

· the committee was satisfied that there is no apparent coercion 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 E11/11: Application for Clinic-Assisted Surrogacy 

Hazel 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.

The committee reviewed this application and discussed:

Issues
· the health and wellbeing of BM

· her relationship status

· her existing children 


· the balance between BM’s ability and desire to 
act as a surrogate and the risk to her existing family.
Comments
· the health and wellbeing of all women in this application were discussed in detail

· IM has been an altruistic egg donor previously

· that excellent counselling reports provided

· very thorough especially for IM/IP

· IM/IP’s parents involved in counselling

· that all parties have made an informed decision to proceed.
Decision

· 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”
· the committee was satisfied that IM has a medical condition affecting her ability to carry a pregnancy

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

· the committee was satisfied that there is no apparent coercion 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 E11/12: Application for Clinic-Assisted Surrogacy with egg donation

Lynley 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.

The committee reviewed this application and discussed:

Issues
· the legal representative has asked for guidance about what constitutes a reasonable expense

· a legal interpretation should be sought by the clinic

· that ECART is not in a position to provide its opinion

· the timing of this application to ECART

· extensive counselling supporting the decision to proceed
Comments
· that extensive and well documented counselling was provided 

· the inclusion of ED in detail
· that all parties have made an informed decision to proceed
· that ED is clear on the amount of contact she wishes to receive regarding the pregnancy
· that the application meets all the relevant ACART guidelines

· BM’s familial adoption history

Decision

· 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”
· the committee was satisfied that IM has a medical condition affecting her ability to carry a pregnancy

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

· the committee was satisfied that there is no apparent coercion 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.

16. General business
The committee welcomed Rohan Murphy to its meeting. Rohan outlined the current direction of ministerial ethics committees and the current Health Select Committee Inquiry into improving New Zealand’s environment to support innovation through clinical trials. The Terms of Reference for the inquiry aim to achieve a streamlined ethical approval process, the removal of unnecessary barriers for clinical trials, a reduction in bureaucracy and increased benefits for New Zealand patients. 

Although ECART is not directly included in the scope of the HSC inquiry, it was mooted that now would be a good time for ECART to review its procedures to ensure the committee is running efficiently.

The committee also discussed the recently issued Guidelines on the Creation and Use, for Reproductive Purposes, of an Embryo created from Donated Eggs in conjunction with Donated Sperm and the draft application forms.
Actions

Secretariat to review current application forms with committee to see if the length can be reduced and the important ethical information can be focussed. The secretariat will also look into the feasibility of creating an on-line application for future use.
Secretariat to modify the draft application forms and email to members for further comments.

17. Report from ACART

ECART reviewed and noted the draft minutes from ACART’s meeting of 26 November 2010. 

The committee noted agenda item 14(i) in the draft ACART minutes of 26 November 2010. 

The committee noted that no definition has been provided for the term medical condition in ACART’s guidelines and agreed that another letter should be sent to ACART for urgent attention.
The committee noted the proposed guidelines on extending the storage period of gametes and embryos and noted several points to be made before the submission deadline.
Actions

Secretariat to ask ACART Secretariat for more detail regarding agenda item 14(i) and how it relates to its current work.

Secretariat to draft a letter from the Chair to ACART regarding the definition of a medical condition.

Members to email Secretariat with suggestions for compilation and submission to ACART.

18. Correspondence and table of ECART decisions

The committee noted that the table of decisions will be emailed to all members
The committee noted the correspondence to and from ECART since the meeting of 25 November 2010.
The committee noted a letter sent to ECART for application E10/39 that updated members on a significant change of circumstances as per one of the requirements of the approval letter. ECART commended the clinic for reporting the change of circumstance and was satisfied that the approval could continue.

The committee noted a letter from a clinic regarding the transfer of care from one provider to another (application E10/09). ECART was satisfied that patient care would not be compromised as a result of the transfer and approved the transfer to the new clinic. 
The committee noted a letter from a clinic for application E10/16 that updated members on a significant change of circumstances and process for the clinic. ECART was satisfied that patient care would not be compromised as a result of the circumstantial change and agreed to approve the application.
The committee noted a letter from a clinic requesting advice about an upper age limit determination for consideration of egg or embryo donation. In the absence of a definition of whether age related infertility constitutes a medical condition the letter would be referred to ACART for their determination. The committee noted that this was also an issue with regard morbid obesity too.

The committee noted a letter sent to ECART for application E10/11 that updated members on a significant change of circumstances as per one of the requirements of the approval letter. ECART commended the clinic for reporting the change of circumstance and was satisfied that the approval could continue.

Actions

Secretariat to update table of ECART decisions and email to members.
Secretariat to respond to clinic regarding application E10/39.
An approval letter will be sent to the new clinic informing them of ECART’s decision to re-approve application E10/09.
An approval letter will be sent to the clinic informing them of ECART’s decision to approve application E10/16.

Secretariat to forward the letter regarding an upper age limit to ACART for determination.
An approval letter will be sent to the new clinic informing them of ECART’s decision to re-approve application E10/11.
19. Conclusion of meeting

The committee confirmed the next ECART meeting date of 12 May 2011.
Adriana to open the next ECART meeting on 12 May 2011.
Kate to attend the next ACART meeting of 11 March 2011
Actions

Secretariat to arrange the 12 May 2011 meeting.

20. Meeting close

The meeting closed at 4pm.
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