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Foreword
Technology enables the safe storage of gametes (sperm and eggs) and embryos for many years.  The Human Assisted Reproductive Technology Act 2004 (the HART Act) sets a maximum storage period of 10 years for sperm, eggs and embryos unless the Ethics Committee on Assisted Reproductive Technology (ECART) approves extending the storage period.  Parliament recently amended the HART Act to clarify that the 10-year period begins from 2004 or later, depending on when the gametes or embryos were first stored.  This applies even where gametes and embryos were stored before 2004.

The amendment also clarifies the powers of ECART and the Advisory Committee on Assisted Reproductive Technology (ACART).  When deciding applications for extending the storage period of gametes and embryos beyond 10 years, or beyond an approved extended storage period, ECART must use guidelines issued by ACART.

ACART has therefore developed proposed guidelines on extending the storage period of gametes and embryos.  When the guidelines are finalised and issued, ECART will be able to consider and decide individual applications.

In this consultation document we present our proposals.  We invite you to send us your feedback, and have enclosed a submission form to help you to make your comments.  Your comments will be taken into account when we finalise the proposed guidelines, before we consult with the Minister of Health.

We look forward to receiving your submission.
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Sylvia Rumball

Chair, Advisory Committee on Assisted Reproductive Technology

How to have your say

Please take this opportunity to have your say.  You may make a submission on your own behalf or as a member of an organisation.  A summary of submissions will be released when the guidelines are issued to ECART.
You can contribute your views in either of these ways:

· email a completed submission form or your comments to acart@moh.govt.nz, or
· write down your views on the submission form and post it to:

ACART Secretariat

PO Box 5013

Wellington.
The closing date for submissions is 11 March 2011.
We will consider all submissions and revise the proposed guidelines as necessary.  We will then consult with the Minister of Health on the revised proposed guidelines, as required by the HART Act, before issuing finalised guidelines to ECART.
You can obtain additional copies of this consultation paper and submission form from the ACART website (www.acart.health.govt.nz), or from the ACART Secretariat (email acart@moh.govt.nz or telephone 04 816 3931).
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Navigating this document
If you would find it helpful to focus on the core parts of the discussion document, we suggest the following:

· an introduction to the topic (page 2)
· the proposed formal guidelines (page 5)

· a discussion of what the guidelines will mean and our reasoning (pages 8 to 17)
· frequently asked questions (page 20)
· a submission form (page 31).
Introduction
Purpose of this consultation document
The purpose of this consultation document is to present, for public consultation, proposed guidelines on extending the storage period of gametes and embryos beyond 10 years, or beyond a previously approved extension.  The guidelines, when finalised and issued, will enable ECART to consider and decide individual applications.

The HART Act 2004: storage and extending the storage of sperm, eggs and embryos
The Human Assisted Reproductive Technology Act 2004 (the HART Act) prohibits the storage of gametes (sperm and eggs) and embryos for longer than 10 years, or beyond an approved extension to the storage period, unless the Ethics Committee on Assisted Reproductive Technology (ECART) has approved either extending the 10-year storage period or further extending an approved extension period.

Where individuals, clinics or researchers wish to keep gametes and/or embryos in storage for longer than 10 years, or longer than an approved extension period, an application must be submitted to ECART.  Such an application must be made, and any ECART approval given, before the end of the original storage period or any approved extension to the storage period.  The 10-year storage period set down in the HART Act is therefore the default position for the length of time gametes and embryos are able to be stored, with extended storage being the exception.

Parliament amended the HART Act in 2010 to clarify provisions concerning storage and extending the storage of gametes and embryos.  The 10-year storage period is counted from 22 November 2004, when the HART Act commenced, or later, depending on the date of first storage.  This means that the storage period for any gametes or embryos stored before this date is not counted in the 10 years storage limit.

All gametes and embryos originally stored on or before 22 November 2004 will reach their storage limit on 22 November 2014.  These gametes or embryos must be used or disposed of by that date, unless ECART has already approved their extended storage.

The amended legislation also says:

· The 10-year storage limit for embryos includes any storage time for the gametes used to create the embryos.

· In calculating the 10-year limit, storage time outside New Zealand is to be counted.

· There will be a grace period of six months from the expiry of the 10-year storage limit, or an approved extended storage period, for clinics to manage the disposal of gametes and embryos.  Gametes and embryos must not be used during this period.

· ACART’s role includes issuing guidelines or giving advice to ECART on extending the storage of gametes and embryos beyond 10 years, or an approved extended storage period.

· Applications to ECART to extend the storage of gametes and embryos beyond 10 years, or an approved extended storage period, must be in writing.

· ECART may approve more than one extension to the storage period.

You can find the full HART Act at:
http://www.legislation.govt.nz/act/public/2004/0092/latest/DLM319241.html?search=ts_act_human+assisted_resel&p=1&sr=1
Who will be affected?

The following groups are potentially affected by these requirements:
· individuals who have stored gametes prior to medical treatment that may impair their fertility, in order to preserve the option of having a child in the future
· women who have stored cryopreserved ovarian tissue prior to medical treatment that may impair their fertility

· individuals (single or partnered) who have stored their own sperm and eggs for their own use
· couples who have stored embryos created from their own sperm and eggs
· women who have stored embryos created from their own eggs and donated sperm
· couples who have stored embryos created from the eggs or sperm of one partner, and donated eggs or sperm

· individuals and couples who have had a child from donated sperm or eggs, and hope to have another child using sperm or eggs from the same donor

· individuals and couples who have had a child from donated embryos, and hope to have another child using the remaining embryos from the same donors

· sperm, egg and embryo donors (including people who donated before 2004)
· clinics holding stored donated sperm, eggs and embryos

· researchers holding stored donated sperm, eggs and non-viable embryos.

Clinics have advised us that in some cases clients and clinics have lost contact with each other.  We hope that clients will get in touch with their clinics as soon as possible to discuss the future for any remaining gametes or embryos in which they have an interest.

Donors and clinics may also have lost contact with each other.  Clinics may wish to extend the storage period for donated gametes and embryos unused in the 10-year period, but they will need the donors’ consent (discussed from page 14) as part of an application to ECART.  Donors may therefore wish to discuss with clinics their wishes relating to any gametes or embryos that may be affected by the 10-year storage period.

ACART’s role

As noted above, the HART Act gives ACART the role of issuing guidelines to ECART on extending the storage of gametes and embryos beyond 10 years, or beyond an approved extension period.  In this discussion document we outline our proposals and our reasoning, and invite public submissions on the proposed guidelines.

We will take your views into account when we finalise the proposed guidelines, for consultation with the Minister of Health.  After completing consultation with the Minister, we will issue the guidelines.  ECART will then be able to consider and decide applications for extending the storage of gametes and embryos beyond 10 years, or an approved extension period.
Other relevant provisions
The Fertility Services Standard
The Fertility Services Standard (the Standard) sets out standards to ensure the safety and quality of fertility services in New Zealand.  The Standard promotes and protects the interests of consumers (who include donors) and their families.  Fertility clinics are audited and certified against the Standard, which was implemented on 1 October 2010.  Some of the standards (eg, in relation to tangata whenua) are relevant to extending the storage of gametes and embryos.  We include more information on this in Appendix 1.

A publication that accompanies the Standard, the Fertility Services Audit Workbook, sets out examples of processes that would help a clinic to demonstrate that it has achieved the required outcomes.

The Standard and the Workbook are available for purchase from Standards New Zealand www.standards.co.nz.  Standards New Zealand has told us that copies are held by the main city libraries throughout New Zealand.  Fertility clinics also hold copies.
Code of Health and Disability Services Consumers’ Rights

The Code of Health and Disability Services Consumers’ Rights (the Code) is another important protection that applies to everyone using health and disability services, which includes fertility clinics.  Some aspects of the Code, for instance those relating to informed consent, apply to extending the storage of gametes and embryos.  We include more information on this in Appendix 1.

The Code is available from the website of the Health and Disability Commissioner, at www.hdc.org.nz.
Proposed guidelines on extending the storage period of gametes and embryos
In this section we set out the proposed guidelines for your consideration and feedback.  We then discuss the proposals in the next section.
Preamble

Parliament amended the Human Assisted Reproductive Technology Act in 2010 to clarify provisions relating to the storage and extended storage of gametes and embryos.  The amended legislation covers the following points.
· The 10-year limit for storing gametes and embryos is counted from 22 November 2004, when the Human Assisted Reproductive Technology Act commenced, or later, depending on the date of first storage.

· The 10-year storage limit for embryos includes any storage time for the gametes used to create the embryos.
· In calculating the 10-year limit, storage time outside New Zealand is to be counted.
· There will be a grace period of six months from the expiry of the 10-year storage limit, or an approved extended storage period, for clinics to manage the disposal of gametes and embryos.  Gametes and embryos must not be used during this period.

· ACART’s role includes issuing guidelines or giving advice to ECART on extending the storage of gametes and embryos beyond 10 years, or an approved extended storage period.
· Applications to ECART to extend the storage of gametes and embryos beyond 10 years, or an approved extended storage period, must be in writing.
· ECART may approve more than one extension.

In these guidelines, unless the context indicates otherwise, words should be interpreted in accordance with definitions given in the Human Assisted Reproductive Technology Act 2004 and the Human Assisted Reproductive Technology Order 2005.

Guidelines

1
When considering an application for extending the storage period of gametes or embryos beyond 10 years, or an approved extended storage period, ECART must be guided by the principles of the Human Assisted Reproductive Technology Act 2004.

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 wellbeing 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.
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.
d)
No assisted reproductive procedure should be performed on an individual and no human reproductive research should be conducted on an individual unless the individual has made an informed choice and given informed consent.
e)
Donor offspring should be made aware of their genetic origins and be able to access information about those origins.
f)
The needs, values and beliefs of Māori should be considered and treated with respect.
g)
The different ethical, spiritual and cultural perspectives in society should be considered and treated with respect.

2
When considering an application for extending the storage period of gametes or embryos beyond 10 years, or an approved extended storage period, ECART must determine:
a)
that a clinic or researcher has made the application

b)
the storage history of the gametes or embryos, including:
i)
the length of time that gametes have already been stored, both in New Zealand and overseas

ii)
the length of time that embryos have already been stored, including:
(1)
time stored in both New Zealand and overseas

(2)
time during which gametes used to create embryos have already been stored

iii)
any previously approved extension to the storage period
c)
that extending the storage period of gametes or embryos beyond 10 years, or an approved extended storage period, is for one of the following reasons:

i)
fertility preservation, where individuals have stored gametes prior to medical treatment that may impair their fertility
ii)
ongoing fertility treatment with procedures that are neither prohibited nor precluded at the time of the application to ECART for extending the storage period
iii)
ongoing or future research using gametes or non-viable embryos
d)
that all parties gave informed consent to extending the storage of gametes or embryos beyond 10 years or an approved extended storage period, as follows:

i)
parents or guardians gave consent on behalf of children younger than 16 years

ii)
individuals who have stored gametes for their own use gave consent

iii)
individuals who have donated gametes gave consent
iv)
for embryos, both of the individuals who provided the gametes used to create the embryos, including any gamete donors, gave consent
v)
individuals who have donated gametes and embryos gave consent:

(1)
when giving the original consent to store and use the donated gametes or embryos, or
(2)
when an application for extending storage was made

vi)
where an individual has died after the storage of his or her gametes or of embryos created from the gametes, there is written evidence that the individual gave informed consent to both extending the storage period and the specific subsequent use of the gametes or an embryo created from the gametes.
3
When approving an application for extending the storage of gametes or embryos beyond 10 years, or beyond an approved extended storage period, ECART must set an extended storage period that is:

a)
no later than the 35th birthday of an individual younger than 25 years with stored gametes, where a clinician declares that medical treatment is likely to cause or have caused a significant impairment to the individual’s fertility
b)
a maximum of five years for gametes stored on behalf of individuals 25 years and older, where a clinician declares that medical treatment is likely to cause or have caused a significant impairment to the individual’s fertility
c)
a maximum of five years for gametes and embryos to be used in ongoing fertility treatment
d)
a maximum of 10 years for gametes and non-viable embryos donated for research.
ACART’s proposals: discussion
In this section we discuss the individual provisions in the proposed guidelines:

· categories of applicants (guideline 2[a])
· storage history of gametes and embryos (guideline 2[b])
· reasons ECART may approve extending the storage of gametes and embryos (guideline 2[c])
· informed consent requirements (guideline 2[d])
· length of extended storage period (guideline 3).
We then discuss issues of particular interest to Māori.

2(a)
Categories of applicants
ACART proposes:
ECART must determine that a clinic or researcher has made the application for extending storage
The application process is an important operational issue, given that time is critical for applications to extend the storage period of gametes and embryos, and for subsequent ECART decisions.  ECART needs all the necessary documentation in order to consider an application, and must not approve an application if the 10-year limit or any approved extended storage period has ended.  We want to minimise any risk that ECART will receive applications that are incomplete or too late.

Clinics are experienced in making applications to ECART on behalf of clients, including supplying all the documentation.  We therefore propose that clinics, not individuals, be responsible for making applications to ECART for extending the storage of gametes and embryos.  Researchers should be responsible for applications to extend the storage of gametes and non-viable embryos to be used in research.

The proposed application process is the same as for other guidelines issued to ECART.  Current ECART application forms for guidelines already issued are available at www.ecart.health.govt.nz.

We recognise that applications by clinics may have a cost for parties with an interest in an application.  Nevertheless, we consider that any cost is outweighed by the benefit of clinics’ experience in compiling and submitting applications to ECART.

Question 1
Do you agree that clinics and researchers should be responsible for making applications to ECART for extending the storage of gametes and embryos?

2(b)
Storage history of gametes and embryos

ACART proposes:

ECART must determine the storage history of the gametes or embryos, including:

· the length of time that gametes have already been stored, both in New Zealand and overseas

· the length of time that embryos have already been stored, including:
· time stored in both New Zealand and overseas

· time during which gametes used to create the embryos have already been stored

· any previously approved extension to the storage period.
ECART needs sufficient information to decide whether or not extending storage can be lawfully approved.  The HART Act states that ECART may not approve applications where the storage period of gametes or embryos is longer than either 10 years (excluding any storage time before 22 November 2004), or is longer than an approved extension to the storage period.

The 10-year period includes any storage time outside New Zealand.  In addition, the 10‑year storage period for embryos must include any storage time for the gametes used to create the embryos.
Question 2
Do you think the proposal covers everything ECART needs to know about the storage history of gametes and embryos?

2(c)
Reasons ECART may approve extending the storage of gametes and embryos
ACART proposes:

ECART must determine that extending the storage period of gametes or embryos beyond 10 years, or an approved extended storage period, is for one of the following reasons:

· fertility preservation, where individuals have stored gametes prior to medical treatment that may impair their fertility

· ongoing fertility treatment with procedures that are neither prohibited nor precluded at the time of the application to ECART for extending the storage period
· ongoing or future research using gametes or non-viable embryos.
The 10-year storage period set down in the HART Act is the default position for storing gametes and embryos.  We are of the view that extending storage should therefore be reserved for exceptional circumstances.  Such exceptional circumstances should be limited to cases where extending the storage of gametes and embryos is necessary to protect the opportunity to have a child or to carry out research.
Fertility preservation
Fertility preservation for individuals aged under 25 years before medical treatment that may result in infertility

Survival rates for childhood cancers have increased substantially, but the treatments may result in a patient becoming infertile.  With the consent of parents or guardians, the gametes of children may be stored before treatment.  People aged 16 years and over must give their own consent.  In each case, storage will give the patient, when older, an opportunity to have a family, should they wish.

In an earlier ACART consultation on the use of frozen eggs in fertility treatment, several submitters were concerned about the situation for young cancer patients.  We were told then that there is a need to enable extending storage where young cancer patients have eggs stored.  Depending on a child’s age at the time of initial storage of his or her gametes, he or she may not wish to consider using the stored gametes for 20 or 30 years.  For example, a 13-year-old boy whose sperm are stored may not be ready to consider using those gametes until he is in his 30s or 40s.

Fertility preservation for adults (25 years and older) before medical treatment that may result in infertility
Adults may also store gametes before medical treatment that will affect their fertility.  If patients are young at the time of initial storage (eg, in their mid-20s), they may not be ready within 10 years to make decisions about using the gametes.
We have noted that fertility preservation is also possible for ‘insurance’ or ‘lifestyle banking’, where there is no medical need.  For example, men may store sperm before undergoing a vasectomy in case their circumstances change.  Fertile women may store eggs, without any medical need, for anticipated future use.  However, our proposal is intended to provide for extending the storage period for fertility preservation only in cases where gametes and embryos have been stored before medical treatment that impairs fertility.

Ongoing fertility treatment
People undergoing fertility treatment may wish to extend the storage period for their own gametes or embryos for various reasons.

· People who have not yet had a child may wish to continue treatment beyond 10 years.
· Parents who have had a child or children using fertility treatment may wish to extend the storage period for any remaining embryos, to retain the opportunity to have full siblings for existing children.
· Men with extremely low sperm counts may wish to extend the storage period for any sperm they have stored, because this sperm may be the only or best-quality sperm they can ever produce.
· People seeking surrogacy arrangements may need a long time period in which to find and organise a suitable surrogate.  They may wish to extend the storage period for their embryos or gametes to enable the surrogacy arrangement, including ECART approval, to take place.
In some circumstances, extending the storage period of donated gametes and embryos might be sought by a clinic or an interested party or parties.
· Couples with surplus embryos created from their own gametes may have made the embryos available for donation.
· Parents who have had children from the use of donated gametes or embryos may wish to retain the option, with the donors’ consent, of using more gametes or embryos from the same donors, to have more children who would be full siblings to existing children.

· Clinics, with the donors’ consent, may wish to store long term unused donated gametes and embryos, for example:

· where donated gametes from some ethnic groups are scarce, or
· where not all the donated gametes have been used in the 10-year period for the maximum number of families possible, or in accordance with a donor’s consent.

The guidelines do not provide for extending storage in cases where treatment is prohibited or precluded at the time of an application for extending storage.  Precluded procedures include treatments where ACART has not issued guidelines, and where a procedure has not been declared an established procedure.

Research

Researchers may wish to seek to extend storage beyond 10 years, or beyond an approved extended storage period, for gametes and non-viable embryos donated for use in research.  Examples are a longitudinal study over a long period of time, or where researchers wish to retain gametes or non-viable embryos with particular characteristics, such as those associated with a rare genetic disorder that is being investigated.
As with ongoing fertility treatment, the provision applies only to research that is lawful at the time of applying to extend the storage period.

Question 3
Do you agree with the proposed reasons for when ECART may approve extending the storage of gametes and embryos beyond 10 years, or beyond an approved extended storage period?
2(d)
Informed consent requirements
ACART proposes:

ECART must determine that all parties gave informed consent to extending the storage of gametes and embryos beyond 10 years, or beyond an approved extended storage period, as follows:
· parents or guardians gave consent on behalf of children younger than 16 years
· individuals who have stored gametes for their own use gave consent

· individuals who have donated gametes gave consent

· for embryos, both of the individuals who provided the gametes used to create the embryos, including any gamete donors, gave consent
· individuals who have donated gametes and embryos gave consent:

· when giving the original consent to store and use the donated gametes or embryos, or
· when an application for extending storage was made

· where an individual has died after the storage of his or her gametes or of embryos created from the gametes, there is written evidence that the individual gave informed consent to both extending the storage period and the specific subsequent use of the gametes or an embryo created from the gametes.

Informed consent is about decision-making, and includes giving, varying and withdrawing consent.  Informed consent also includes the right not to consent.  Principle (d) of the HART Act says that no assisted reproductive procedure should be performed on an individual, and no human reproductive research conducted on an individual, unless the individual has made an informed choice and given informed consent.  The Code of Health and Disability Services Consumers’ Rights (the Code) and the Fertility Services Standard (the Standard) similarly include provisions about the rights of consumers to give, withdraw and vary consent.

In a separate project we are developing advice to the Minister of Health on informed consent.  Our current thinking on some informed consent matters is set out in the box below.  This thinking has informed our proposals about informed consent in the context of guidelines on extending the storage period of gametes and embryos.

ACART’s current thinking about informed consent

· Individuals providing gametes, including donors, should be able to withdraw or vary their consent until an embryo formed from their gametes is placed in the uterus of the recipient woman.
· There should always be written evidence of informed consent.
· Gametes and embryos created while a gamete provider is alive should be used after the gamete provider’s death only with written evidence of the gamete provider’s informed consent to the specific future use.

Please note that when the broader informed consent work is completed, relevant provisions in all of ACART’s guidelines will be revised, where necessary, to align with any changes.
Consent on behalf of minors to extending the storage of gametes
Where children under the age of 16 years are to undergo a procedure under the HART Act (including retrieval of gametes), their parents or guardians must give consent.  Although the HART Act does not specify whose consent is required for extending the storage of a minor’s gametes, we consider that a parent or guardian’s consent should be required for extending storage, taking into account any wishes expressed by the minor.

Consent by individuals to extending the storage of their own gametes and of embryos formed from their own gametes
We consider that where an individual has his or her own gametes stored for his or her own use, consent for extending storage need be given only by that individual.  This should apply whether or not the individual has a partner.  This approach is consistent with the Code, which in our view is based on individual autonomy.

Where extending storage is sought for embryos created by partners’ own gametes, we propose that both partners’ consent should be required.  Each partner is an autonomous individual.  Although partners may make a joint decision at one point in time (eg, to store surplus embryos created from their gametes), the partners may have different views when an application for extending storage is contemplated.  This may particularly happen where partners have separated since storage began.

Consent by individuals who have donated gametes
We are of the view that where individuals have donated gametes, the consent of those individuals must be included in an application for extending the storage period of their gametes and of any embryos formed from their gametes.

Principle (e) of the HART Act states that donor offspring should be made aware of their genetic origins and be able to access information about those origins.  The HART Act enables donor offspring, from the age of 18, to access identifying information about donors.  A donation is therefore not a one-off gift.  Instead, it is the basis of a potential long-term relationship affecting intending parents, donor offspring and donors, plus wider family networks.

In the time since the original donation, a donor’s personal and family circumstances may have changed.  There may also have been regulatory and social changes.  These changes may influence a donor’s views about the possibility of a child being born many years after the original donation, and hence their willingness to agree to extending storage.

Informed consent by donors also contributes to protecting the interests of potential donor offspring.  Extending the storage of donated gametes, and the subsequent use of the gametes, may reduce the chance that the donor will be alive at a point when donor offspring wish to make contact.  Donor offspring have a strong interest in knowing that the donor made an informed decision to be a donor, including taking into account the implications of extending storage.
We propose that donor consent could be given either at the time of the original donation, or as part of the application for extending storage.  If donor consent to extending storage was not given at the time of the original donation, the donor would need to be contacted and asked to consider giving consent.

Where donors prefer to be contacted later, this carries the risk that the clinic will be unable to make contact.  Even where donors can be contacted, they may not consent to extending storage.  Nevertheless, we consider it is in the interests of both donor offspring and donors that donors’ informed consent is part of an application for extending the storage of donated gametes or embryos.

The practical implications are as follows.  Clinics will currently have in storage donated gametes, donated embryos or embryos created from donated gametes.  The donors concerned have probably not considered or consented to extending storage.  Where intending parents wish to extend the storage of donated embryos or embryos created from donated gametes, the donor(s) will need to be contacted to seek their consent.  If a donor cannot be contacted or does not wish to consent, then the gametes or embryos in question will need to be discarded once the lawful storage period expires.

We recognise that at times it may not be possible to obtain all necessary consents.  Contact may have been lost with a person whose consent is needed, or a party may not consent to extending storage.  This may be distressing where other parties had hoped to extend storage.  However, we think it is important to take account, as far as possible, of the interests of all parties affected by extending storage.  This includes donor offspring and donors.

Consent by couples who have donated embryos

Similarly, we consider that couples who have made embryos available for donation, whether or not ECART has agreed to a specific embryo donation application, should give consent to extending the storage of their donated embryos.

Consent where an individual has died after his/her gametes, or embryos created from his/her gametes, were stored
We propose that gametes and embryos stored while an individual providing gametes is alive should not be used after the person’s death without written evidence of the individual’s informed consent to both extended storage and the specific future use.  There is no point extending the storage period of gametes or embryos when the individual providing the gametes has died if there is no written evidence of consent to the specific subsequent use of the gametes or embryos after the gamete provider’s death.
When the extending storage guidelines are finalised and issued, ACART will make any necessary amendments to the Guidelines for the Storage, Use and Disposal of Sperm from a Deceased Man.  Those guidelines were issued by the former National Ethics Committee on Assisted Human Reproduction in 2000, and do not fully reflect the provisions of the HART Act.  For instance, no limit is set on the storage period.

Question 4
Do you agree that:
· parents or guardians must give consent to extending storage on behalf of children younger than 16 years
· all gamete providers, including donors, must give informed consent to extending storage of gametes or embryos created from the gametes

· gamete and embryo donors must consent to extending storage, either as part of their original consent to donate or later when an application for extending storage is made
· where an individual has died after storage of his or her gametes, or of embryos created from his or her gametes, there must be written evidence that the individual gave informed consent to both extending storage and the specific future use?
(3)
Length of extended storage period
ACART proposes:

When approving an application for extending storage of gametes or embryos beyond 10 years, or an approved extended storage period, ECART must set an extended storage period that is:

· no later than the 35th birthday of an individual younger than 25 years with stored gametes, where a clinician declares that medical treatment is likely to cause or have caused a significant impairment to the individual’s fertility
· a maximum of five years for gametes stored on behalf of individuals 25 years and older, where a clinician declares that medical treatment is likely to cause or have caused a significant impairment to the individual’s fertility
· a maximum of five years for gametes and embryos to be used in ongoing fertility treatment
· a maximum of 10 years for gametes and non-viable embryos donated for research.
Individuals up to the age of 25 years

We consider there is a case to make special provision for patients up to the age of 25 years where their gametes have been stored before medical treatment that may impair their fertility.  A clinician would need to certify in the application that treatment is likely to cause or have caused a significant impairment to the patient’s fertility.
The patient could seek a further extension to the storage period, if desired, through the usual application process before this extended storage period ended.
The proposal would have the following benefits for this group.
· The patients concerned would be put in a similar position to their peers, as far as possible, by providing them with access to their gametes during the main reproductive years.
· The age of 35 aligns with the point at which adults aged 25, when first storing gametes or embryos, would need to seek an extension to the storage period (by age 35), after the initial 10 years’ storage expired.  This age therefore provides a clear and equitable transition point.

We envisage that applications in these cases will be made soon after the initial storage period of 10 years begins, either before or after medical treatment.  However, applications could be made at any time.  An application would require the same documentation as required for other applications for extending storage, plus a clinician’s certification.

Other cases of fertility preservation and fertility treatment
We consider that extending storage for the purposes of fertility treatment and fertility preservation by adults should be for a relatively short period, to avoid large numbers of gametes and embryos being stored long term without a resolution.  We think that a total storage period of up to 15 years (the standard storage period, plus one extension of up to five years) will be sufficient for most couples and individuals to make decisions about the use of stored gametes and embryos.  However, the HART Act enables ECART to approve extending storage more than once, so the door is open for a further application if warranted.

Gametes and non-viable embryos donated for research

We propose a maximum of 10 years extended storage for gametes and non-viable embryos donated for research.  This will provide certainty in regard to longitudinal research.

Question 5
Do you agree with the proposed maximum periods for extending the storage of gametes and embryos:

· no later than the 35th birthday in the case of people up to the age of 25 years who have medical treatment which will significantly impair their fertility

· up to five years in other cases of fertility preservation following medical treatment,
· up to five years for ongoing fertility treatment

· up to 10 years in cases where gametes and non-viable embryos have been donated for research?

Issues of particular interest to Māori

Background

Principle (f) of the HART Act, which is included in the proposed guidelines on extending the storage of gametes and embryos, states that the needs, values and beliefs of Māori should be considered and treated with respect.  The Fertility Services Standard includes provisions relating to services for tāngata whenua.  Those provisions include requiring clinics to ensure Māori are able to have whānau, hapū and iwi involvement.  Clinics must also be guided by principle (f).

The HART Act requires that ACART’s membership include one or more Māori members with expertise in Māori customary values and practice and the ability to articulate issues from a Māori perspective.  One of ACART’s current nine members has been appointed to fill that role.  ECART’s terms of reference state that any Māori members should have a recognised awareness of te reo Māori and an understanding of tikanga Māori.  Three of ECART’s current 10 members identify as Māori.

The culturally appropriate disposal of gametes and embryos can be accommodated.  Clients can choose to take gametes and embryos home to dispose of them according to their own cultural beliefs, customs and rituals.

Donor offspring have a statutory right to access information about their whakapapa.  Clinics must notify the Registrar-General of Births, Deaths and Marriages when a child is born using assisted reproductive technologies that involve a donor.  Clinics and Birth, Deaths and Marriages hold full identifying information about donors.  Donor-conceived people born from gametes donated since 22 November 2004 have right of access to the information when they are 18 years of age, or younger in some circumstances.  Children born from surrogacy arrangements will usually have been adopted by their parents.  The Adult Adoption Information Act 1985 gives this group, at the age of 20, the right to identifying information about the surrogate.

Proposed guidelines on extending the storage period of gametes and embryos
We are interested in your views about any matters that individuals and whānau may wish to take into account when considering an application for extending storage.  Your feedback will be a useful resource for ACART, ECART, clinics and patients.

Te Ara Tika: Guidelines on Māori Research Ethics: A framework for researchers and ethics committee members (2010)
 frames ethical discussions around four key questions, which can be used to consider the issue of extending storage.

1
Me pēhea e tika ai tēnei kaupapa?  How do we ensure the right outcome is achieved?

The purpose of this discussion document is to prompt discussion about whether the guidelines on extending the storage of gametes and embryos are tika (appropriate).  This will involve a balancing of potential benefits and risks for all participants, gametes/embryos, potential parents and the whānau.

2
Kei āwai te mana mo tēnei kaupapa?  Who has control in this issue?

Who should be part of making decisions about an application to ECART for extending storage?

3
He aha te whakapapa o tēnei kaupapa?  What is the genesis of this issue?

Some whānau may wish to hold their gametes or embryos for longer than 10 years, and therefore ECART approval will be needed.  A potential implication of extending storage is the effect on whakapapa and whānau relationships in terms of the age difference between prospective siblings, when gametes and embryos are used in fertility treatment.
4
Mā wai e manaaki tēnei kaupapa?  Who is responsible for the participants’ interests?

What mechanisms should be put in place to manaaki (protect) the process by which whānau discuss and mediate the issues associated with extending storage?  Are there specific cultural issues or implications they should be prompted to consider?
We are open to hearing about any Māori issues and perspectives that should inform these extended storage guidelines.  We will include your views in our summary of submissions.

Question 6
(a)
Who should be part of making decisions about an application to ECART to extend the storage of gametes and embryos?

(b)
What mechanisms should be put in place to manaaki (protect) the process by which whānau discuss and mediate the issues associated with extended storage?

(c)
Are there specific cultural issues or implications whānau should be prompted to consider?

(d)
Are there other Māori issues and perspectives that should inform the guidelines?

Frequently asked questions
The 10-year storage period for my gametes will end in 2014.  I want to store them for a longer period.  How soon can I apply to extend the storage period?

Once the finalised guidelines are issued, an application can be made at any time before the lawful storage period ends.  We suggest you talk to your clinic about the time it will need to prepare the application.  It would be prudent for an application to come to ECART at least three to six months before the end of the storage period, in case ECART asks for further information and does not make a decision at its first meeting following receipt of the application.  Note that ECART may not approve extending storage for gametes and embryos once the 10-year storage period, or any approved extended storage period, has expired.

How often does ECART meet to consider applications?

In 2011 ECART will meet five times.  ECART’s website (www.ecart.health.govt.nz) has information about meeting dates and close-off dates for applications, and will include the application form after the guidelines are issued.

How many times can I make an application for extending storage?

The HART Act allows multiple applications and approvals.  Applications may be made only while gametes and embryos are lawfully in storage, either before the end of the 10‑year storage period set down in the HART Act, or before the end of any approved extension to the storage period.

What happens if clinics cannot contact clients before the 10-year period is up, where clinics have stored gametes and embryos on their clients’ behalf?

The proposed guidelines require applications to include all relevant consents.  Clinics therefore could not apply to extend storage without full consents.  The HART Act states that it is an offence, punishable by a fine not exceeding $20,000, to store gametes and embryos for more than 10 years, or for longer than an extended storage period approved by ECART.  The HART Act provides for a six-month grace period upon expiry of the 10‑year period or an approved extended storage period.  The grace period is intended to reduce the burden on clinics for managing disposal.  Gametes and embryos cannot be used during the grace period.

What happens if one person in a relationship wants to extend the storage of jointly created embryos but the other person does not?

The proposed guidelines require the consent of both people whose gametes have been used to create embryos.

What happens if ECART has approved extending the storage of embryos created from the gametes of my partner and me, and one of us subsequently decides we no longer want the embryos stored?

If one partner withdraws consent to extending storage, the embryos cannot continue to be stored.

What happens if intending parents want to extend the storage of donated gametes in order to have a full genetic sibling to an existing child in the future, but the donor does not wish to extend the storage?

The proposed guidelines require the consent of gamete donors to extending storage.

What happens if I want to extend storage of embryos created from my gametes and a donor’s gametes, but the clinic cannot trace the donor to obtain the donor’s consent?

The proposed guidelines require that consent to extending storage be given by both people, including any donors, whose gametes have been used to create embryos.

How are minors’ gametes obtained for storage?

Sperm cannot be saved from boys who have not reached puberty, because sperm has not yet developed.  Where boys have reached puberty, their sperm is usually stored as semen.  Occasionally a testicular biopsy is performed in cases where this is needed, but only if the size of the boy’s testes indicates that the development of mature sperm has begun.

In contrast, girls are born with all the eggs they will ever have in a lifetime, so their gametes can be stored before puberty.  For girls and young women, whether or not they have reached puberty, ovarian tissue is obtained by surgery and stored.  For older young women, around 18 to 20 years of age, hormone stimulation may be used to obtain eggs, as in normal in vitro fertilisation.
If a clinic cannot contact individuals who have provided gametes (for their own use or for donation), can the clinic donate the gametes or embryos created from the gametes before the end of 10 years?

A clinic may use donated gametes only if the donor consented and the use of the donated gametes is consistent with the terms of the donor’s consent.  Embryos made available for donation may not be used without the involvement and consent of the donors, who are the people for whom the embryos were originally created as part of their own fertility treatment.  Embryo donation is covered by ACART guidelines and requires the active participation of the donors in the process for making an application to ECART.

What happens to gametes and embryos that are taken out of storage for disposal?

When gametes and embryos are taken out of storage for disposal, clients can choose to take them home and dispose of them themselves, or have the clinic dispose of them.  Both options involve gametes and embryos being removed from storage and thawed.

Taking gametes or embryos home enables clients and their families/whānau to farewell them in a way that is consistent with their personal or cultural beliefs and rituals.  The gametes or embryos, which are not visible to the naked eye, will be in a test tube.  This can be placed in a container provided by the client or in a small kete (kit).

When will ACART issue finalised guidelines?

We are unable to give a date for issuing the guidelines.  After the public consultation period ends, ACART will consider submissions and make any necessary changes to the proposed guidelines.  We must then consult with the Minister of Health.  The HART Act does not set down a time period for the Minister’s response.

If ECART approves extending the storage of my gametes or embryos, must a clinic continue to store the gametes or embryos?

No.  ECART approval of extending the storage period does not impose a duty on a clinic to continue to store gametes or embryos.  The business arrangement between clinic and patient is a separate matter and not part of either ACART guidelines or ECART’s decision.

Do I have to pay for ECART to consider my application?

ECART does not charge to consider applications.  Clinics may charge for services they provide as part of making an application to ECART.

Once the guidelines are issued, will they be reviewed at any stage?

We would like to review the guidelines no later than three years after they are issued to see how well they are working.  Any review will depend on agreement by the Minister of Health, who agrees to the projects in ACART’s annual work programme.  If a review of the guidelines resulted in ACART proposing significant changes, we would need to undertake further public consultation, as required by the HART Act.

How do other countries address extending the storage of gametes and embryos beyond the statutory storage period?
Jurisdictions vary in the approach they take to the storage, and extending the storage, of gametes and embryos.  Two contrasting examples may be of interest: the United Kingdom and Victoria, Australia.  The United Kingdom provides for decisions about extending storage to be made by clinics, subject to criteria that have a strong medical focus.  You can find information about the process and criteria on the website of the Human Fertilisation and Embryology Authority:

http://www.hfea.gov.uk/505.html?fldSearchFor=extending%20storage#guidanceSection4769
Victoria, Australia, by contrast, requires that applications for extending storage be decided by an independent body, the Patient Review Panel.  You can find information on the websites of the Victorian Assisted Reproductive Treatment Authority and the Patient Review Panel at:

http://www.varta.org.au/storage-of-your-gametes-embryos/w1/i1003327/
http://www.health.vic.gov.au/prp/application.htm
Glossary
Donor means a person from whose cells a donated embryo is formed or from whose body a donated cell is derived.
Embryo means a zygote and a cell or group of cells that has the capacity to develop into an individual, but does not include stem cells derived from an embryo.
Established procedure means a procedure, treatment or application designated as an established procedure in the Human Assisted Reproductive Technology Order 2005, and which does not require ECART approval.

Gamete means:

(a)
an egg or a sperm, whether mature or not; or

(b)
any other cell (whether naturally occurring or artificially formed or modified) that –

(i)
contains only one copy of all or most chromosomes; and

(ii)
is capable of being used for reproductive purposes.
Gamete provider means a person from whose body a gamete is derived.  The gamete may be for the person’s own use, or may be donated for the use of another person.

Hapū means clan or subtribe.

Intending parent means a person who hopes to become a parent following fertility treatment.

Iwi means tribe.

Non-viable embryo means ether an embryo where less than 50% of the cells have survived following thawing, or an embryo that would otherwise be discarded because it is unsuitable for freezing (because of arrested growth or a high degree of fragmentation).
Rūnanga means tribal council.

Surrogate means a woman who agrees to become pregnant for the purpose of surrendering custody of a child born as a result of the pregnancy.
Tangata whenua means indigenous people of the land.

Te reo means the Māori language.

Whakapapa means genealogy.

Whānau means extended family.

Appendix 1: Relevant provisions in the Code and the Standard
Informed consent
Code of Health and Disability Services Consumers’ Rights

Right 6 is the right to be fully informed.  This includes 6(2): ‘Before making a choice or giving consent, every consumer has the right to the information that a reasonable consumer, in that consumer’s circumstances, needs to make an informed choice or give informed consent’.

Right 7 is the right to make an informed choice and give informed consent.  This includes 7(10): ‘No body part or bodily substance removed or obtained in the course of a health care procedure may be stored, preserved, or used otherwise than with the informed consent of the consumer’.

Fertility Services Standard

The Standard states that consumers of fertility services may include any person receiving treatment, or providing gametes in relation to treatment, at a fertility service.  This includes prospective parents, those involved in surrogacy, gamete donors and any children born as a result of treatment provided at the fertility service.

The Standard also states (Donor’s rights and responsibilities, 1.11[k]), that donors have the right to withdraw or vary the terms of their consent and specific limits, subject to any relevant legislation, at any time until the gametes or embryos are used.

The Fertility Services Audit Workbook gives the following examples of ways in which clinics can demonstrate compliance with informed consent requirements:

1.7.1(g)
Acknowledgement that consumers are free to vary their consent at any time

1.7.1(h)
Acknowledgement, on both the donor and the recipient consent forms, if applicable, that the donor is free to vary consent, depending on the relevant legislation or the service provider’s policy.
Issues of particular interest to Māori

Code of Health and Disability Services Consumers’ Rights

Right 1 is the right to be treated with respect.  This includes every consumer having the right to be provided with services that take into account the needs, values and beliefs of different cultural, religious, social, and ethnic groups, including the needs, values and beliefs of Māori.
Fertility Services Standard

Tangata whenua:

1.2.1
The organisation ensures Māori are able to have whānau, hapū and iwi involvement in treatment, support, care plans and review.
1.2.2
The organisation ensures the service provides access to and/or facilitates culturally appropriate programmes, treatment and support that are respectful of the values and beliefs of Māori.
1.2.3
The organisation ensures that Māori are supported to continue their cultural/traditional practices while receiving fertility services.
1.2.4
The organisation develops necessary links with other Māori organisations such as rūnanga and/or recruits and employs people with links to whānau, hapū and iwi who have relevant Māori cultural knowledge and expertise and experience in health and disability issues.

Disposal of gametes and embryos
Fertility Services Standard
1.3.3
The organisation ensures that the consumer’s cultural or spiritual beliefs regarding the disposal of gametes and embryos are respected.
1.3.5
The organisation ensures that policies/procedures are developed and implemented so that the service provider discusses in advance waste disposal processes with the consumer.
The Fertility Services Audit Workbook includes as examples of evidence that clinics have disposal arrangements:
1.7.2(e)
A policy on the duration of gamete or embryo storage, so that when storage duration is extended, it is clear to consumers that gametes or embryos will be disposed of if conditions are not met or the maximum duration of storage is exceeded.
1.7.2(g)
A process for the disposal of gametes and embryos where a consumer can no longer be contacted.

Appendix 2: Members of ACART
Sylvia Rumball CNZM (Chair)
Professor Emeritus Sylvia Rumball was until recently Assistant to the Vice-Chancellor (Research Ethics) at Massey University.  She has a PhD in chemistry and for many years taught chemistry and undertook research in structural biology at Massey University.

She has extensive international, national and local experience on ethics committees and ethics-related bodies through past membership of the UNESCO International Bioethics Committee, the New Zealand National Commission for UNESCO, the Health Research Council Ethics Committee, the Massey University Human Ethics Committee and the MASH Trust Ethics Committee; through current membership of the Ethics Advisory Panel of the Environmental Risk Management Authority; as past chairperson of the National Ethics Committee on Assisted Human Reproduction (NECAHR); and as past chairperson of the Massey University Human Ethics Chairs Committee.

Professor Rumball is a member of the International Council for Science (ICSU) Committee on Freedom and Responsibility in Science, a former member of the Massey University Council, an auditor for the New Zealand Universities Academic Audit Unit and a former member of the board of the National Centre for Advanced Bioprotection Technologies.

In 1998 she was made an Officer of the New Zealand Order of Merit for services to science, and in 2008 she was promoted to Companion.  She is also the recipient of a Palmerston North City Council Civic Award, a Distinguished Alumni Award from the University of Canterbury and a New Zealand Science and Technology medal.  She retired from Massey University in 2009 after more than 40 years of service.
Richard Randerson CNZM (Deputy Chair)
Bishop Richard Randerson was born in Takapuna, and studied at Otago University in arts and theology.  He later undertook postgraduate studies in New York City and San Francisco in ethics and socioeconomics.

Ordained as an Anglican priest in Auckland in 1965, and bishop in 1994, Richard Randerson has served in a variety of ministries in New Zealand, the United States, the United Kingdom and Australia.  His roles have included industrial chaplaincy, inner city ministry, social justice officer, a bishop in Canberra, and Dean of Auckland’s Holy Trinity Cathedral.  He has played a prominent role in the media, speaking and writing on issues such as poverty and justice, race relations, peace and inter-faith dialogue, and social ethics.  In 2000/01 he was appointed by the New Zealand Government to the four-person Royal Commission on Genetic Modification.  In this role he engaged in extensive consultation with the New Zealand public, both at open meetings and with Māori on marae.  The interface between science, ethics and the public good was central to the Commission’s work.  He is the author of three books: Christian Ethics and the New Zealand Economy (1987), Hearts and Minds: A place for people in a market economy (1992) and A Word in Season: Reflections on spirituality, faith and ethics (2008).
Bishop Randerson was appointed a Companion of the New Zealand Order of Merit in 2004.  Now resident in Wellington, he is married to Jackie.  They have three adult children and four grandchildren.

Cilla Ruruhira Henry QSM

Cilla Henry grew up under the mantle of the Kīngitanga movement, deeply entrenched in Waikato kawa (protocol) and tikanga (teachings).  Her hapū connections are Ngāti Wairere and Ngāti Hako Hauraki.

Cilla is a Te Kauhanganui tribal representative, Hukanui Marae; a Māori Specialist Consultant in the bicultural therapy model (BTM) for the Department of Corrections Psychological Services, Hamilton, working with Māori inmates at Waikeria Prison; a trustee of Raukura Waikato Social Services; and a Consumer Representative for the Ministry of Consumer Affairs.

She is also a member of the National Council of Women and the Māori Women’s Welfare League, and a representative on the Care and Protection Panel for Children and their Families (Child, Youth and Family).  Cilla is passionate about the care, protection and wellbeing of children.  She was appointed a justice of the peace (JP) in 1996 and received the Queen’s Service Medal for public service in 2003.

Gareth Jones CNZM
Professor Gareth Jones is Director of the Bioethics Centre at the University of Otago, where he was Deputy Vice-Chancellor (Academic and International) until the end of 2009.  He is also Professor of Anatomy and Structural Biology.  He qualified in medicine and neuroscience (BSc Hons, MBBS) at University College London, and has DSc and MD degrees from the University of Western Australia and the University of Otago, in science and bioethics respectively.  He was made a Companion of the New Zealand Order of Merit in 2004 for his contributions to science and education.

He has published extensively in neuroscience, anatomy education and bioethics.  His recent publications include: Speaking for the Dead: The human body in biology and medicine (co-author, 2nd edition, 2009); Medical Ethics (co-author, 4th edition, 2005); Designers of the Future (2005); Bioethics (2007); A Tangled Web: Medicine and theology in dialogue (co-editor, 2009); and A Glass Darkly: Medicine and theology in further dialogue (co-editor, 2010).
Andrew Shelling

Associate Professor Andrew Shelling is head of the Medical Genetics Research Group, which is primarily interested in understanding the molecular changes that occur during the development of genetic disorders, focusing on infertility and reproductive cancers.

Professor Shelling has a special interest in understanding the cause of premature menopause, and his research is internationally recognised for identifying genetic causes of this common cause of infertility.  He initiated the development of a support group for women with premature menopause in New Zealand.  Professor Shelling is currently deputy head of the Department of Obstetrics and Gynaecology, University of Auckland, and is extensively involved in teaching reproduction, genetics and cancer at the university.  He has recently served as president of the New Zealand branch of the Human Genetics Society of Australasia.  He is currently an associate editor of the journal Human Reproduction, which is one of the leading journals in the area of reproductive research.  He is a trustee for the Nurture Foundation for Reproductive Research.
Nikki Horne
Nikki Horne is a member of Fertility New Zealand, the national group for consumers of fertility services.  She has served as a committee member of the Auckland Group for three years, and her specific roles have included facilitating consumer contact support groups and clinic liaison.

Over the past 10 years Nikki has worked as Event Manager for Obex Medical Ltd.  Her role has included managing all events, conferences and functions for the company across a broad range of medical specialties, including embryology.  She previously worked in various roles for Watercare Services and Team McMillan BMW.  Nikki is currently on parental leave looking after her two young daughters, who were both conceived after many years of IVF treatment.

Her interests include family, all sports (particularly squash, mountain biking and multi sport), photography, design and travel.  Nikki lives in Auckland with her husband, Chris, and their daughters.
John Angus
Dr John Angus is currently Children’s Commissioner (2009 to the present).  Prior to this he had a long career as a senior social policy advisor within the Ministry of Social Development and its predecessors (1987–2006), and then as a social policy consultant.  (2006–2008).

John began his career as a historian after obtaining a BA (Hons) (1971) and then a doctorate in history from Otago University (1977).  He went on to spend almost 10 years as a social worker in Dunedin for the Department of Social Welfare and to complete a Diploma in Social Work (Victoria University 1982).  John then moved into social policy.  John has led policy work on child support, the care and protection of children and support for vulnerable families.  He played a leading role in the development of several family support initiatives such as Family Start and SKIP.  From early 2008 to April 2009 he headed up work on the prevention of child abuse and neglect for the Taskforce for Action on Violence Within Families.
John lives in Central Otago and is married with two adult sons.
Kate McKenzie-Bridle
Kate graduated from Victoria University in 1992 with Law and Arts degrees.  She has a strong interest in law as it relates to children.  She has worked in the area of Family Law for the last 16 years, which has included time off for her three children, who are now 10, 7 and 4 years old.  Her husband Peter ably assists in parenting.

Kate currently works as an associate with Family Law Specialists Ltd in Porirua, Wellington (formerly Catriona Doyle and Rohan Cochrane Law Office).  She hopes to be appointed in the near future as a lawyer to represent children in Family Court proceedings.

Aside from family law, Kate’s career has also included an emphasis on law in community settings.  She has worked voluntarily and in a paid capacity at various times for the Whitireia Community Law Centre in Porirua and the Wellington Community Law Centre.

Kate has also gained a postgraduate diploma from Regent Theological College in Canada, and in her spare time enjoys running and creating crafty things.
Karen Buckingham
Dr Karen Buckingham is a graduate of the Auckland School of Medicine and trained as an obstetrician and gynaecologist in both New Zealand and the United Kingdom.  She has worked as a consultant obstetrician and gynaecologist for the Auckland District Health Board since 2003.  In addition, she was a senior lecturer at the University of Auckland from 2003 to 2008.  For the past 10 years she has subspecialised in the field of Reproductive Endocrinology and Infertility.  She now works part time, mostly as a fertility specialist in both the private sector (Repromed Auckland) and public sector (Fertility Plus).

Karen has held a wide range of clinical, teaching and research roles in New Zealand and overseas.  Her research interests include recurrent pregnancy loss, polycystic ovarian syndrome and antiphospholipid antibodies and infertility.

She lives in Auckland with her husband and three young children.
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Questions about the proposed guidelines
Question 1: Categories of applicants
ACART is proposing (see page 8) that applications to ECART for extending storage must be made by a clinic or a researcher.

Do you agree that clinics and researchers should be responsible for making applications to ECART for extending the storage of gametes and embryos?  Please give reasons for your views.

	


Question 2: Storage history of gametes and embryos
ACART is proposing (see page 9) that ECART must be provided with information about the storage history of gametes and embryos, including:

· the length of time that gametes have already been stored, both in New Zealand and overseas

· the length of time that embryos have already been stored, including:
· time stored in both New Zealand and overseas

· time during which gametes used to create the embryos have already been stored

· any previously approved extension to the storage period.
Do you think the proposal covers everything ECART needs to know about the storage history of gametes and embryos?  Please give reasons for your views.
	


Question 3: Reasons ECART may approve extending the storage of gametes and embryos
ACART is proposing (see page 10) that ECART must determine that extending the storage period is for one of the following reasons:

· fertility preservation where individuals have stored gametes prior to medical treatment that may affect their fertility
· ongoing fertility treatment with procedures that are neither prohibited nor precluded at the time of the application to ECART for extending the storage period
· ongoing or future research using gametes or non-viable embryos.
Do you agree with the proposed reasons for when ECART may approve extending the storage of gametes and embryos beyond 10 years, or beyond an approved extended storage period?  Please give reasons for your views.

	


Question 4: Informed consent requirements
ACART is proposing (see page 12) that all parties should give informed consent to extending the storage of gametes and embryos.  ECART therefore needs to determine that:
· parents or guardians gave consent on behalf of children younger than 16 years

· individuals who have stored gametes for their own use gave consent

· individuals who have donated gametes gave consent

· for embryos, both of the individuals who provided the gametes used to create the embryos, including any gamete donors, gave consent
· individuals who have donated gametes and embryos gave consent:

· when giving the original consent to store and use the donated gametes or embryos, or
· when an application for extending storage was made

· where an individual has died after storage of his or her gametes or of embryos created from the gametes, there is written evidence that the individual gave informed consent to both extending the storage period and the specific subsequent use of the gametes or an embryo created from the gametes.

Do you agree that:

· parents or guardians must give consent to extending storage on behalf of children younger than 16 years?

· individuals who have stored gametes for their own use must give consent to extending storage?
· individuals who have donated gametes must give consent to extending storage?
· both of the individuals who provided gametes used to create embryos, including any gamete donors, must give consent?
· gamete and embryo donors must consent to extending storage, either as part of their original consent to donate or later when an application for extending storage is made?
· where an individual has died after storage of his or her gametes, or of embryos created from his or her gametes, there must be written evidence that the individual gave informed consent to both extending storage and the specific future use?

Please give reasons for your views.
	


Question 5: Length of extended storage period
ACART is proposing (see page 16) that when approving an application to extend the storage of gametes or embryos beyond 10 years, or beyond an approved extended storage period, ECART must set an extended storage period that is:

· no later than the 35th birthday of an individual younger than 25 years with stored gametes where a clinician declares that medical treatment is likely to cause or have caused a significant impairment to the fertility of the individual
· a maximum of five years for gametes stored on behalf of individuals 25 years and older where a clinician declares that medical treatment is likely to cause or have caused a significant impairment to the fertility of the individual

· a maximum of five years for gametes and embryos to be used in ongoing fertility treatment

· a maximum of 10 years for gametes and non-viable embryos donated for research.

Do you agree with the proposed maximum periods for extending the storage of gametes and embryos of:
· no later than the 35th birthday in the case of people up to the age of 25 years who have medical treatment which will significantly impair their fertility?
· up to five years in other cases of fertility preservation following medical treatment?
· up to five years for ongoing fertility treatment?
· up to 10 years in cases where gametes and non-viable embryos have been donated for research?

Please give reasons for your views.

	


Question 6: Issues of particular interest to Māori
(a)
Who should be part of making decisions about an application to ECART to extend the storage of gametes and embryos?

(b)
What mechanisms should be put in place to manaaki (protect) the process by which whānau discuss and mediate the issues associated with extended storage?

(c)
Are there specific cultural issues or implications whānau should be prompted to consider?

(d)
Are there other Māori issues and perspectives that should inform the guidelines?

Please give reasons for your views.

	


Question 7: Any other comments
Do you have any other comments or suggestions about either the proposed guidelines or the associated discussion?
	









































�	The information in the Preamble (drawn from the Introduction to this document) will be published in the guidelines.


�	The Fertility Services Standard requires that clinics have a policy that limits the number of children from one donor.  The Fertility Services Audit Workbook states that clinics must have a documented policy that limits donations from one donor to a maximum of 10 families.  The Workbook also states that clinics must ensure that donors know they can place a limit less than the maximum limit, and clinics must adhere to any limit set by a donor.


�	Available at � HYPERLINK "http://www.hrc.govt.nz/assets/pdfs/publications/Te%20Ara%20Tika%20R21Jul10.pdf" ��http://www.hrc.govt.nz/assets/pdfs/publications/Te%20Ara%20Tika%20R21Jul10.pdf�
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