Minutes of the Fifteenth Meeting of the Ethics Committee on Assisted Reproductive Technology

15 May 2008

Held on 15 May 2008

InterContinental Hotel
Wellington

Present
Lynley Anderson

Philippa Cunningham (Chairperson)

Eamon Daly

Christine Forster (Deputy Chairperson)

Jackie Freeman

Hazel Irvine

Deborah Rowe

Rob Thompson

In attendance

Helen Colebrook (Chair, Central Regional Ethics Committee) (until 9:30 am)

Ben Creet (Ministry of Health) (until 9:30 am)

Freddie Graham (FAA) (until 1:00 pm)

Sylvia Rumball (Chair, ACART) (8:45 – 10:30 am, 1:30 – 3:30 pm)

Bethany van der Poest Clement (Secretariat)

Apologies

John Hutton

Huia Tomlins-Jahnke

1. Welcome

Philippa Cunningham opened the meeting with a reflection on her time on NECAHR and ECART, and the importance of pursuing important ethical issues with ACART.
2. Apologies

Apologies were received from John Hutton and Huia Tomlins-Jahnke.

3. Note

This is the first meeting where the new application forms for Surrogacy Arrangements involving Providers of Fertility Services and the Donation of Eggs or Sperm between Certain Family Members were available to fertility clinics.  Thus ECART agreed to accept applications on the old application forms so long as the medical and counselling reports are independent (as required by the new Guidelines), and communicated this to the clinics on 4 April 2008.
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4. Application E08/13:  Comparison of two different cryopreservation media on motility of frozen-thawed sperm
Lynley Anderson introduced this application.  The Committee considered this application in relation to the Guidelines for Research on Gametes and Non-viable Embryos and the principles of the HART Act. 

The Committee reviewed this application and discussed:

· That the researcher has good support and the low-risk research proposed is appropriate for student-level research.
· That participants must give their consent very soon after learning of the research, and are only allowed 24 hours to withdraw their consent.
· That the samples are still named even after the period allowed for withdrawing consent.
· That the information sheet and the consent form are combined, and are lacking some necessary details.
· That describing the participants as “sub-fertile” is unclear and possibly inaccurate (as it may refer to the couple as a whole), and may be insensitive if so described on the information sheet.
· That it is not very clear what type of methodology and analysis will be used.
· That there has been no consultation with Maori.
· That the ECART website does not include guidance on the application form.

Decision

The Committee agreed to approve this application subject to the following conditions being met:
· Provide a letter showing that consultation with Maori has taken place.
· Better define the population being studied and the inclusion/exclusion criteria for participation.
· Allow the participants more time to withdraw consent (ECART suggests seven days), and only keep participant names attached to the sample until that time has passed.
· Information Sheet and Consent Form
· ECART suggests you use the HDEC template, on pages 15 -20 of the Guidelines for Completion of the National Application Form: http://www.ethicscommittees.health.govt.nz/moh.nsf/indexcm/ethics-forms-nationalapplication?Open&m_id=5.1#guidelines’

· As suggested by the template, include the following:  the researcher’s contact details, the purpose of the research, details on how to withdraw, details on how participants may access the final report, and confirmation that there are no implications for the participants’ fertility treatment and overall health.

· Ensure the information sheet and consent form are separate sheets.
· Clarify the roles of Victoria University and Fertility Associates Wellington – who is conducting the research, who will keep the data, and for how long?  The information sheet should be on Victoria University letterhead.
The Committee agreed to delegate authority to Lynley Anderson, Christine Forster and Deb Rowe to review the clarifying information on this application and confirm full approval once the conditions have been met.
Actions
Chairperson to write to the applicant informing them of the Committee’s decision.

Secretariat to update the ECART website with more information for research applicants.

5. Application 2005/13: IVF Surrogacy
Hazel Irvine introduced 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.
The Committee reviewed this application and discussed:

· That NECAHR approved this surrogacy arrangement in August 2005.  Treatment proceeded with no success, however the birth mother became pregnant with her own child shortly after the surrogacy treatment.
· That ECART received a letter from the treating clinic on 11 January 2008 asking if a new application would be needed for the involved parties to pursue another surrogacy treatment.
· That ECART asked for new, independent medical reports and new counselling reports, but not new legal reports.  This information has now been provided.
· That the intending parents were “too busy” to attend a joint counselling session.  Thus there is not a joint counselling report, but ECART did not explicitly request one.
· The motivation of the birth mother to volunteer to be the surrogate again.
· The potential health risks for the birth mother if pregnancy is achieved.
· That the old legal reports do not include discussion regarding:

· payments in regards to section 14 of the HART Act 2004

· life insurance cover for the birth mother.

Decision

The Committee agreed to approve this application subject to receiving a letter confirming the following:

· That all involved parties have been made aware of payments in regards to section 14 of the HART Act 2004.
· That the birth parents have considered life insurance cover for the birth mother.

The intending parents are also encouraged to begin the adoption process soon.
The Committee agreed to delegate authority to the Chair to review the clarifying information on this application.

Action
Chairperson to write to the applicant informing them of the Committee’s decision.

6. Application 2003/13: IVF Surrogacy

Philippa Cunningham introduced 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.
The Committee reviewed this application and discussed:

· That NECAHR approved this surrogacy arrangement in April 2004.  Treatment proceeded with no success, and the birth mother has volunteered to be the surrogate again.
· That there has been no change in the circumstances of any of the parties involved, beyond the passage of time.
· That new, independent medical reports and counselling reports have been submitted, along with old legal reports.  There is no joint counselling report
· That the treating clinic submitted a reapplication without consulting the Secretariat.
· That the old legal reports do not include discussion regarding:

· payments in regards to section 14 of the HART Act 2004

· life insurance cover for the birth mother.

Decision

The Committee agreed to approve this application subject to receiving a letter confirming the following:

· That all involved parties have been made aware of payments in regards to section 14 of the HART Act 2004.
· That the birth parents have considered life insurance cover for the birth mother.

The Committee agreed to delegate authority to the Chair to review the clarifying information on this application.

Actions
Chairperson to write to the applicant informing them of the Committee’s decision.

Secretariat to include a question in the surrogacy application form asking if the intending parents currently have embryos to be used in the arrangement, and if so how many and what age were the intending parents when the embryos were created.

7. Application E08/11: Embryo Donation
Rob Thompson introduced this application.  The Committee considered this application in relation to the interim Guidelines on Embryo Donation for Reproductive Purposes and the principles of the HART Act. 

The Committee reviewed this application and discussed:

· That the donating couple would like any unused embryos returned to them and they do not plan to dispose of them at this stage.
· That both couples plan to involve their children after pregnancy is achieved.

Decision

The Committee agreed to approve this application.

Actions
Chairperson to write to the applicant informing them of the Committee’s decision.

In future briefings on embryo donation applications, the Secretariat is to note the page and question number that addresses the disposal of excess embryos and the donor’s right to withdraw consent up until embryo transfer.
8. Application E08/12: Embryo Donation
Jackie Freeman introduced this application.  The Committee considered this application in relation to the interim Guidelines on Embryo Donation for Reproductive Purposes and the principles of the HART Act. 

The Committee reviewed this application and discussed:

· The poor quality of the embryos of the receiving couple.
· That it will be the donating couple’s responsibility to dispose of any unused embryos.

Decision

The Committee agreed to approve this application.

Action

Chairperson to write to the applicant informing them of the Committee’s decision.

9. Application E08/05: IVF Surrogacy
Christine Forster introduced 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. 

The Committee reviewed this application and discussed:

· The consequences of not being married in regards to adoption.
· That the intending mother has no recurrent pelvic malignancy.

Decision

The Committee agreed to approve this application.

Actions

Chairperson to write to the applicant informing them of the Committee’s decision.

Secretariat to contact Eileen Preston at CYF and ensure that social workers are aware of why ECART encourages intending parents to contact CYF before the application to ECART is lodged.
10. Application E08/06: Embryo Donation
Philippa Cunningham introduced this application.  The Committee considered this application in relation to the interim Guidelines on Embryo Donation for Reproductive Purposes and the principles of the HART Act. 

The Committee reviewed this application and discussed:

· That the donating couple are initially donating 6 of 12 embryos and are responsible for the disposal of the ‘surplus’ embryos.
· That the embryos are over 14 years old.
· That there is ongoing discussion between ECART, ACART and the Ministry of Health around whether the storage of gametes and embryos in s 10 of the HART Act refers to gametes and embryos created after the Act came into force or whether it includes those in existence at the time the Act came into force.  Once an agreement is reached all fertility clinics will be informed of the outcome.
Decision

The Committee agreed to approve this application.
Actions

Chairperson to write to the applicant informing them of the Committee’s decision.
Secretariat to send the draft approval letter to all of ECART.

Secretariat to draft a letter to ACART explaining ECART’s interpretation of s10 and copy to Therese Egan of MoH.

11. Application E08/07: IVF Surrogacy
Christine Forster introduced 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. 

The Committee reviewed this application and discussed:

· That the birth mother’s depression was not discussed in the counselling. sessions and not thoroughly explored in the medical report.

Decision

The Committee agreed to approve this application subject to the birth mother’s (BM) medical specialist confirming that the reasons the BM is on antidepressants will not expose her to any unnecessary risks or increased emotional stress.

Action

Chairperson to write to the applicant informing them of the Committee’s decision.

12. Application E08/08: Within-family gamete donation
Hazel Irvine introduced this application.  The Committee considered this application in relation to the Guidelines on Donation of Eggs or Sperm between Certain Family Members and the principles of the HART Act. 

The Committee reviewed this application and discussed:

· That the egg donor (ED) is 20 years old.
· That there is a low risk of donating eggs having an impact on the ED’s fertility.
· That there is no evidence of coercion.
· That ECART would feel more comfortable if the ED’s family was complete.

Decision

The Committee agreed to approve this application.

Action

Chairperson to write to the applicant informing them of the Committee’s decision.

13. Application E08/09: Within-family gamete donation
Eamon Daly introduced this application.  The Committee considered this application in relation to the Guidelines on Donation of Eggs or Sperm between Certain Family Members and the principles of the HART Act. 

The Committee reviewed this application and discussed:

· That the recipient woman’s partner is the sister of the sperm donor.
· That the HART Order in Council 2005 states the “patient, in relation to donated eggs or donated sperm, means the person who is the subject of the procedure in which the eggs or sperm are used”.
· That the partner of the sister is the patient and has no familial relationship with the donor, thus ECART views this as the established procedure of sperm donation, and not as within family gamete donation.

Decision

The Committee agreed that if ethical approval was required for this application, it would be approved.

Action

Chairperson to write to the applicant informing them of the Committee’s decision.

14. Application E08/10: Within-family gamete donation
Deb Rowe introduced this application.  The Committee considered this application in relation to the Guidelines on Donation of Eggs or Sperm between Certain Family Members and the principles of the HART Act. 

The Committee reviewed this application and discussed:

· That the recipient woman (RW) has had lupus nephritis and a medical report from the treating specialist should have been provided.
· That, upon receiving verbal advice from the RW’s medical specialist, it became known that the RW is considered well enough to carry a pregnancy.

Decision

The Committee agreed to approve this application.

Actions

Chairperson to write to the applicant informing them of the Committee’s decision.
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15. Correspondence and table of ECART decisions

Table of ECART decisions

The Committee noted the Table of ECART decisions.

Letter from Ministry of Health re: Storage of Human Gametes and Embryos, and related emails

This matter was discussed during the review of Application E08/06.

Action

Secretariat to draft a letter to ACART explaining ECART’s interpretation of s10 and copy to Therese Egan of MoH.

Letter from ACART re: Application Forms and other matters

The Committee discussed the adoption issue in relation to surrogacy applications, noting that an additional reason that adoption is encouraged is that the legal mother’s agreement may be needed for medical treatment.

The Committee agreed that Philippa Cunningham should ask to speak to ACART regarding adoption at its next meeting on 11 July 2008.

The Committee discussed ECART’s role in monitoring approved applications and that clinics should be asked to report on outcomes more regularly.

Actions

Secretariat to draft a letter requesting time be given to Philippa to speak about the adoption issue at the next meeting of ACART.

Secretariat to work with the ACART Secretariat in mapping out the respective roles of ACART and ECART, including ACART’s monitoring function.

Secretariat to provide a report to ECART describing the options for requiring more frequent reporting from the fertility clinics on outcomes of approved applications.

Emails, legal advice re: Import/Export of Embryos and Gametes

The Secretariat provided a verbal update on a query that involved embryos created in Australia using donated eggs and donated sperm.  The treating clinic in New Zealand has been advised by the Ministry of Health to apply to ECART using the embryo donation application form and to contact the Secretariat to discuss any additional information that may be needed.

Query from Helen Nicholson (FP)

This email asks whether ECART would accept a counselling report and medical report from an overseas clinic if it was done on the ECART application forms and following the ACART guidelines.  The query also asks if joint counselling could be conducted via teleconference, if one of the parties lived overseas.  
The Committee reviewed this query and discussed:

· That this is difficult to answer without seeing the full details of the application, and this scenario is best dealt with on a case-by-case basis.

· That ECART prefers the parties meet fact-to-face and is uncomfortable with a joint counselling session being undertaken via teleconference unless the parties have met beforehand.

· That ECART is unlikely to approve an application where the donors and recipients have never met.
· That medical and counselling reports from overseas are acceptable if from an RTAC accredited clinic.

Decision

The Committee agreed to delegate authority to the Secretariat and Hazel Irvine to reply to the query.

Action

Secretariat to draft a reply to the query with consultation from Hazel Irvine.

Query from Fiona McDonald (FP)

This email asks whether a woman can carry a surrogacy pregnancy for her brother and sister-in-law, where the embryo is created using the brother and sister-in-law’s gametes.  The query also asks if one counsellor could participate in a joint counselling via teleconference, if the application involved two clinics in different cities.  

Decision

The Committee reviewed this query and agreed:
· That there is nothing in the legislation or the guidelines that prevents a sister from being a surrogate for her brother, where the egg used is not the sister’s, and so an application to ECART can be made.
· That for a counsellor to participate in a joint counselling session via teleconference is acceptable, but videoconferencing is preferable if possible.
Action

Secretariat to respond to the query with the Committee’s decision.
Correspondence with Eileen Preston (CYF)

Correspondence re: Duration of Approval for Application E07/14

Query from Mary Birdsall (FAA) and response
Decision letters from 11 March 2008 meeting, including final approval of E07/21           

The Committee noted the above correspondence.

16. Committee Policy and Development

Minutes and action points from previous meetings

The Committee noted the minutes from the 11 March 2008 meeting and the action points from previous meetings.  The 11 March 2008 minutes had been confirmed via email.

Action
Secretariat to amend the minutes from the 11 March meeting to reflect the Committee’s decision at the 4 February meeting that applications for Surrogacy and Within-family gamete donation on the old application forms were acceptable if independent medical reports were included.
17. Report from ACART

Sylvia Rumball provided a brief verbal report on the meeting with Ministers Cunliffe and Chadwick held on 15 May 2008.
ACART is scanning future developments in Assisted Reproductive Technology based on the work of the Human Fertilisation and Embryology Authority in the United Kingdom.  ACART will pass reports on to ECART.

18. Chair and member reports

The Chair gave a report on the 9 May ACART meeting.  There were a number of items on the agenda relevant to ECART's work.
Actions
Secretariat to draft a letter requesting ECART’s involvement in the work of ACART’s Treatment Working Group.

Secretariat to ensure the summary of the consultation held last year is circulated to ECART members.
Secretariat to include a Declaration of Interests page at the beginning of all future meeting agendas.
Secretariat to develop a Memorandum of Understanding with the Ministry of Health, particularly in regards to a complaint process.

Member reports from the 9th Annual Medical Law Conference

Christine Forster and Eamon Daly attended the 9th Annual Medical Law Conference held in Wellington on 22 &23 April 2008.  The discussion about interpreting legislation was interesting and pertinent to ECART’s work.  There was also discussion about the gap between clinician’s and the government’s interpretations of legislation, and concern expressed that there are too many regulations.
Duration of Approvals (Report: ECART 2008/01)

The Committee reviewed this report and agreed:
· That ‘joint counselling’ should be added to the text proposed.
· To inform the clinics that the agreed version of the text will now appear in all future surrogacy approvals and that any questions should be directed to the Secretariat.

· To inform the clinics that the Committee will be developing limitations for all donation approvals and will be in contact as that progresses.

Action
Secretariat to inform the clinics of the Committee’s decisions and incorporate the agreed text into all future surrogacy approval letters. 
Agreement to Joint Annual Report (Report: ECART 2008/02)
The Committee reviewed this report and agreed to a joint annual report with ACART.

19. Conferences and External Events
Twenty Years After the Cartwright Report:  What Have We Learnt? is being held on Friday 29 August 2008 in Auckland.  Deb Rowe will be attending on ECART’s behalf.

Action

Secretariat to facilitate Deb Rowe’s attendance at the conference. 

20. Meeting close

The Committee put forward a motion of sincere thanks to Philippa Cunningham for her fantastic stewardship of ECART.

The Committee confirmed the next meeting date of 8 July 2008.  Christine Forster agreed to open the next meeting.

Hazel Irvine, Deb Rowe, and/or Philippa Cunningham to attend the ACART meeting on 11 July 2008.  
Actions

Secretariat to confirm the attendee for the next ACART meeting via email.
21. Meeting closed 3.30pm



