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National Ethics Advisory Committee meeting minutes

2 February 2016
Present 

Victoria Hinson (Chair)

Julian Crane

Adriana Gunder (QSM)

Maureen Holdaway 

Fiona Imlach 

Neil Pickering

Wayne Miles

Kahu McClintock

Liz Richards

Hope Tupara (until 1.30pm)

Dana Wensley (via teleconference) 

Martin Wilkinson

Secretariat in attendance

Beverley Braybrook

Gillian Parry

Stella Li

Welcome 
1. The Chair welcomed members to the meeting.
Member declaration of interests 
2. No interests were declared by members.

Guidelines review
3. Members discussed and provided feedback on two chapters of the draft new ethical guidelines for researchers: Chapter 1 – Ethical Concepts and Chapter 2 – Research Design.
4. The Committee was happy with the progress on the new guidelines.  Members reiterated that the purpose of the guidelines is to assist researchers to conduct research ethically.  Members agreed to provide feedback with this purpose in mind.
5. The members noted that the chapters are concise and agreed this will make for practical and user-friendly guidelines.  The members also agreed that combining the intervention and observational study guidelines works well.
6. The Committee agreed that the primary format for the guidelines will be web-based.  Members noted that the accessibility, practicality and user-friendliness of this format should be part of NEAC’s public consultation on the guidelines. It will also be important to ensure good engagement of Māori researchers and there may be an opportunity to invite feedback at upcoming events such as the HRC’s Hui Whakapiripiri in July 2016.
7. Members proceeded to have detailed discussions about sections of the draft guidelines:
8. Ethical standards
· Members discussed the key objectives of the standards.  Members noted that the ethical standards in the guidelines have been drawn from other sources eg, the Helsinki Declaration.  Members agreed that it should be clear to readers that the ethical standards in the NEAC guidelines are not standalone, but are based on international guidance.
9. Scope of the standards
· Members agreed there must be a clear statement about who is responsible for meeting the standards.  
· A member raised the gap in education and training of researchers on ethical standards.  This is problematic when the researcher is primarily responsible for meeting the standards. Members agreed this issue should be considered in NEAC’s cross-sectoral ethics arrangements work.
· Members also agreed that the relationship between NEAC’s guidelines and the HDEC Standard Operating Procedures should be made clear.
10. Definitions 
· Overall the Committee agreed with the definitions of selected terms.  The Committee noted the need to expand the definitions of “health and disability research”, and “ethics committee”.  
· The Committee also discussed the use of the term “must” (as the minimal or bottom-line standard) and “should” (as an aspirational target) in the guidelines.  Members agreed that with the use of “must” there may be situations where countervailing ethical considerations may mean that the standard is not followed. It would be up to the researcher to justify any such exception. 
11. Ethical concepts

· The Committee agreed that this section should include a discussion of the relationship of the ethical concepts to the standards. It will also be important to have links back to the principles throughout the guidelines. 
12. Research protocol
· The Committee discussed the purpose of a research protocol.  The members agreed it is important for researchers to document their thinking and processes eg, the purpose of the research project, the research question, potential benefits, what data will be collected, how the data will be collected, etc.  This information helps demonstrate the research will be ethically and scientifically sound.
13. Recruitment of participants
· Members agreed that all groups have the right not to be discriminated against in research.  The Committee agreed that the guidelines should include an expectation that researchers will take all practical steps to make their research design inclusive.

· Members discussed the sub-section ‘Research involving children’.  Members considered that a specific section on children may not be necessary, as many of the considerations relating to the design of the research or risk factors would apply to other vulnerable population groups.  Particular guidance that relates to other sections of the guidelines (eg, informed consent) should be moved to those sections of the guidelines. Members agreed that any discussion about risks and benefits needs to include the equipoise standard. 

· One member noted that some research with Māori children is undertaken within the context of whānau and this needs to be recognised in the guidelines. 

· The Committee will have the opportunity to review a re-working of these issues. 
14. Scientific validity
· The Committee noted that scientific validity and merit are not the same thing and it is important that both are discussed. They also noted that peer review is but one way of assessing scientific validity.  A further question was raised about what scientific validity means for Māori communities. 
March teleconference
15. The Committee noted that the Secretariat will incorporate members’ feedback on chapters 1 and 2. Members were asked to provide any further feedback, particularly on Chapter 3 – Research Conduct and Chapter 4 – Communicating Research Results. The Subcommittee will discuss the next draft and suggested amendments at its March teleconference.
Action
· Members to provide the Secretariat with any further comments on the draft guidelines including chapters 3 and 4. The Subcommittee will discuss these comments at its March teleconference.

Annual Report 2015
16. Members provided preliminary high-level feedback on NEAC’s draft 2015 annual report to the Minister of Health.  Members agreed to provide the Secretariat with any further comments.
Action
· Members to provide the Secretariat with any further comments on the draft 2015 annual report.
Correspondence
17. Members noted the correspondence sent by the Secretariat on behalf of the Committee and the correspondence received by NEAC. 
18. Members discussed the draft observations and recommendations on New Zealand’s human subjects research ethics system from Joan Pettit, a visiting Fulbright Specialist who met with NEAC members in November 2015. 
Action
· Secretariat to contact Joan Pettit to ask for a copy of her final report for NEAC to discuss at a future meeting.
Chair’s report 
19. The Committee noted the update from the Chair on her meeting with Teresa Wall, Acting Deputy Director-General, Policy; feedback on NEAC’s draft dementia guidance; an Official Information Act request; and the appointments process for NEAC positions that expired between the beginning of October and the end of December 2015. 

20. The Committee noted the December 2015 briefing to the Minister on NEAC’s work to increase clarity of the research ethics landscape and the request from the Minister’s office that DHB Clinical Ethics Advisory Groups (CEAGs) be included in this work. Members agreed that CEAGs should be included in this work, as part of recognising the continuum of activity from research to clinical practice and that ethical research is supported by good clinical ethics.   

Secretariat report

21. Members noted the update on Secretariat activities including attendance at a Health Research Strategy workshop with government agencies and a meeting with Professor John Potter (Chief Science Advisor, Ministry of Health). Members noted the update received from the Data Futures Partnership.

In Committee

22. NEAC held an in committee session.
Minutes of 1 December 2015 meeting

23. The minutes for NEAC’s 1 December 2015 meeting were confirmed as a true and accurate record of the discussion and approved for publication on NEAC’s website.
Next NEAC meeting 

24. The next NEAC meeting will be held on 5 April 2016.

Minutes confirmed as a true and accurate record.
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