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National Ethics Advisory Committee meeting minutes
6 May 2014
Present 
Victoria Hinson (Chair) 
Julian Crane
Nola Dangen
Adriana Gunder (QSM)
Andrew Hall
Maureen Holdaway
Fiona Imlach
Robert Logan
Wayne Miles
Neil Pickering 
Jacob Te Kurapa

Secretariat in attendance
Beverley Braybrook
Emma Doust
Stella Li

Apologies
Martin Wilkinson

Guests in attendance
Helen Colebrook, Manager Ethics Committees and Kelly Traynor, Advisor Ethics Committees, Ministry of Health (3.00 – 3.45 pm)


Welcome and introductions

1. The Chair welcomed members to the meeting.  

Monitoring of HDECs

2. Helen Colebrook and Kelly Traynor talked about the provisional results from the HDEC stakeholder survey.  They noted that the results may not be representative of all stakeholders as it was voluntary.  They also thought there could be differences in the way people who have submitted only one application answer the questions compared with those who have submitted many applications.
· 242 people responded to the survey.
· Some respondents did not agree with the result of the HDEC decision algorithm on scope of review – reasons included unclear criteria and wanting to get ethical review for publication.
· More than half of respondents that were told their study was out of scope had no alternative review process.
· Some respondents that had submitted to more than one HDEC thought that the decision-making process was not consistent between HDECs. This result was of concern to the Ministry.
· Most respondents thought that the HDEC process was transparent and decision clear.
· Most respondents felt confident in understanding and applying NEAC’s Ethical Guidelines for Observational Studies, although a third did not think there was a clear distinction between audit and related activities, and other observational research.  
· Most respondents felt confident in understanding and applying NEAC’s Ethical Guidelines for Intervention Studies. 
· Helen noted that most of the queries her team gets about scope relate to the observational studies guidelines; there are virtually none relating to the intervention studies guidelines. 
3. The Ministry was pleased with the gains made with peer review – most applications now include evidence of peer review.  
4. NEAC members noted that there were diverse views about the relative rigor of current HDEC processes compared with the previous processes.  Helen noted that a range of changes could have contributed to this result including more research being outside HDEC review and HDECs no longer assessing scientific validity. 
5. There was some discussion about the importance of publishing the results of research regardless of the outcome.  Both of NEAC’s guidelines include some discussion on this.  Helen noted that the 2013 WMA Declaration of Helsinki – Ethical Principles for Medical Research Involving Human Subjects has a clear statement on publication - “negative and inconclusive as well as positive results must be published or otherwise made publicly available”.  
6. There is no process for ensuring that a researcher’s intentions for publication are carried out.  It was suggested that this issue could be explored in NEAC’s cross-sectoral ethics arrangements project.  
7. Training for new HDEC members is likely to be held in July.  Training for all HDEC members will take place once all other appointments have been made.  

Government response to Health Committee inquiry into clinical trials

8. NEAC members discussed the update on actions that were part of the Government response to the June 2011 report of the Health Committee on its inquiry into improving New Zealand’s environment to support innovation through clinical trials.  
9. One member commented that it was important to consider the wider context for research including the value it may contribute to health outcomes.  Another member noted that the Government expected that the HDEC changes would improve the clinical trials environment without extra investment but in reality non-government organisations had to put in extra time and money to fill the gaps created by the changes.  
10. NEAC members asked for further information on:
· Recommendation 2 – what proposals have been funded through the following National Science Challenges:
· ageing well
· a better start
· healthier lives
· resilience to nature’s challenges. 
· Recommendation 14 – how clearly defined are the expectations of DHBs?
Action
· Secretariat to provide further information on actions relating to Rec 2 and Rec 14 as indicated above.  
Next NEAC meeting 
11. The next NEAC meeting will be held on 3 June 2014.

Minutes confirmed as a true and accurate record.
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