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Submission Booklet 
This discussion document asks for your feedback on proposed guidelines on the research use of established 
human embryonic stem cells.  These proposed guidelines are set out on pages 41–43. 
 
The Ministry of Health is interested in any comment you may have on any aspect of the discussion document 
and proposed guidelines but is particularly interested in whether you think the proposed guidelines adequately 
address the ethical issues identified.  The questions below follow the content of the proposed guidelines.  
There are also general questions and issues that you may want to comment on. 
 
Please return only one copy of your submission no later than 5 pm, Friday 3 March 2006 to: 

Tanith Robb 
Sector Policy 
Ministry of Health 
PO Box 5013 
Wellington 

Phone: (04) 470 0676 
Fax: (04) 496 2340 
Email: tanith_robb@moh.govt.nz 

 
Please indicate which sector(s) your submission represents 
(You may tick as many boxes as apply) 
 

Please note that throughout X indicates a tick. 
Academic/research                                                                      X 
Mäori                                                                                           X                                         
Pacific 
Education/training                                                                       X 
Non-government agency 
Health sector (personal)                                                              X 
Health sector (public)                                                                  X 
Industry 
Other (please specify)    The Interchurch Bioethics Council ........................................................................  

 
All submissions will be acknowledged by the Ministry and a summary of submissions will be sent to all those 
who request a copy.  The summary will include the names of all those who made a submission.  In the case of 
those who withhold permission to release personal details, the name of the organisation will be given if 
supplied. 
 
Do you wish to receive a copy of the summary of submissions? 

Yes           X 

No 
 
Your submission may be requested under the Official Information Act 1982.  If this happens, the Ministry of 
Health will release your submission to the person who requested it.  However, if you are an individual as 
opposed to an organisation, the Ministry will remove your personal details from the submission if you check 
the following box. 

 I do not give permission for my personal details to be released to persons under the Official 
Information Act 1982. 
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Part One 
1. Is it appropriate for guidelines to require ethics committees to review all research using established 

human embryonic stem cell lines, including basic biological research?  If not, why not and should some 
other form of oversight be put in place? 

Yes               X  No  

 

Comment: It is appropriate to recognise the mana  and the special status of embryos as potential human 
beings, in the eyes of many people, and therefore that  research with human embryonic stem cell lines be 
given oversight by ethics committees. It is important these ethics committees have appropriate terms of 
reference. 

 
2. If yes, do you agree that the health and disability ethics committees established under the New Zealand 

Public Health and Disability Act 2000 are the appropriate ethics committees to consider applications for 
such research? 

Yes   No X 

 

Comment:  ECART would be the most appropriate ethics committee to deal with embryonic stem cell 
lines research, given that concerns raised, e.g. with approval of cell lines, are related to beginning of life 
and reproductive issues. 

 

Part Two 
3. Given that the Human Assisted Reproductive Technology (HART) Act 2004 advisory committee will 

produce guidance on the use of embryos for research in New Zealand, do you agree that it is 
appropriate for guidelines on the research use of established human embryonic stem cell lines to restrict 
researchers to only using lines derived from surplus in vitro fertilisation embryos? 

Yes X  No  

 

Comment:  We are extremely uncomfortable with the creation of human embryos for the purposes of 
research. In addition, this matter has not been sufficiently discussed in the public arena. Therefore 
researchers should be restricted to using stem cell lines derived from ‘surplus’ embryos from IVF 
procedures. 
We raise the question of the use of embryos which have been rejected after PGD, as this possibility has not 
been specifically addressed.. These embryos may well be useful in research because they have particular 
defects, and could presumably be regarded as surplus to requirements for IVF. This may therefore allow 
the selection of embryos for particular cell lines, with appropriate consent procedures. 

 
4. Are the proposed provisions around consent adequate to address the consent issues raised by human 

embryonic stem cell research?  If not, why not? 
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Yes   No X 

 

Comment: Basically we agree with the consent procedures, but query the wording of point 7.  If an 
embryo were created for IVF using donor gametes, the donor would not expect to make any decisions 
about the future use of that embryo, such as how many embryos would be implanted or when the parents-
to-be have completed their family. Thus it is unlikely that the gamete  donor would be the person to give 
consent if the embryo had been created with donor gametes. This consent clause needs to take into account 
that while the relevant people to give consent would usually be the gamete providers,  in the case of 
embryos created with donor gametes the social parents may be the ones to give or withhold consent. There 
may be circumstances in which both social parents and gamete donors should be involved in decision-
making, depending on what agreement was reached when the gametes were donated. 

 
5. Are the requirements on the evidence that researchers must provide around the level of consent 

obtained reasonable?  Are there instances in which researchers may not be able to meet these 
requirements? 

Yes X  No  

 

Comment:  If the researcher cannot meet these requirements, he/she should look for an alternative source 
of  embryonic stem cells.  
 
Regarding point 7, that no payment may be received, this may mean that it is necessary to exclude the 
obtaining of embryonic stem cell lines from any commercial stem cell production centres, e.g. that being 
built at the Baxter Medical Research Institute in Melbourne. 

 

Part Three 
6. Do you agree that human embryonic stem cell research should be limited to research that ‘has the long-

term goal of helping to increase human knowledge about either serious diseases and their treatment or 
the processes of human development’?  If not, what boundaries should be placed on such research? 

Yes X  No  

 

Comment: These domains are very broad, and a vast amount of research could be undertaken. This may 
encompass research which is ethically unacceptable. Therefore the review by ethics committees is critical 
and must be done on a case-by-case basis. Spiritual and cultural issues need to be taken into account, and 
where needed advice should be sought in these areas. There  

 
7. Is the requirement for researchers to demonstrate that the research objective cannot be addressed 

through other types of research reasonable? 

Yes X With 
modification 

No  
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Comment:  This guideline recognises the special place of embryos and therefore the need of strict control 
of their use, albeit indirectly, in research. 
However, we recognise that these are guidelines, and the researcher may present to the ethics committee 
reasons why the proposed research protocol is the best way to go, while there are other alternatives which 
appear to be less satisfactory.  This guideline is also related to whether society sees research with 
embryonic stem cell lines as a technology of last resort, and this attitude may change with time. 

 
8. Does a requirement that research using human embryonic stem cell lines be peer reviewed in every 

instance by a suitable independent person or committee adequately address the need for such research 
to be soundly designed? 

Yes X  No  

 

Comment:  Ethics committees are not generally equipped to provide peer review on the research design 
of many of the proposals put before them. It is, however, the responsibility of the ethics committee to 
ensure that adequate peer review has taken place, and to ask what matters have been addressed by the 
reviewer(s) e.g. was sound research design a requirement for approval? If the ethics committee is not 
satisfied about this, it is entitled to ask for further opinion.  
It may at times be difficult, given the small size of the scientific community in New Zealand, to obtain 
review from people qualified in the area who do not have a conflict of interest or where commercial 
sensitivity is not a problem. In such situations overseas review may be required. Detailed review is often 
obtained from funding bodies for the proposal. 

 
9. Do the guidelines deal with the issue of leftover human embryonic stem cells adequately?  Is it 

appropriate for researchers to store such leftover cells, or should they be disposed of once the approved 
research project has finished? 

Yes   No X 

 

Comment:  In New Zealand, there is a special requirement to be aware of the cultural issues. The disposal 
of human stem cell lines, because of the human DNA content of the embryos used for their development, 
requires special respect. From (limited) consultation with Maori a karakia may be appropriate when cell 
lines are discarded. 
In terms of storage, the effect of long-term storage on the quality of cell lines must be taken into account. 
It could be considered that respectful disposal is preferable to the use of poor quality ageing cell lines in 
research. Is it advisable for guidelines to be included re the time for which stem cell lines are to be kept? 

 

Part Four 
10. Do you agree that once a human embryonic stem cell line has been approved for use in a research 

project in New Zealand, that cell line should be considered as an ‘approved human embryonic stem cell 
line’ by ethics committees that consider later applications to use the cell line?  If not, why not? 

Yes X  No  

 



 5 

Comment:  We agree that once a cell line has been approved for use, it can be considered ‘approved’ for 
future applications. However, subsequent applications for each individual research project with an 
approved human embryonic cell line must be considered with regard to other criteria by the ethics 
committee as  outlined in the Guidelines, Part Three, points 9, 10, 11 and 12.  

 
11. Does establishing a publicly available register of approved human embryonic stem cell lines and 

approved research projects adequately address the transparency and accountability issues involved in 
this research? 

Yes X Up to a point No  

 

Comment:  It is important that confidentiality be maintained for donors, and this appears to be the case. 
In regard to transparency and accountability, the extent to which this is successful will depend on whether 
the data is readily available. It is suggested that if the Ministry of Health maintains the register (see below) 
information could be available on a Ministry website. 

 
12. Is it appropriate for ethics committees to establish such a register?  If not, who should be responsible for 

its establishment? 

Yes X  No  

 

Comment:  As Ethics Committee approval will be required, it is appropriate for the Ethics Committee to 
be responsible for determining that a cell line be placed on the register. 
 
We suggest that a Ministry of Health department be responsible for maintaining the register. 
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13. Are the details that the proposed guidelines specify should be available from the register reasonable?  If 
not, why not? 

Yes X With 
modification 

No  

 

Comment:  We wonder whether points (iii) and (v) may create a nuisance value for the institutes 
concerned. It may be better for this information to be available from the Ministry of Health on request. 

 

General questions 
14. Do the proposed guidelines identify all relevant ethical issues that are specific to human embryonic stem 

cell research? 

Yes   No X 

 

Comment:  Inadequate reference is made to cultural and spiritual issues in New Zealand, particularly 
related to consent and to disposal of stem cell lines.  
 
The importance of cultural, ethical and spiritual values has been established in legal and regulatory matters 
e.g. New Organisms and Other Matters Bill, Part 2: Clause 36. 

 
15. If not, what extra issues should be identified? 

Comment:  1.In consent, it is important that notice is taken of cultural and spiritual attitudes, whether 
consent needs to involve a larger community, whether people from other cultures outside New Zealand 
need to have help in understanding the issues so that there is no language barrier, and so that they 
understand the right to make their own decision.  
2. The consent required for use of embryos to create cell lines could be clarified (Consent 7), see comment  
under point 4 above. 
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16. How should these issues be addressed in guidelines? 
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Further comments 
There was seen to be some lack of clarity in the intention of these Guidelines. While the title refers to using 
established embryonic stem cell lines, the Guidelines seemed to be close at times to describing  guidelines which 
might be appropriate for the creation of embryonic stem cell lines in New Zealand. 
 
The document did not take the opportunity to state what the future directions are likely to be in New Zealand. 
Inevitably this document produced discussion about the possibility, and unacceptability, of creating embryos for 
research, although this was not in the scope of this document. 
 
The references to the work of Hwang et al 2004/2005 should be withdrawn in future documents, due to the recent 
discreditation of this work.. 
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