
Minutes of the Twenty Third Meeting of the Ethics Committee on Assisted Reproductive Technology

13 October 2009

Held on 13 October 2009

Wellington Airport Conference Centre

Wellington

Present

Kate Davenport (Chair)

Deborah Rowe

Huia Tomlins-Jahnke

Jackie Freeman 

John Hutton 

Lynley Anderson

Rob Thompson

In attendance

Martin Dutton (Secretariat)

Ken Daniels (ACART) 

Richard Randerson (ACART)

Neil Johnson (Fertility Plus) – until 13.00
Megan Downer (Fertility Plus)
Rohan Murphy (Manager, Ethics Committees) from 13.00
Apologies

Christine Forster (Deputy Chair)

Hazel Irvine 

1. Welcome

Kate welcomed the visitors to the meeting from ACART and from Fertility Plus
John opened the meeting with the importance of “measurement” in ART; in particular the need to ensure social implications of ART are measured in the same way that scientific procedures are. John suggested that New Zealand should embrace the technological benefits of modern science, but stressed the vital importance of measuring social implications to ensure risks and harm are identified and controlled.

2. Conflict of interest
There were no general declarations of interest. Specific interests were declared under Items 6 and 7
3. Action points from previous meeting
The minutes from ECART’s 11 August meeting were confirmed as an accurate record of the meeting.

Progress was noted regarding the action points completed since the 11 August ECART meeting.

4. ECART meeting dates for 2010

ECART discussed the possible meeting dates for 2010 and agreed on the following meeting dates:

Thursday 18 February 2010

Thursday 22 April 2010

Thursday 3 June 2010

Thursday 29 July 2010

Thursday 16 September 2010

Thursday 25 November 2010 

ECART is conscious that there is a substantial gap between the November 2009 meeting and February 2010 meeting. The committee agreed that they could combine a short application review meeting with the New Zealand Bioethics conference in Dunedin and notify the clinics so that if have applications they can be dealt with then.
Actions

Secretariat to email clinics with the 2010 meeting dates.

Secretariat to update ECART website to include the 2010 meeting dates.

Secretariat to inform all clinics that ECART can review applications at the Bioethics conference. 

Secretariat to inform clinics of the cut-off date for receiving applications for review at the Bioethics conference.

5. Application E09/26: Application for Donation of Embryos for Reproductive Purposes

Lynley opened the discussion of this application. The committee considered the additional information in relation to the Guidelines on Embryo Donation for Reproductive Purposes and the principles of the HART Act 2004.

The committee reviewed this application and discussed:

Issues

· the accompanying report from RW contained too much self-identifying information

· RW would like two embryos returned and would welcome twins; ECART’s medical specialist raised concerns about this and recommends SET

· Secretariat to clarify clinic’s policy regarding SET/MET
· counselling report for DW/DM states that “they are aware of the options for donating for research and also the option of disposal of the embryos”

· under current legislation, the embryos cannot be donated for research as they are classified as “viable”

· currently research can only be undertaken on “non-viable” embryos
Comments

· donor couple’s existing children have been informed of the donor couple’s decision to donate their four remaining embryos
· RW cannot currently apply for the use of donated eggs in conjunction with donated sperm; embryo donation is therefore appropriate
· RW has thought about and prepared thoroughly for parenthood
· family important to RW and she is focussed on becoming pregnant

· RW has large familial support network

· all parties comfortable with the donation; donor couple satisfied with the recipient profile

· all parties European descent; cultural issues identified and discussed by counsellors

Decision

· 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 were satisfied that the RW has a medical condition (stage 3-4 endometriosis and poor ovarian response) in accordance with ACART’s Embryo Donation for Reproductive Purposes Guidelines
· the committee was satisfied with the legal reports provided

· the committee was satisfied that the donors have seen recipient police vetting information 

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 E09/27: Application for Donation of Gametes between Certain Family Members

Neil Johnson/Megan Downer declared a conflict of interest for this application, but did not have any voting rights
John opened the discussion of 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.

The committee reviewed this application and discussed:

Issues

· the definition of a medical condition 

· the medical condition cited for this application is morbid obesity
· the committee were not satisfied that morbid obesity constitutes a medical condition according to ECART’s process and guidelines 
· and noted that RW’s chance of conception would increase as the BMI decreases
· if BM was not obese this application would be declined on the basis that she doesn’t have a disclosed medical condition
· this application has come to ECART due to the familial connection
· significant additional pregnancy risks associated with high BMI
· risk to RW/intending child regarding the gastric band to aid weight loss
· clinic will have a policy regarding the BMI of patients
· significant risks during and after the pregnancy
· cultural issues concerning the SD’s decision not to inform his family of the decision to donate

· no apparent evidence given that the donor couple have been informed about the risk, associated with the pregnancy for the RW/intending child
Comments

· the donation appears to be completely altruistic

· if the sperm donation was from an anonymous donor: 

· no medical condition would be required to satisfy the procedural conditions

· the applicant would not be required to apply to ECART 

· ECART encourage the use of appropriate familial connections for sperm donation
Decision

· 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 not satisfied that morbid obesity constitutes a medical condition in accordance with ACART’s Guidelines on Donation of Eggs or Sperm between Certain Family Members
The committee agreed to defer this application in order to receive further information including:
· a report from the RW’s medical specialist containing detail on how she meets the requirement in the guidelines 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”
· evidence that RW is infertile
· evidence that the RW is losing weight

· evidence that the RW has been counselled about the medical risks for the her and the intending child 
· evidence that the donor couple have been counselled about the medical risks for the RW/intending child 
Actions

Secretariat to draft a letter from the Chair to the clinic informing them of the committee’s decision to defer this application. Any new information will be reviewed by ECART at its next meeting in November 2009.
7. Application E09/28: Application for Application for Clinic-Assisted Surrogacy

John Hutton declared a professional interest in this Item and left the meeting
Deborah opened the discussion of this application. The committee considered this application 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

· BP’s concerns about BM’s participation voiced several times
· BP concerned about impact on their life and wellbeing of BM

· ECART has recognised BP’s concerns

· clinical counsellors have recognised and dealt with BP’s concerns

· potential coercion of BP discussed; ECART is satisfied that BP has not been coerced into his final decision

· independence of the legal advice discussed

· same legal firm used for both couples

· different legal representatives used for each couple

Comments

· ECART is interested in the outcome for IM/IP’s first adoption

· AMH level of IM

· most predictive test of ovarian reserve

· AMH level is < 2ng/ml 

· satisfactory albeit reduced egg reserve

· interventional radiological egg collection required

· committee noted IM/IP have opted not to take out any further health or life cover

Decision

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

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

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

· BP must have freely available access to counselling and medical advice during the pregnancy period of pregnancy
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 E09/29: Extension of application E09/07 for Clinic-Assisted Surrogacy using a new egg donor

John Hutton returned to the meeting for the review of this application.
Huia opened the discussion of this application. The committee considered this application 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

· ECART originally recommended additional life insurance for the BM, but the BM/BP have declined this recommendation 
· clinic could have sent a medical update for birth parents and intending parents as the original reports are over six months due to first application not working

Comments

· ECART is very encouraged that this “significant event” was reported to the committee
· the new ED has been counselled appropriately, and a good report has been submitted to ECART 
· the information sharing between all parties still appears to be excellent 
· IM meets the medical requirement for approval as a pregnancy poses a  potentially high risk to IM

Decision

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

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 E09/30: Application for Clinic-Assisted Surrogacy

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

· ECART does not want to discourage disclosure of depression to the committee

· ECART requires more information about BM’s depression
· to ensure the safety of all parties

· to ensure the integrity of ECART processes 

· to ensure all risk factors have been covered as far as practicable

· significant red flags identified by the committee in the Psychotherapist’s letter
· letter from psychotherapist does not adequately explore the link between the previous depression and this application
· committee unsure as to whether psychotherapist is a registered  psychologist

· no evidence presented regarding psychological tests

· the lack of a medical specialist opinion concurring with the psychotherapist about the evident contradictions 

· the letter concentrates on the surrogacy rather than the depression
· psychological factors relating to handing over the baby to IM

· surrogacy adds another psychological dimension to the risk of depression 
· concern about whether the BM is using the pregnancy as a means to treat her depression
Comments

· no coercion apparent in this application

· intending parents appear to have a good understanding of what lies ahead and how to deal with parenthood
· eight good quality embryo replacements have been transferred to IM previously without a positive pregnancy

· “the intending mother has a medical condition that prevents pregnancy or makes pregnancy potentially damaging to her and/or any resulting child”
· the committee were satisfied that the IM has a medical condition (four years of primary unexplained infertility) preventing pregnancy
Decision

· that the committee have made their decision based on the section 4 principle that “while all persons are affected by assisted reproductive procedures and established procedures, women, more than men, are directly and significantly affected by their application, and the health and well-being of women must be protected in the use of these procedures”
The committee agreed to defer this application in order to receive further information including:
· a more detailed report from the psychotherapist and a report from an appropriate medical specialist about the depression giving more detail regarding the significant red flags including:
· whether the psychotherapist is also a registered psychologist
· the committee would prefer a detailed report an appropriate medical specialist supporting the psychotherapists opinion evidence regarding psychological tests

· reassurance regarding the non-evident contradictions

· a report concentrating on the BM’s depression 

· psychological factors relating to handing over the baby to IM

· the link between the previous depression and this application

Actions

Secretariat to draft a letter from the Chair to the clinic informing them of the committee’s decision to defer this application. Any new information will be reviewed by ECART at its next meeting in November 2009.
10. Application E09/31: Application for Research on Gametes and Non-Viable Embryos
Kate opened the discussion of this application. The committee considered this application in relation to the Guidelines for Research on Gametes and Non-Viable Embryos
The committee reviewed this application and discussed:

Issues

· coercion of applicants discussed
· clinic to ensure participants understand that non-participation will not affect their treatment

· clinic needs to ensure that the boundaries between therapy and research are clearly separate

· withdrawal point from study defined as “anytime” on consent form and PIS
· committee suggest a final withdrawal point eg “up to the time of vitrification”

Comments

· immature oocytes to be used 
· these oocytes would not be viable for usage
· the research is considered low risk as only non-viable oocytes will be used
· oocytes are available to be returned to the participants following the research
· a clear summary was provided by the researcher
· currently 70% of cryopreserved oocytes survive thawing
· research aims to have at least a 70% thawed oocyte survival rate 
· it is estimated that this survival rate will increase with refinement of the vitrification technique
Decision

· the committee was satisfied that the research is low risk and to be conducted on non-viable oocytes
· the committee was satisfied that written information sheets and consent forms for patients were separate from, and independent from routine clinical care information and consent forms as per NECAHR guidelines

· the committee was satisfied that a clear explanation of any consequences and risks involved for patients was provided as well as the potential benefits of the research

· the committee was satisfied that the participants would be given an adequate time to consider the research before giving their informed consent to the research

· the committee was satisfied that the research fulfilled its justification for contribution to existing knowledge

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.

General comments

The committee discussed the format of the research application form and in particular the omission of discussion of possible Maori participation.  
The committee discussed the need for a standard format such as the Health and Disability Ethics Committees’ National Application Form which would cover that omission.  

11. Queries

The committee reviewed information and responses pertaining to queries received by ECART between 11 August 2009 and 13 October 2009. 

The committee reviewed content and responses to the following queries:

· exporting frozen semen
· donation of embryos created from donated gametes back to one of the original gamete donors
· surrogacy application resources
· section 10 storage limit on gametes and embryos
· transfer of application from one clinic to another
· export of embryo to NZ and possible surrogacy
· withdrawal of consent to use frozen embryos
· international surrogacy arrangements
· familial connections

12. Report from ACART

The unconfirmed minutes from the twenty third ACART meeting held on 11 September 2009 were noted
The committee noted the ECART report to ACART

The committee noted correspondence between ECART and ACART

The committee received a verbal update regarding the joint ACART/ECART Chairs meeting of 10 September

13. Correspondence and table of ECART decisions

The committee noted the ECART table of decisions
The committee noted the decision letters from the 11 August ECART meeting.

The committee noted the correspondence to and from ECART since 11 August ECART meeting.

Actions

Secretariat to update table of ECART decisions
Secretariat to produce decision letters for October’s applications

14. Annual Report
The committee reviewed the 2008/09 ECART Annual Report. The Chair asked members to send any changes to the Secretariat

Actions 

Secretariat to email committee to confirm final approval of the report

15. Conferences
Lynley Anderson gave an overview of the Bioethics conference in Dunedin.

Actions

Secretariat to discuss funding for flights to the Bioethics conference with the Ethics Committees Manager.

Secretariat to analyse the data from the Annual Report and keep statistics regarding success rates for each procedure.

16. Conclusion of meeting

ECART’s 26 November meeting to be held as a face to face meeting in Wellington.

ECART provisionally decided to hold the February 2010 meeting via videoconference.
Lynley volunteered to open the next ECART meeting on 26 November 2009.

Kate volunteered to attend the next ACART meeting on 27 November 2009.

Actions

Secretariat to inform ACART of the ECART member-in-attendance for their November meeting. 

The meeting closed at 2.45pm.





