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

28-29 November 2005

Day one: 

Held on 28 November 2005

Wellington Airport Conference Centre

Wellington Airport

Wellington
Present:

Lynley Anderson

Sharron Cole

Philippa Cunningham (Chairperson)

Eamon Daly

Bob Elliot

Christine Forster

Maui Hudson

In Attendance:

Aphra Green (Secretariat)

Willow McKay (Secretariat)

Sylvia Rumball (Chair of ACART)

1. 
Welcome

The Chairperson welcomed the members and attendees and officially opened the meeting at 9.00 am.

2. 
Apologies

Apologies for lateness were heard from Eamon Daly.

Apologies were heard from John Hutton.

3.
Declarations of Interests

A conflict of interest was noted for John Hutton regarding an application to be considered later in the meeting.  As John Hutton was not present on the first day of the meeting, he was not present for the decision-making process.

No further conflicts of interests were noted.

4.
Committee Business

Late surrogacy applications

The Chairperson informed the Committee that there were three late surrogacy applications which would be considered (time permitting) on the following day.  It was noted that if these applications could not be considered the following day, the Committee would hold a teleconference in order to process the applications before Christmas.  The members were given the papers for the late applications to read overnight.

ECART attendance at ACART meetings

The Chairperson noted that the Chairperson of ECART (or an ECART representative) is required to attend ACART meetings.  The Chairperson suggested that all ECART members should attend at least one ACART meeting during their term (this would be voluntary).  The Chairperson noted that she would attend at least one or two ACART meetings per year and any that specifically required her attendance as the Chairperson.  The Chairperson also suggested that the attending ECART member report back to ECART on the ACART meeting and that this should become a standing item on the agenda.  The ECART member attending the ACART meeting would report back on anything of particular relevance to ECART to the Chairperson via email, as soon as possible after the ACART’s meeting.  The member would also report to ACART on relevant information from ECART’s last meeting, as well as speaking to the ECART minutes which will be included in ACART’s papers. 

Concern was raised that there would not be consistent representation of ECART at ACART meetings.  It was argued that this did not matter as long as the member who attends the ACART meeting has been present at the last ECART meeting and is available at the following ECART meeting in order to meet reporting requirements.  The Chairperson noted she would be calling for volunteers to attend the next ACART meeting at a later stage of the meeting.

Invitation for ECART to view a Fertility Clinic

This invitation was discussed as an educational exercise which would be useful to members.  The Chairperson stated that it was a good idea but would canvass members for their opinions before the issue was further discussed.  On a practical level it was noted that the visit would have to occur over a two-day meeting and at the end of the Clinic’s working day.

Letter to the Minister regarding ECART membership

The committee reviewed the draft letter to the Minister requesting more members.  The committee discussed the need for a member with the ability to articulate issues from the perspective of a consumer and/or advocate for people receiving fertility treatment.  The Committee agreed that after the required changes are made, the letter is able to be sent.

Action

Secretariat to:

· make suggested changes to draft letter

· email final draft of letter to Chairperson for review

· send the letter to the Minister.

ECART policy on applicant attendance at ECART meetings

The Chairperson led a discussion about the possibility of applicant (patients commissioning ART) attendance at ECART meetings.  Various issues were discussed, including:

· natural justice – the right to have a say in your own case.

· time – the committee noted that allowing applicants to attend could create time issues for ECART who would have to restrict time slots (for instance to 10 minutes) which might be unacceptable from the attendees’ perspective.  The potential difficulty in controlling time slots was also discussed.   

· the possibility of attendees going over their allotted time, leaving the Committee less time to consider remaining applications. 

· the possibility of applicants providing a DVD or video to the Committee.

· whether limiting the number of applicants presenting to the Committee would be fair for Maori who might want whanau support.  It was noted that this would be acceptable, as long as it was explained that it was the protocol of the Committee that just one person is to represent the collective.

· the purpose of applicant attendance. I.e. would applicants be speaking? Or would the Committee be asking questions?  While it may solve one issue, it may create an expectation and false hope of Committee approval.

· concerns about the emotional element it could bring to the meetings.

· the option of the ECART meeting opening with a 1 hour forum where applicants could speak to the committee.

It was noted that applicants who are likely to request attendance at ECART meetings, are those whose applications had been deferred.  The Committee acknowledged that many of the issues that resulted in deferral could be solved if the Committee was able to speak to the principal medical specialist or counsellors during consideration of the applications, and that this might be a more appropriate path than applicant attendance at meetings.

Action

The Chairperson to send a letter to fertility clinics to seek their feedback on the possibility of principal medical specialists and/or counsellors being available to answer the Committee’s questions via teleconference.

Option of Karakia 

The committee discussed the possibility of opening the meetings with a Karakia.  It was agreed that each member would take turns to open the meeting in a way appropriate to him or her, on a voluntary basis.

Website development

The Secretariat updated the Committee on its plans to establish a dedicated database for ECART, which would include online application forms.  

The ACART Chairperson suggested: 

· a link to the MORST Biotechnology Regulatory Wayfinder website. 
· that the links be organised by section title and country.
· links to ‘Bioedge’ and ‘Bionews’ be included under ‘electronic news sources’.
Action

The Secretariat to:

· liaise with the Communications team to develop an ECART-dedicated database and online application forms.
· organise the suggested changes to the website and work with the communications team to establish the website online.
Applications

5. Application E05/08: Prospective, randomised trial to assess the efficicacy of assisted hatching on cryopreserved-thawed embryos.

Note: application E05/08 was discussed in conjunction with application E05/09, see below for notes.

6.
Application E05/09: Antioxidants for infertility clinical trial.

Christine Forster introduced both applications (E05/08 and E05/09) which were discussed together in relation to the HART Act, ECART’s Terms of Reference and the Operational Standard for Ethics Committees.  The Committee established on the advice of the Ministry of Health that it was not appropriate for them to consider either of the applications because the research did not fall within the definition of ‘human reproductive research’ under the HART Act.  The Committee considered that both research projects need obtain approval from a health and disability ethics committee.

John Peek (Fertility Associates) attended to speak to both research applications.  The Committee informed him that it was not appropriate for them to consider the applications and that health and disability ethics committee approval should be sought.  The Committee informed John Peek of the ethical issues they had noted with the applications and indicated that these might be issues to address before applying to a health and disability committee.

Decision

The Committee declined the applications on the basis that they were not within the jurisdiction of ECART. 
Action

· The Chairperson to write to the principal researchers to inform them of ECART’s decision.

· The Chairperson to write to the Chairpersons of the health and disability ethics committees, informing them of ECART’s position regarding the two research applications, and outlining ECART’s interpretation of its jurisdiction under the Human Assisted Reproductive Technology Act in relation to human reproductive research. 

7.
Surrogacy Inquiry

The Chairperson led a discussion regarding a letter from a fertility counsellor requesting ECART feedback on a woman’s eligibility to apply for IVF surrogacy.  The committee discussed the woman’s medical condition with regards to the Guidelines on IVF Surrogacy and agreed she appeared eligible to apply.  

Action

The Chairperson to write to counsellor outlining ECART’s view. 

8.
Application E05/07: IVF Surrogacy

Bob Elliot introduced this application.  The Committee discussed the application in relation to the interim Guidelines on IVF Surrogacy.  
In particular the Committee discussed:

· the particular risks for the birth mother given her age and the number of pregnancies she has already had.  

· that BM has a young baby and plans to breastfeed until the baby is 6 months old.  

· the involvement of all parties’ children in counselling. 

The Committee noted issues in the interim IVF Surrogacy Guidelines regarding wording around the counselling of involved children.  ECART agreed to pass their concerns onto ACART for inclusion in its review of the Guidelines on IVF Surrogacy.
Decision

The Committee approved the application.  

Action

· The Chairperson to write to the applicant advising of the Committee’s decision.

· The Secretariat to draft a report to ACART advising of policy issues with the IVF surrogacy guidelines.

The Committee discussed this application with John Hutton at the meeting on the following day.  John Hutton attended this discussion as principal medical specialist for the application.  Although this application had been granted approval at day one of the meeting, the Committee had issues of clarification which were answered by John Hutton:

· the birth mother is fully aware of the risks pregnancy could cause her.  In light of these risks, BM is considering life insurance.

· the hormonal treatment will not begin until BM has completed breastfeeding her youngest child.

9.
Application E05/05: IVF Surrogacy

Sharron Cole introduced this application.  The Committee discussed the application in relation to the interim Guidelines on IVF Surrogacy.
In particular the Committee discussed:

· that the couple plan to use embryos frozen in 2002.

· legal issues in relation to the Adoption Act.

· whether there was a need to register the child on the Donor Register.

· that the costs the intended parents plan to give the parents appears to fall outside section 14 of the HART Act.
Decision

The Committee approved the application subject to clarification that:

· the children will be included in counselling.

· the clinic confirming that there will be certainty that any pregnancy would only be that of the genetic parents, given the intention by the birth parents to use natural contraception.

· the intended parents are made aware of the restriction on the payment of the birth mother’s costs as set out in s 14 of the HART Act.    

Action

· The Chairperson to write to the applicant advising of the Committee’s decision.  This letter will also note that the Committee has noted that there is an alternative interpretation in relation to the HART Register and its application to surrogacy arrangements.  

Day two: 

Held on 29 November 2005

Wellington Airport Conference Centre

Wellington Airport

Wellington
Present:

Lynley Anderson

Sharron Cole

Philippa Cunningham (Chairperson)

Eamon Daly

Christine Forster

Maui Hudson

John Hutton

In attendance:

Aphra Green (Secretariat)

Ian Hicks (Secretariat)

Willow McKay (Secretariat)

Sylvia Rumball (Chair of ACART)

1.
Apologies

Apologies for lateness were heard from John Hutton.

Apologies were received from Bob Elliot.

2.
Committee Business

Application forms

The Chairperson noted that the applications forms were outdated since the HART Act has come into effect (i.e. they still refer to NECAHR).

Action

· Secretariat to identify editing changes needed on application forms and liaise with the Chairperson to implement these changes.  

· The suggested changes should be discussed at the next ECART meeting.

Late applications

The Chairperson noted that the Committee would attempt to consider the three late applications which had been read overnight.  Extra time was to be allocated for reading during lunch.  If any of the applications were unable to be heard due to time constraints, the Committee would consider these via teleconference prior to Christmas.

ECART Attendance at ACART meeting

Action

The Chairperson to canvass the Committee during the day to find a member willing to attend the ACART meeting 14 December.

Applications

3.
Application 2005/08: IVF Surrogacy

The Chairperson introduced this application.  The Committee discussed the application in relation to the interim Guidelines on IVF Surrogacy.

In particular the Committee discussed:

· the history of the application, which was deferred by NECAHR at its meeting 7-8 June 2005.  NECAHR requested additional information and ECART considered that they should only focus on issues raised by NECAHR when it requested the additional information.

· the letter from the intended parents’ lawyer, stating the IF can be named on the birth certificate. It was decided that ECART should get a professional legal opinion on this matter for future clarification.

· that the surrogate child would be a whangai child, rather than formally adopted.  Concerns were raised for the child due to the instability of the proposed legal situation

· that there was limited evidence of whanau or iwi support for IF.  Concern was raised that there was no support of IF from his immediate family (i.e. parents, grandparents, or siblings or father).

· the previous criminal history of IF.  The Committee raised concern for the future child and emphasised that a central consideration of the Committee is for the well-being of the child.

Decision

The Committee declined the application for the following reasons: 

· Concerns for the well-being of the potential child, given the violent and recent nature of IF’s criminal offences.  
· Concern that the child would not be adopted by the genetic parents and the implications of that for the birth mother had not been adequately explained in the application.

The Committee made this decision in line with part 1 section 4 of the HART Act which identifies that the well-being of potential children born from assisted reproductive technology be an important consideration:
All persons exercising powers or performing functions under this Act must be guided by each of the following principles that is relevant to the particular power or function:

(a) the health and well-being of children born as a result of the performance of an assisted reproductive procedure or an established procedure should be an important consideration in all decisions about that procedure.

ECART would be prepared to review an application from this couple at a later date.
Action

· The Chairperson to write to the applicant advising of the Committee’s decision.

· The Secretariat to seek a legal opinion on ECART’s behalf regarding whether the IF could be placed on the birth certificate if the surrogate was a single mother.

4.
Application 2005/09: IVF Surrogacy

Christine Forster introduced this application.  The application was discussed in relation to the interim Guidelines on IVF Surrogacy and the HART Act.

In particular the Committee discussed:

· the history of the application which was deferred from NECAHR to ACART to ECART.

· the requirement of BM to be a close friend or family member of IM and the evidence provided in support of this friendship.

· that the payments the intended parents plan to give the birth parents appear to fall outside section 14 of the HART Act. 

· IM  is not currently a permanent resident of New Zealand.

Decision

The Committee approved the application subject to the following:

· that IM is a permanent resident before treatment begins.

· that payment of costs are in line with section 14 of the HART Act and that BM is made aware of this and still wishes to proceed with the surrogacy arrangement.

Action

The Chairperson to write to the applicant advising of the Committee’s decision.

5.
Application 2005/10: IVF Surrogacy

Eamon Daly introduced this application.  The application was discussed in relation to the interim Guidelines on IVF Surrogacy and the HART Act.

In particular the Committee discussed:

· the history of the application which was deferred from NECAHR to ACART to ECART.

· the nature of the relationship between BM and the intending parents.

· that the payments the intended parents plan to give the birth parents appear to fall outside section 14 of the HART Act.

· the alternative interpretation in relation to the HART Register and its application to surrogacy arrangements.

Decision

The Committee approved the application for stage one subject to the following:

· that payment of costs are in line with section 14 of the HART Act and the BM is informed of this. 
Action

The Chairperson to write to the applicant advising of the Committee’s decision.  This letter will also note the alternative interpretation in relation to the HART Register and its application to surrogacy arrangements.

6. Application E05/02: IVF Surrogacy

Maui Hudson introduced this application.  The application was discussed in relation to the interim Guidelines on IVF Surrogacy.

In particular the Committee discussed:

· the history of the application, previously deferred by ECART.

· the working relationship of IM and BM who are now employed by different employers.

· the potential risks given the BM’s age.

· BM’s children have not had counselling, and BM does not plan to inform them of her decision to be a surrogate until she is pregnant.  This excludes her children from any input into the decision for their mother to be a surrogate.

Decision

The Committee approved this application.

Action

The Chairperson to write to the applicant advising of the Committee’s decision.  The letter will also note disappointment that BM’s children have not been involved in counselling, and encourage this to be considered prior to treatment.

7.
Application E05/12: IVF Surrogacy

Maui Hudson introduced this application.  The application was discussed in relation to the interim Guidelines on IVF Surrogacy and the HART Act.

In particular the Committee discussed:

· the payments the intended parents plan to give BM appear to fall outside section 14 of the HART Act.

· concern that BM is unaware of IM and IF’s thoughts regarding the rejection of a child for any reason, for example, if the child is born with a disability or abnormality.

· concern with the status of BM’s relationship break-up which needs to be addressed in much further detail in counselling.

· the need for a more detailed obstetric report and discussion of the risks of an elective caesarean.

Decision

The Committee declined rather than deferred this application because there were several issues which on analysis meant the whole application needed to be redone, including: 
· sufficient details lacking in relation to BM’s circumstances.

· age of counselling reports and their lack of detail in relation to  BM’s current circumstances.

· lack of clarity in relation to intentions of IM/IF where child is born with abnormality.

· lack of detail in relation to :

· BM’s history, including screening details.

· benefits and risks of procedure:

- elective caesarean section.

- care of the child.

- legal termination.

Action

The Chairperson to write to the applicant advising of the Committee’s decision.  Noted that the applicants were not precluded from reapplying with information included.

8. Application E05/06: IVF Surrogacy.

This application was introduced by Lynley Anderson.  The application was discussed in relation to the interim Guidelines on IVF Surrogacy.

In particular the following was discussed:

· the payments the intended parents plan to give BM appear to fall outside section 14 of the HART Act.

· concerns that BM may want to have more children at a later stage.

· that the children were not going to be told of the arrangements until a pregnancy was established. 

Decision

The Committee approved this application subject to the following:

· that payment of costs are in line with section 14 of the HART Act and the BM is informed of this.
Action

The Chairperson to write to the applicant advising of the Committee’s decision.

9. Application E05/10: IVF Surrogacy.

This application was introduced by Sharron Cole.  The application was discussed in relation to the interim  Guidelines of IVF Surrogacy.

In particular the following was discussed:

· concern that no detailed obstetric medical report concerning BM had been provided. 

· although the counselling does discuss why BM’s two children were not involved in counselling, it does not explore their original objections to their mother being a surrogate and what caused these objections to cease.

Decision

The Committee approved the application subject to the following:

· a detailed medical report undertaken by a specialist must be provided including BM’s smear history and ability to undergo pregnancy and delivery.

Action

· the Chairperson to write to the applicant advising of the Committee’s decision.

· final decision on application delegated to John Hutton and the Chairperson. 

10. Agenda item: Draft ART for HIV Guidelines

In particular the following was discussed:

· the jurisdiction of ECART in relation to providing comment on these draft guidelines.

· the need for guidelines to have an independent scientific review.

· the guidelines were technical in nature and a patient information booklet in lay language to accompany the consent form is needed. 

Decision

ECART agreed that it is not appropriately positioned (i.e. lacking specific expertise) to comment extensively on the draft guidelines.  However, the Committee would be able to comment on ethical issues in relation to the consent form.

Action

The Chairperson to write a letter advising the fertility clinic of its position, this letter will also outline the ethical issues noted by the Committee.

11. Application 2005/04: IVF Surrogacy

This application was introduced by Lynley Anderson.  NECAHR had granted provisional approval to this application, awaiting confirmation and feedback that IM and IF had met with CYFS to discuss if IM’s multiple sclerosis would have any impact on the adoption process and the outcome of this meeting.  A letter from CYFS confirming IM and IP to be ‘fit and proper’ to adopt under the Adoption Act 1955 was forwarded by the fertility clinic.

Decision

The Committee granted final approval to this application.

Action

The Chairperson to write to applicant advising of Committee decision.

12. Application E05/11: IVF Surrogacy

This application was introduced by the Chairperson.  The application was discussed in relation to the interim Guidelines of IVF Surrogacy issued by ACART.

In particular the Committee discussed:

· the history of the application

· IM’s medical history.

· whether IF is able to be named on the birth certificate.

Decision

The Committee approved this application.

Action

The Chairperson to write to the applicant advising of the Committee’s decision.  This letter will indicate that it is not clear if the IF can legally be named on the birth certificate.  

13. E05/13: Intergenerational egg donation

This application was introduced by John Hutton.  The application was discussed in relation to the interim Guidelines on within family Gamete Donation issued by ACART.

In particular the Committee discussed that:

· DW is not a New Zealand resident.

· DW is donating eggs when she has not yet had any children.

· the application form for within family gamete donation does not currently have a checklist of required material.

Decision

The Committee declined the application because DW is not a permanent New Zealand resident as required under the Guidelines on within family Gamete Donation. 

Action

· the Chairperson to write to the applicant advising of the Committee’s decision.

· the Secretariat to make the relevant addition to the within family gamete donation application form and provide draft of changes to the Chairperson for comment.

14. Application E05/14: IVF Surrogacy (late application)

This application was introduced by the Chairperson.  The application was discussed in relation to the interim Guidelines on IVF Surrogacy.

In particular the Committee discussed:

· that the severity of IM’s condition and the impact this may have on her ability to conceive, carry a pregnancy and undergo a delivery are not clearly outlined.

· the application is lacking a specialist medical report outlining BM’s ability to carry a pregnancy. 

· that BM is likely to have a caesarean, and whether the associated risks with this type of delivery had been appropriately discussed.

· the sparse nature of the legal report for BM.

Decision

The Committee deferred consideration of this application until further information is provided, including:

· a more detailed medical report of IM’s condition and her ability to carry a pregnancy and go through delivery.

· a specialist medical report indicating BM’s ability to carry a pregnancy to term and her delivery options.  

· a discussion of the possibility of a caesarean section and evidence that the associated risks have been discussed with BM.

· a more substantial legal report on behalf of BM is required.  This report should clearly illustrate what discussions occurred and what the outcomes of these discussions were.  It should be clearly indicated what legal process will be chosen regarding any child born, i.e. adoption or guardianship/parenting orders.  
· the Committee would like an update on the adoption process and the intended parents’ interactions with CYFS regarding their suitability to adopt.

· that the intended parents and birth parents are made aware of section 14 of the HART Act.  
Action

The Chairperson to write to the applicant advising of the Committee’s decision.

15. Application E05/15: IVF Surrogacy (late application)
This application was introduced by Sharron Cole. The application was discussed in relation to the interim Guidelines on IVF Surrogacy.

In particular the Committee discussed:

· the letters from the GP and Midwife referred to in the application were not included. 

· IM’s emergency caesarean, related trauma, and medication.

· family history of multiple births and concern for added risks to BM and potential babies if multiple birth.

· the sparse nature of the legal report for the intended parents.

Decision

The Committee deferred consideration of this application until further information is provided, including:

· a more substantial legal report on behalf of the intended parents is required.  This report should clearly illustrate what discussions occurred and what the outcomes of these discussions were.  It should be clearly indicated what legal outcome is intended.

· a specialist medical report regarding BM’s ability to carry a pregnancy and go through delivery.  This report should also include a discussion of risks to BM, especially the risks of a multiple birth.

· as there is a family history of multiple births for the intending parents the Committee requires that only single embryo transfers should occur in an attempt to reduce the risks of a multiple birth for BM and any potential children.

Action

The Chairperson to write to the applicants advising of the Committee’s decision.

16. Application E05/16: IVF Surrogacy.

This application was introduced by Christine Forster.  The application was discussed in relation to the interim Guidelines on IVF Surrogacy.

In particular the Committee discussed:

· when IM’s hysterectomy was performed and if there are any ongoing medical issues stemming from her previous cancer.  

· details of the nature of BM and IM’s friendship were not included.

· the sparse nature of the legal report for IM and IF.

· the letters from the GP and Midwife referred to in the application were not included. 

· there is insufficient medical detail relating to BM.

Decision

The Committee deferred consideration of this application until further information is provided, including:

· a medical opinion outlining when IM’s hysterectomy was performed, and if she has any ongoing medical issues from her previous cancer.

· the nature of BM and IM’s friendship needs to be discussed in more detail in the counselling report, including how they came to know each other.

· a more detailed legal report on behalf of the intended parents, which outlines what discussions occurred and what the intended legal outcomes will be.

· a specialist medical report regarding BM’s ability to carry a pregnancy and go through delivery.  This report should also include a discussion of the risks to BM.

Action

The Chairperson to write to the applicants advising of the Committee’s decision.

17. Concluding Committee discussion

Necessity of interim expert advisor

The Chairperson noted that ECART requires an interim expert advisor with knowledge of, or experience in, counselling or psychosocial issues relating to infertility, pending the Minister’s decision to appoint further members.

Action

The Secretariat to approach persons with appropriate experience/qualifications in order to provide the Committee with an expert advisor by the next ECART meeting.

Trial teleconference

The Secretariat recommended that the Committee trial teleconferencing with the principal medical specialists and counsellors for each application, in an attempt to reduce the number of deferred applications.

Action

· The Secretariat to organise teleconferencing facilities for the next ECART meeting.
· The Chairperson to inform Fertility Clinics of the trial by letter (see 4. committee business, day one). 
ECART attendance at ACART meeting

Eamon Daly volunteered to represent ECART in an ex-officio capacity at the ACART meeting 14 December 2005.

Action

· Eamon Daly to attend 14 December ACART meeting and report on the previous ECART meeting.

· The Secretariat to write a summary of relevant issues for Eamon to report to ACART on.

· The Secretariat to arrange Eamon’s attendance at the ACART meeting.

Opening of next ECART meeting

The Chairperson volunteered to open the next ECART meeting.

18. Meeting adjourned.
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