Minutes of the Forty-Fourth Meeting of the Ethics Committee on Assisted Reproductive Technology

5 September 2013


Held on 5 September 2013 
via teleconference


In Attendance
Kate Davenport QC 	Chair					
Freddie Graham		Member
Adriana Gunder		Member	
Brian Fergus			Member
Carolyn Mason		Member
Deborah Payne		Member
Jo Fitzpatrick			Member
		
Kirsten Forrest		ECART Secretariat
John Angus			ACART member in attendance

Apologies
Apologies were received from Deborah Rowe.

1. Welcome
Jo opened the meeting. She introduced herself to the committee as this was her second meeting as an ECART member.  

Jo is of Māori descent, Ngati Kahungunu/Rongomaiwahine. She has a long term interest in fertility from a societal level in particular the impact ART technology has on families and women.  Jo was Director of the Auckland Women’s Health Action trust, and is currently a member of the Auckland Women’s Health council and the National Health IT Board Consumer Panel.  Her work associated with these bodies has included making submissions to ACART and updating Fertility Standards New Zealand guidelines.

Jo noted that this year marks the 25th anniversary since the Cartwright inquiry, which saw the beginning of ethics committees as we know them today. That is, as independent bodies with lay representation to counter balance non-lay representation. 

Jo acknowledged the role that ACART plays in identifying, defining and determining boundaries and sees ECART as being a boundary rider whose role is to provide safe passage for couples who are on the borderline and who have hopes and dreams of having a family. 


2. Confirmation of minutes from previous meeting
The minutes from ECART’s 1 August 2013 were confirmed as accurate.


3. Application E13/27 for Embryo Donation
Adriana opened the discussion for this application. The committee considered this information in relation to the Guidelines on Embryo Donation for Reproductive Purposes and the principles of the HART Act 2004.

Issues discussed included:

· The donor couple have children of their own created with the help of IVF treatment and they consider their family is complete.
· The recipient couple have tried other fertility treatments without success, have considered other ART options, but have chosen embryo donation. 
· The recipient couple appear to be prepared to welcome and care for a child who has full genetic connections with first parents – they currently care for a baby and are in the process of gaining legal guardianship.  They have a supportive extended family and are realistic about the chances of success for this treatment. 
· The committee discussed the likelihood of success for this treatment given the recipient woman’s fertility history.  The chances were noted as good as the recipient woman’s condition would be unlikely to have an impact, and the embryos were created when the donor woman was younger. 
· Both couples understand the concept of ‘openness’ and a child born of this arrangement will know his or her genetic history.
· All issues associated with this treatment appear to have been well considered and all HART Act requirements have been met.

Decision
· the committee has made its decision taking into account the requirements in guideline 2(a)(i) that “the recipient or recipient’s partner must have a medical condition, affecting his or her reproductive ability, or a medical diagnosis of unexplained fertility, that makes embryo donation appropriate”
· the committee was satisfied that RW has a medical diagnosis of infertility that makes embryo donation appropriate
· each party has received appropriate counselling and medical advice
· the committee was satisfied that there is no coercion apparent within this application and that all parties are entering the agreement fully informed of the potential risks and of their own free will.

The committee agreed to approve this application.

Actions
Secretariat to draft a letter from the Chair to the clinic informing the medical director of the committee’s decision to approve this application.


4. Application E13/28 for Embryo Donation
Adriana opened the discussion for this application. The committee considered this information in relation to the Guidelines on Embryo Donation for Reproductive Purposes and the principles of the HART Act 2004.

Issues discussed included:

· The donor couple have two children, one conceived with the help of IVF and the second conceived spontaneously.  This application is for embryos created as part of IVF treatment. 
· The committee noted that the donor couple had set conditions that any embryos unused at the conclusion of RW and RP’s treatment could be disposed of or used for laboratory staff training purposes and that the recipient couple had agreed to this. 
· This embryo donation meets requirement set out in ACART guidelines as it is limited to producing full genetic siblings in no more than two families.
· The committee clarified that the term “poor recruitment” noted in the recipient woman’s medical report meant that her response to previous IVF treatment was poor.
· The donor couple in this application are clinic donors.  The donor woman reports interest in being a donor since 2011 and no evidence of coercion is apparent.  
· The counselling reports have canvased the issues related to this application well; including gender of any child born. 
· The donor couple appear to be aware of managing their own children’s expectations.  They have given this much thought including documenting their reasons for donating in the event that they may not be able to tell their children themselves.
· The committee noted the donor couple’s intention to not tell their parents about the intended arrangement because of “negative views” about such procedures and discussed the potential tensions that may arise. 
· The recipient couple appear well aware and informed of the issues and the counselling reports reflect comprehensive discussion. 
· The background of the recipient couple prepares them well for such an arrangement. 
· The legal report for the donor couple is pending.


Decision
· the committee has made its decision taking into account the requirements in guideline 2(a)(i) that “the recipient or recipient’s partner must have a medical condition, affecting his or her reproductive ability, or a medical diagnosis of unexplained fertility, that makes embryo donation appropriate”
· the committee was satisfied that RW has a medical diagnosis of infertility that makes embryo donation appropriate
· each party has received appropriate counselling and medical advice
· the committee was satisfied that there is no coercion apparent within this application and that all parties are entering the agreement fully informed of the potential risks and of their own free will.

The committee agreed to approve this application subject to receipt of a legal report for the donor couple.

Actions
Secretariat to draft a letter from the Chair to the clinic informing the medical director of the committee’s decision.

Once received, the legal report will be reviewed by Kate Davenport before a final decision is made. 



5. Application E13/29 for Clinic-Assisted Surrogacy 
Carolyn opened the discussion for this application. The committee considered this information in relation to the Guidelines on Surrogacy Arrangements involving Providers of Fertility Services, guidelines on egg donation and the principles of the HART Act 2004.

Issues discussed included:

· The couples in this arrangement met through friends although the reports are not specific about how this connection came about.  It appears that the birth mother had been considering acting as a surrogate and a mutual friend who knew about this introduced the couples. 
· The relationship between the couples: they appear to have thought carefully about how they will relate to each other. 
· The relinquishment of a child has been well considered taking into account the birth parent’s existing children’s feelings.
· Cultural considerations have been well considered during the counselling sessions including discussion about feelings on gender of the child.
· The potential for coercion has been discussed and the intending parents have confirmed that while their extended families have high hopes for a grandchild, the couple have made the decision to enter into this arrangement because of their own desire to have a child.
· The embryos used will become the full genetic children of the intending parents.
· The birth mother’s BMI: the committee discussed associated risks relating to establishing a pregnancy, the health of the child and the health of the birth mother. 
· Whether or not the BM’s BMI would decrease her chance of pregnancy was noted as being difficult to measure. The current data as to the effect of BMI on conception is being questioned.  However, it was noted that research shows there is some increased risk of miscarriage and hypertension, still birth and birth defects and with a high BMI, the committee would like more information to confirm the BMI issue has been dealt with directly with both the birth and the intending parents.  The committee noted that such information might be best received from an obstetrician who could well have a greater understanding of maternal and foetal well-being.
· The committee discussed the right of autonomy to make decisions vs. the risks to the BM but decided that because a child she carries in this arrangement will be the intending parents’ child, the issue of her BMI warranted thorough discussion with the intending parents.  
· The committee noted that no serious problems were reported for BM’s previous pregnancies and also that no information was stated about her BMI at the time of her previous pregnancies. 

Decision
The committee agreed to defer this application.  

ECART requests explanation about – 
· the risks of the birth mother’s BMI, how these risks have been discussed with BM and with the intending parents, 
· how long the birth mother’s BMI has been 37, and whether her BMI was at this level during her pregnancies
· what health measures BM is taking to reduce her BMI , and 
· a medical opinion from an obstetrician on the impact of BM’s weight on the baby, and herself. 

Actions
Secretariat to draft a letter from the Chair to the clinic informing the medical director of the committee’s decision.



6 Application E13/30 for Research on Gametes and Non-Viable embryos
Brian opened the discussion for this application. The committee considered this information in relation to the Guidelines for Research on Gametes and Non-Viable Embryos and the principles of the HART Act 2004.

Issues discussed included:

· The application can be split into two parts. 
1. Approval of assisted reproductive procedure 
2. Retention of genetic material at Monash Reproductive Pathology & Genetics



1. Approval of assisted reproductive procedure
· Section 19 of the HART Act says the ethics committee can give its written approval for an assisted reproductive procedure.
· Item 10 of the application summarises the validation process the researcher will undertake to prove competency in embryo biopsy techniques and cell preparation.
· Section 7 of the Monash Reproductive Pathology & Genetics (MRPG) Service Level Agreement describes in detail the Training and Competency Assessment,
· 7.1 MRPG will provide “[…] initial training in embryo biopsy, cell fixation and cell to tube transfer […]”
· 7.3 “Each trained scientist […] must supply MRPG with practice samples […] for initial validation and quality control”.
· The MRPG is silent on what genetic tests will be carried out. For after all, the purpose of 7.3 is to […] “prove the competency in embryo biopsy and cell preparation […] as well as the transportation service.”
· The researcher does not state whether the genetic testing on the four samples is required as part of the validation process or whether it is simply to generate genetic information (which will not be disclosed to the donor).

The committee agreed to provisionally approve part 1 subject to receipt of:
· A clear explanation from the researcher as to how the decision (criteria etc.) will be made to collect samples.
· A revised participant information sheet and consent form that explains the purpose of the procedure and does not contain reference to retention of the samples at Monash for unspecified genetic testing.
· In the participant information sheet, please
· delete reference to Commercial Issues
· remove reference to ethical approval from Repromed Board and Senior Management Team and replace with ECART
· reword the content under the title “Will my samples be sent out of NZ” to explain that any testing done is to verify the process. ECART has not agreed to any further research.

· In the consent form, please - 
· reword the second bullet point . The participant is being asked to donate embryos to validate a process and train a clinician in a procedure, not to carry out research in New Zealand.
· delete the third bullet point on page 5, which states “I understand that the genetic material inside my cells may be studied and used in research”.
· reword the seventh bullet point, delete the word “research” and replace with “procedure validation and training”.
ECART will consider the response by circulating to the full committee before giving final approval.  If required, the application will be considered at the next ECART meeting. 


2. Retention of material at Monash
· The MRPG agreement is silent on tissue banking and the committee cannot, on the basis of present information supplied, agree to this.
· Research:  the committee considered the sample size to be too small to be of any scientific benefit to the researcher. It is unclear whether the four samples will be from one discarded embryo or from an embryo from four different donors.
· Further, the application is silent on what genetic tests will be carried out.
· Participant information sheet and consent form:  the researcher has stated that participants will not be advised of abnormal results. There are ethical issues to consider here and the committee requires a fuller justification as to why participants will not be advised of such results. 
The committee agreed to defer the research arm (part 2) of the application. 

Action
Chair to draft the committee’s response to the researcher.  The Secretariat will then draft a letter from the Chair informing the researcher of the committee’s decision. 


7. Correspondence
The committee noted the correspondence to and from ECART since the meeting of 1 August 2013:
· ECART decision letters.  The committee noted in particular the Chair’s letter to a consulting psychiatrist (for application E13/09) that requested further information to help in the committee’s assessment of risk to the intending mother in this arrangement.  The secretariat confirmed that no response has been received to date.
· The Chair noted her 2 September 2013 meeting by teleconference with Swedish MP Mr Anders Jonsson to discuss his interest in finding out about the process in New Zealand that led to legal acceptance of surrogate motherhood.  Sweden currently prohibits surrogacy.  The ACART chair also attended the meeting and noted that Sweden has only recently provided fertility treatments for individuals.  A political discussion will soon take place in Sweden and this is in response to pressure from Swedish couples who are choosing to go overseas to enter into surrogacy arrangements.  The intention is to encourage surrogacy arrangements between people who know each other well.  


8. ACART minutes
The unconfirmed minutes from the forty-fourth ACART meeting held on 12 July 2013 were noted.

9. Conclusion of meeting
The committee confirmed the next ECART meeting date of 7 November 2013 to be held at Bankside Chambers, Auckland.

Deborah Payne to open the meeting.

The committee confirmed the next ACART meeting date of 13 September in Wellington. Kate Davenport will attend.

The meeting closed at 11.00am
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