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1. Welcome

Deborah chaired the discussion for this meeting in the absence of Kate. Deborah opened the meeting by welcoming the new ACART Chair, Dr John Angus to the meeting as well as other attendees including Dr Sarah Wakeman and Anne Ott from Fertility Associates, Christchurch. Deborah began the meeting with a reading from the “Circle of Light” by Arthur Gordon. Deborah asked committee members to consider other people, such as people trying unsuccessfully to conceive, and those who have babies in the neonatal ward, over the Christmas period. Deborah also conveyed the thanks of a successful embryo recipient couple who she met recently; she said that the couple were eternally grateful to ECART for the opportunity for them to start a family.
2. Declaration of interests

Freddie Graham and Deborah Rowe declared an indirect conflict of interest in application E11/42. Neither member participated in the decision making of this application. Hazel Irvine Chaired the application. 

3. Minutes from previous meeting
The minutes from ECART’s 29 September 2011 meeting were confirmed as an accurate record of the meeting. 

4. Decisions made by ECART since the last meeting

Two new approvals were given for ECART applications between the meeting of 29 September 2011 and 24 November 2011. Application E11/33 which was approved subject to conditions at the September 2011 meeting was approved in full on 4 October 2011. Application E11/41 which was deferred for further information at the September 2011 meeting was approved in full on 12 October 2011.

5. Application E11/03: Re-application for Embryo Donation for Reproductive Purposes

Huia opened the discussion for this application. The committee considered the 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 the letter from RW’s Physician was inconclusive 

· ECART asked for written confirmation that RW was at a level considered safe to carry a pregnancy

· the letter indicates, but does not definitively confirm this
· that RW’s age, BMI, HBA1c would warrant early specialist obstetric care

· weight is considered a substantial factor in the pregnancy safety.


Comments

· that RW has taken positive steps to address her BMI level

· that the committee’s original concerns have been addressed

· that the committee is satisfied principles a and c have been addressed.

Decision

· that the committee has made their decision based on the requirements in guideline 2(a)(iii) 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” 

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

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

· that 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 them of the committee’s decision to approve this application.
6. Application E11/42: Research on gametes and non-viable embryos

Freddie and Deborah declared an indirect involvement and did not participate in the decision making of this application. Hazel acted as Chair for this application.
Freddie opened the discussion for this application. The committee considered the information in relation to the Guidelines for Research on Gametes and non-Viable embryos and the principles of the HART Act 2004.

The committee reviewed this application and discussed:

Issues
· that the definition of a “non-viable embryo” needs inserting in the Patient Information Sheet (PIS)
· a non-viable embryo is characterised by having no inner cell mass

· that a trophectoderm diagram should be inserted in the PIS
· that the aim of the study needs to be put at the front of the PIS
· “the long term goal of this research is to improve the chance of pregnancy in women having IVF treatment by better understanding what is happening in very early pregnancy” 

· that embryos may be stored long term and used for research at a later date 

· embryo storage will be subject to the HART Storage Amendment Act

· that embryo donors could still be identified 

· this has an impact on when they can withdraw their consent

· the researcher should clarify that donors can withdraw their consent for use until the embryos are used

· withdrawn embryos will be removed from future use but this will not alter any conclusions already established using the affected embryos

· the researcher states that advice on the needs, values and beliefs of Māori has been sought from Maui Hudson

· the protocol does not give any details about what the advice was.


Comments

· that the research is on the trophectoderm (the cells surrounding the embryo)

· the research will only use non-viable blastocyst embryos

· there is a negligible chance of these embryos developing into a baby (<1%)

· worldwide, it is considered unethical to implant non-viable embryos due to the limited chance of success

· the embryos would otherwise be discarded

· only 2 – 3% of the potential candidates will have suitable non-viable embryos to donate for the research

· it is impossible to predict which donors will have suitable embryos before the embryos are produced
· all IVF candidates at FAA will be invited to participate (approximately 500)

· the researchers will hopefully be able to grow stem cell lines which will avoid having to start with new embryos each time

· that this research has the potential to significantly advance the knowledge of implantation into the uterus

· this is an area of great interest which has very little current knowledge about it

· researchers have experience in research into the placenta

· that the study will run for three years

· a progress report will be required by ECART on an annual basis to ensure ongoing approval
Decision

ECART noted that embryo donors are potentially identifiable under the existing protocol. The lead researcher should alter the information sheet and consent form to reflect which of the following statements about withdrawal of consent will be used:

1. donors can withdraw consent for the use of their embryos or any stem cell line derived from their embryos, but cannot withdraw consent for use of any information gathered prior to their withdrawal of consent; or
2. donors cannot withdraw consent for the use of their embryos or any stem cell line derived from their embryos after point X; or
3. embryos will be de-identified at the point of donation as per the definition in section 6.4 of the Ethical Guidelines for Observational Studies. It will not possible to withdraw consent for the use of the embryo once donated.
The committee agreed to approve this application subject to the following alterations: 

· the aim of the study needs to be moved to the first paragraph of the PIS
· “the long term goal of this research is to improve the chance of pregnancy in women having IVF treatment by better understanding what is happening in very early pregnancy” 

· a definition of a “non-viable embryo” needs adding to the PIS
· one of the three options for withdrawal of consent as listed above is given

· a diagram of the trophectoderm should be added to the PIS
· clarification in the PIS and consent form (CF) that embryos may be stored and used for research at a later date 

· clarification in the PIS and CF that the withdrawal of consent will not adversely affect a participant’s level of care.
Actions

Secretariat to draft a letter from the ECART to the lead researcher informing them of the committee’s decision to approve this application subject to approval of the conditions listed above.
Any information received prior to the next meeting of 23 February 2012 will be assessed via email by an ECART subcommittee.
7. Application E11/43: Application for the Donation of Gametes between Certain Family Members   
Adriana opened the discussion for this application. The committee considered the information in relation to the Guidelines on the Donation of Gametes between Certain Family Members and the principles of the HART Act 2004.

The committee reviewed this application and discussed:

Issues
· that ED has not completed her family

· ED understands the potential risk to her future fertility
· ED has given her informed consent to proceed on the basis of the information received.
Comments

· that the donation would be considered an established procedure if the donor was over 20 years old
· the timing of the donation was considered a barrier for ED 

· delaying the donation until after ED turned 20 was considered detrimental to ED’s studies

· that no coercion is apparent within the application

· that the application was very well put together

· that the counselling was very positive

· that ED/RW’s mother submitted a very good letter of support.

Decision

· that 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” 

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

· that each party has received appropriate counselling and medical advice

· that 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 them of the committee’s decision to approve this application.

8. Application E11/44: Application for the Creation and Use, for Reproductive Purposes, of an Embryo Created from Donated Eggs in Conjunction with Donated Sperm 

Hazel opened the discussion for this application. The committee considered the information in relation to the Guidelines on the Donation Creation and Use, for Reproductive Purposes, of an Embryo created from Donated Eggs in conjunction with Donated Sperm guidelines and the principles of the HART Act 2004.

The committee reviewed this application and discussed:

Issues
· that ED’s children should have been involved in counselling

· the citizenship of SD in relation to future contact for any resulting child

· SD intends to remain in New Zealand permanently

· SD is open to the sharing of information with any resulting child

· HART Act section 4 principles especially (c)
· a good additional report supplied by the clinic 
· the report anticipates and addresses the committees concerns.
Comments
· that there were no further comments of note for this application.
Decision

· that the committee has made their decision based on the requirements in guideline 3(a)(ii) that “each intending parent (where there are two) has a medical condition affecting his/her reproductive ability, or a medical diagnosis of unexplained infertility, that makes the creation and use of an embryo created from donated eggs with donated sperm appropriate”
· that the committee was satisfied that RW and RP each have a medical condition affecting their reproductive ability

· that each party has received appropriate counselling and medical advice, including joint counselling for related parties

· that 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 them of the committee’s decision to approve this application.
9. Application E11/45: Application for the Donation of Gametes between Certain Family Members

Deborah opened the discussion for this application. The committee considered the information in relation to the Guidelines on the Donation of Gametes between Certain Family Members and the principles of the HART Act 2004.

The committee reviewed this application and discussed:

Issues
· the citizenship of SD in relation to future contact for any resulting child

· SD’s wife is a close family member of RW

· SD/DP have a very close relationship with RW/RP
· SD is open to the sharing of information with any resulting child.
Comments

· SD and DP both have a good understanding of the risks involved with the procedure 

· DP is an obstetrician 

· all parties have researched the positives and negatives of familial donation

· the importance of a familial donor was noted 

· all parties are open to discussion

· good letters of support were provided

· all parties have an excellent relationship with each other

· familial donation could enhance the relationship between the couples
· a straight forward application with no real concerns noted by ECART.
Decision

· that 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” 

· that the committee was satisfied that RP has a medical condition affecting his ability to conceive naturally

· that each party has received appropriate counselling and medical advice

· that 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 them of the committee’s decision to approve this application.
10. Application E11/46: Application for the Creation and Use, for Reproductive Purposes, of an Embryo Created from Donated Eggs in Conjunction with Donated Sperm 

Huia opened the discussion for this application. The committee considered the information in relation to the Guidelines on the Creation and Use, for Reproductive Purposes, of an Embryo Created from Donated Eggs in Conjunction with Donated Sperm, and the principles of the HART Act 2004.

The committee reviewed this application and discussed:

Issues

· that RW/RP and SD have the same medical specialist

· SD was clinic recruited 

· SD has donated to RW before as an individual donor

· there is no requirement in the guidelines for independence

· it is highly unlikely that coercion is an issue
· the status of RP’s medical condition 

· a section 3 HART Act purpose is “to secure the benefits of assisted reproductive procedures […] for individuals”
· ECART agrees that the medical condition meets the guideline requirements
· RW/RP meet all other criteria for approval
Comments
· the use of this SD would give a genealogical link to the recipients first child
· that ED is Māori
· a very good letter of support was attached to the application from ED’s mother
· the letter demonstrates that any child would have access to information about their whakapapa and iwi
· ED’s mother is happy to act as a contact point for any recipient child
· all parties are making a fully informed decision to proceed

Decision

· that the committee has made their decision based on the requirements in guideline 3(a)(ii) that “each intending parent (where there are two) has a medical condition affecting his/her reproductive ability, or a medical diagnosis of unexplained infertility, that makes the creation and use of an embryo created from donated eggs with donated sperm appropriate”
· that the committee was satisfied that RW and RP each have a medical condition affecting their reproductive ability

· that each party has received appropriate counselling and medical advice, including joint counselling for related parties

· that 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 them of the committee’s decision to approve this application.

11. Application E11/47: Application for the Donation of Gametes between Certain Family Members

Jackie opened the discussion for this application. The committee considered the information in relation to the Guidelines on the Donation of Gametes between Certain Family Members and the principles of the HART Act 2004.

The committee reviewed this application and discussed:

Issues
· that this application should have contained more information about RW/RP’s long term medical prognosis

· after discussion the information received was eventually deemed adequate

· the intergenerational donation of gametes

· plenty of information will be available for any resulting child

· this donation maintains a genetic connection

· IVF embryos will be created and used by RW (rather than donor insemination)
· there are no blurring of boundaries apparent

· there is no coercion apparent

· SD/DP’s other adult children should have been informed of the donation

· the context that they grow up in could have an impact on any resulting child.

Comments

· the use of this donor would give a genealogical link to any resulting child.
Decision

· that 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” 

· that the committee was satisfied that RP has a medical condition affecting his ability to conceive naturally

· that each party has received appropriate counselling and medical advice

· that 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 them of the committee’s decision to approve this application.

12. Application E11/48: Application for Clinic-Assisted Surrogacy
Carolyn opened the discussion for this application. The committee considered the 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
· that there were no issues of note in this application.
Comments

· that IM/IP and IP were the subject of a previous ECART application

· in the original application IM/IP met the guideline criteria, but BM did not

· a new BM is to be used for this application

· IM and BM are related

· There is no coercion apparent

· BM has had previous uncomplicated pregnancies and births.
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”
· that the committee was satisfied that IM has a medical condition affecting her ability to carry a pregnancy

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

· that 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 them of the committee’s decision to approve this application.

13. Application E11/49: Application for Embryo Donation for Reproductive Purposes

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

· that the recipients were the subject of a previous ECART surrogacy application

· the surrogacy application using their genetic embryos was unsuccessful

· the clinic thinks that the quality of the embryos maybe the issue

Comments

· the donors have 2 embryos to donate

· there are further options for the recipients to explore if this route is unsuccessful 

· the use of donor eggs is one possibility

· the use of donated eggs in conjunction with donated sperm is another
· good joint counselling received by the parties
· that RP is Māori
· DW/DP are both of European descent
· whangai an important part of Māori heritage
· any resulting child will have the same access rights to whakapapa and iwi as a genealogical Māori child would have
Decision

· that the committee has made their decision based on the requirements in guideline 2(a)(iii) 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” 

· that the committee was satisfied that RW has a medical diagnosis of unexplained infertility affecting her ability to conceive naturally

· that each party has received appropriate counselling and medical advice

· that 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 them of the committee’s decision to approve this application.

14. Application E11/50: Application for Clinic-Assisted Surrogacy

Hazel opened the discussion for this application. The committee considered the 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 length of time that IM and BM have known each other
· BM’s circumstances

· a single parent

· one child at school

· one child under a year old

· the concerns about the wellbeing of existing children

· the concerns about BM’s wellbeing 

· significant issues identified regarding the expectations of contact between IM and BM 

Comments
· the clinic has identified that IM/IP have not necessarily exhausted all procedural possibilities

Decision

The committee agreed to decline this application on the basis of principles b and c of the HART Act 2004:

(b) the human health, safety, and dignity of present and future generations should be preserved and promoted

(c) 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 wellbeing of women must be protected in the use of these procedures.
Actions

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

15. Correspondence 

The committee noted the correspondence to and from ECART since the meeting of 29 September 2011 including:

· a letter from ACART asking ECART to keep the committee informed of any ethical advice that ECART offers New Zealand fertility clinics on established procedures. The committee noted that this information is contained in the ECART Annual Report as required by the Minister of Health when he assigned ECART the function.

· a query from a fertility clinic on whether a couple with New Zealand citizenship could export their embryos for use with an international surrogate. ECART responded that since the export of embryos is not prohibited, the query is considered outside the committee’s scope. The committee recommended seeking independent legal advice to ensure compliance with wider legislation and policy. 

ECART also recommended the intending parents contact Child, Youth and Family regarding the process of entering into an international surrogacy arrangement, and subsequent adoption of any resulting child; the Department of Internal Affairs to discuss citizenship of any resulting child; and Immigration New Zealand to discuss the legal entry into New Zealand of any resulting child.

· an email regarding an embryo donation application from 2008.
· A media query about the current status of PGD for sex selection. The Ministry wrote to the journalist categorising PGD into 3 categories – established procedures, procedures for serious inherited genetic conditions, chromosomal abnormalities and certain familial sex linked disorders that do not require ECART approval; assisted reproductive procedures, procedures such as PGD with HLA tissue typing that require ECART approval; and prohibited procedures, all other procedures using sex selection on human embryos.

· a letter from a fertility clinic regarding the export of embryos to be used in a surrogacy arrangement overseas. ECART will respond that this is not within it’s jurisdiction to offer advice about this, and the clinic’s clients should seek independent advice from the Ministry of Health, a lawyer with specialist knowledge of international surrogacy, and the Department of Internal Affairs with regard to New Zealand residency/citizenship for any resulting child. 

· a letter from a fertility clinic regarding whether a patient could donate embryos created with a former partner. The partner is willing to attend all medical, legal and counselling sessions, and consents to the donation. ECART responded by saying that the guidelines ask ECART to determine that the embryos being donated are surplus to the donors’ own reproductive needs. ECART could in theory approve the application if the application meets all other guidelines and ethical standards. 

· a letter from a fertility clinic regarding whether a woman in a same sex relationship, who wants to use her ex-husbands sperm (with his consent) would require an application to ECART. ECART responded to the clinic stating that the donation would require an ECART application by virtue of the definition of a “family member” in the HART Order 2005 – (a) any person who is or has been related to the person by blood, marriage, civil union, de-facto relationship, or adoption”. 
· a query from a fertility clinic regarding whether ECART would prefer a familial donor who lives overseas to complete the joint counselling session via teleconference, or within two weeks of the individual counselling session which will be conducted in New Zealand. ECART responded that face to face counselling with a shorter duration in between the individual and joint counselling sessions was preferable to a teleconference.

· a newspaper article from the Telegraph (UK) entitled “Woman who became a mother at 57 admits she was too old for IVF”.

· a query from a fertility clinic regarding the embryo donation guidelines. The clinic queried whether donated embryos could be donated to a second couple as the first donation had not resulted in a live birth and the recipient couple do not wish to continue with the donated embryos. ECART responded that the guidelines state that “embryo donation is limited to producing full genetic siblings on no more than two families”. ECART could in theory approve an application for the donors to donate to a second couple as long as there was no possibility that the first recipient woman could be pregnant. ECART would cancel the approval for the first application if an application for a second recipient couple was to be received.

· the decision letters from the meeting of 29 September 2011.

16. Report from ACART

ECART reviewed and noted the draft minutes from ACART’s meeting of 14 October 2011. John Angus gave a brief overview of the ACART work priorities for 2012. 
17. Conclusion of meeting

The committee confirmed the next ECART meeting date of 23 February 2012.

Jackie to open the next ECART meeting on 23 February 2012.

The attendee at the next ACART meeting on 24 March 2012 TBC.

18. Meeting close

The meeting closed at 3.45pm.
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