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	Committee:
	Central Health and Disability Ethics Committee

	Meeting date:
	24 July 2012

	Meeting venue:
	Terrace Conference Centre


	
	Item of business

	
	Welcome

	
	New applications


	  
	i 12/CEN/1 

	   
	ii 12/CEN/2 

	   
	iii 12/CEN/3 

	   
	iv 12/CEN/5 

	   
	v 12/CEN/7 


	
	General business:

Noting section of agenda


	
	Meeting ends


	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

	Mrs  Helen Walker 
	Lay (consumer/community perspectives) 
	01/07/2012 
	01/07/2015 
	Present 

	Dr Angela Ballantyne 
	Lay (ethical/moral reasoning) 
	01/07/2012 
	01/07/2015 
	Present 

	Mr Paul Barnett 
	Lay (the law) 
	01/07/2012 
	01/07/2014 
	Present 

	Mrs Gael Donoghue 
	Non-lay (health/disability service provision) 
	01/07/2012 
	01/07/2014 
	Present 

	Mrs Sandy Gill 
	Lay (consumer/community perspectives) 
	01/07/2012 
	01/07/2014 
	Present 

	Dr Patries Herst 
	Non-lay (intervention studies) 
	01/07/2012 
	01/07/2015 
	Present 

	Dr Dean Quinn 
	Non-lay (intervention studies) 
	01/07/2012 
	01/07/2015 
	Present 

	Dr Lynne Russell 
	Non-lay (observational studies) 
	01/07/2012 
	01/07/2014 
	Present 


Welcome

The Chair opened the meeting at 12.05pm and welcomed Committee members.

The Chair noted that the meeting was quorate. 

The Committee noted and agreed the agenda for the meeting.

New applications 
	 1  
	Ethics ref:  
	12/CEN/1 

	 
	Title: 
	Walking routes programme for people with rheumatoid arthritis 

	 
	Principal Investigator: 
	Ms Susan Baxter 

	 
	Sponsor: 
	n/a

	 
	Clock Start Date: 
	12 July 2012 


No members of the research team were present for discussion of this application.
Potential conflicts of interest

The Chair asked members to declare any potential conflicts of interest related to this application.

No potential conflicts of interest related to this application were declared by any member.

Summary of ethical issues
The main ethical issues considered by the Committee were as follows. 

· The researcher had worked to minimise risk in a number of ways, and GPs would be informed of involvement.

· The Committee was not satisfied that the need to respond to Māori issues had been well understood, or that the researcher’s university had followed an appropriate process in addressing these issues.  

· No consent form had been included in the application.

· The name of the HDEC and study start date were incorrect in the application.

· The likely risks at question b.9 could have been more fully elaborated.

· The Committee discussed the need to ensure that consent was adequately informed, and in particular that written information was understood by potential participants in the study.

· The information sheet needed to be clearer that participants would be expected to exercise three or more times per week.

Decision 

This application was provisionally approved by consensus, subject to the following information being received. 

· Please provide a fuller explanation of the issues that may arise for Māori in this study, and how these have been addressed.  (Ethical Guidelines for Observational Studies para 4.3, 6.28-)

· Please elaborate further on the potential risks of the study.  (Ethical Guidelines for Intervention Studies para 3.7-, 4.11-)

· Please provide a consent form for the study, and ensure that the information sheet clarifies that participants will be expected to exercise three or more times per week during six weeks of the study period.  (Ethical Guidelines for Intervention Studies para 6.6-)

This following information will be reviewed, and a final decision made on the application, by the Chair and Dr Russell.
	 2  
	Ethics ref:  
	12/CEN/2 

	 
	Title: 
	An open-label study on Ceftolozane/Tazobactam 

	 
	Principal Investigator: 
	Dr Shay McGuinness 

	 
	Sponsor: 
	Cubist Pharmaceuticals

	 
	Clock Start Date: 
	12 July 2012 


Dr Shay McGuinness and Rachael Parke were present by teleconference for discussion of this application.
Potential conflicts of interest

The Chair asked members to declare any potential conflicts of interest related to this application.

No potential conflicts of interest related to this application were declared by any member.

Summary of ethical issues
The main ethical issues considered by the Committee were as follows. 

· The Committee queried whether SCOTT approval had been obtained.  The researchers confirmed that this process was underway.

· The researchers confirmed that insurance would be in place throughout the duration of the study.

· A mixture of tenses had been used in the participant information sheet for this study, which the Committee found confusing.  The researchers explained that this was intended to reflect the fact that some participants would only give consent after the study had commenced.  The Committee asked that the participant information sheet be amended along the lines of the information for families, which was clearer and easier to understand.

· The Committee asked for clarification as to whether consent would be recorded in writing.

· The Committee asked for clarification about the Māori consultation process for this study.  The researchers confirmed that there had been little opportunity for such consultation in the development of this study, which had been developed overseas.

· As the intervention had to be started within a short window of time, there would necessarily be less time available for the family consent process.  Because of this, researchers would look for an absence of immediate objection to enrolment in the first instance, then go back to families a day or two afterwards to review this decision with them, and ensure that continued participation was appropriate.

· The researchers confirmed that restrictions on study publication were minor, and that researchers would be able to publish results of the study at the site.

· The Committee queried the lack of blinding in the study.  The researcher underlined that this would not be feasible given the relatively small sample size, and the early-phase nature of the study.

· The researcher confirmed that the sponsor and participants would not pay for on-going standard care, and that it was not anticipated that participants would continue to require access to the study intervention after the study had ended.

· The Committee flagged the use of “whānau” in the information sheets, and asked that individual members be referred to “whānaunga”, or “whānau member”.

· The nature of the remuneration for organisations involved in the study was discussed, and the researchers confirmed that this remuneration was to cover the costs of doing the study at the site, rather than going to the investigators.

· The researchers confirmed that the ADHB review committee and SCOTT were peer-reviewing the study. 
Decision 

This application was provisionally approved by consensus, subject to the following information being received. 

· Please amend the information sheet for participants along the lines of the information sheet for families, which is easier to read and understand. (Ethical Guidelines for Intervention Studies para 6.22-)

· Please provide evidence of favourable peer review from the ADHB research review committee. (Ethical Guidelines for Intervention Studies para 5.44-)

This following information will be reviewed, and a final decision made on the application, by the Chair, Dr Herst and Mrs Donoghue.

	 3  
	Ethics ref:  
	12/CEN/3 

	 
	Title: 
	A rapid non drug treatment for depression 

	 
	Principal Investigator: 
	Professor Bruce Arroll 

	 
	Sponsor: 
	n/a

	 
	Clock Start Date: 
	12 July 2012 


Professor Arroll was present by teleconference for discussion of this application.
Potential conflicts of interest

The Chair asked members to declare any potential conflicts of interest related to this application.

No potential conflicts of interest related to this application were declared by any member.

Summary of ethical issues
The main ethical issues considered by the Committee were as follows. 

· The Committee asked about the interaction between the research team and providers of healthcare to participants, and, in view of the researchers’ intent to encourage subjects to change their medication during the study, highlighted the need to ensure that participants had agreed that their GP or specialist would be informed of their involvement in the study.

· The Committee asked for further detail of the peer review process for the study.  Prof Arroll confirmed that peer review had been carried out within the study team, which had a considerable amount of experience in conducting studies of this nature, that the study had been reviewed by Prof Martin Dawes of the University of British Columbia, and that the university and HRC funding processes would also involve peer review of the study design.

· The researcher confirmed that sleep hygiene and exercise would be carried out in the control group.  The Committee noted that if this was an experimental intervention, then an amendment would need to be made to the study protocol.

· The application did not clearly indicate whether there would be any form of deception or concealment of the participants. The Committee noted that if it is intended to withhold information from potential participants this would need to be justified and explained in terms of study design.
· The Committee noted that interpreters will not be provided, as non-English speakers will be excluded from participating

· The researcher explained the Māori consultation process that had been undertaken for this study, that Dr Taylor had been positive about the potential benefits of the study, and that Dr Dale Bramley had also been consulted.  There was a disparity in diagnosis of depressive disorders between Māori and non-Māori, and the intervention had the potential to be more easily accessed than others.  The issue of whakamā in depression for Māori was also discussed.

· The researcher confirmed that information on access to ACC would be included in the information to be provided to participants.

· The Committee discussed the expectations of participants in the study, and the direction they would be given as part of this.  The researcher explained the intervention in more detail, confirmed that participants would be asked to conduct the study intervention themselves when they felt down.  This had a dramatic effect on depressed patients.

· The risk of participants having manic or suicidal episodes was discussed, and Prof Arroll  confirmed that he would be available 24 hours a day throughout the study period, and would refer participants to psychiatric services where required.

· The name of the HDEC was incorrect in the information sheet.
Decision 

This application was provisionally approved by consensus, subject to the following information being received. 

· Please provide an updated study protocol and a CV for the Co-ordinating Investigator. (Ethical Guidelines for Intervention Studies para 5.4-, 4.15-, 5.34-)

· Please provide evidence of favourable peer review from Prof Dawes.  (Ethical Guidelines for Intervention Studies para 5.4-)

· Please review the information sheet to address the Committee’s concerns above.  (Ethical Guidelines for Intervention Studies para 6.22-)

· Please confirm the primary contact person for this study.  
This following information will be reviewed, and a final decision made on the application, by the Chair, Dr Quinn and Mrs Gill.

	 4  
	Ethics ref:  
	12/CEN/5 

	 
	Title: 
	COG AALL1131: High Risk Acute Lymphoblastic Leukaemia 

	 
	Principal Investigator: 
	Dr Lochie Teague 

	 
	Sponsor: 
	Children’s Oncology Group

	 
	Clock Start Date: 
	12 July 2012 


Dr Michael Sullivan and Dr Sarah Hunter were present by teleconference for discussion of this application.
Potential conflicts of interest

The Chair asked members to declare any potential conflicts of interest related to this application.

No potential conflicts of interest related to this application were declared by any member.

Summary of ethical issues
The main ethical issues considered by the Committee were as follows. 

· The Committee acknowledged the complexity of the process that had been followed for this application, and thanked the researchers for their patience.

· The Committee discussed the advisability of separating consent for the genetic research from consent to participate in the trial.  The researchers explained their usual practice, which had been followed in this case, and introduced the Children’s Oncology Group research programme in New Zealand and internationally.  Children became eligible for participation only following consent from parents for biological samples to be taken.  This was a pragmatic requirement, to ensure compliance by clinicians in recruitment for these studies, and genetic studies were also used to inform treatment in many cases. For consistency and quality only two laboratories worldwide analysed biological samples in COG studies.

· The Committee noted the quality of the researchers’ understanding of issues that may arise for Māori in this study.

· The researchers confirmed that SCOTT approval would not be required for this trial, as the study compound was already approved for sale in New Zealand.

· The researchers noted that participants would be able to access ACC in the event of injury, subject to the Committee’s agreement.

· The Committee asked for clarification of who would consent in the case of different age groups of participants.  The researchers stated that children aged 7-15 would be provided with the information sheet (ages 7-15) and asked to assent to the study; but that given the therapeutic nature of the study, parents consent would over-ride children’s refusal to assent.  The researchers confirmed that given the fact that potential participants were usually very unwell, the parents of participants aged 16 and over would also be asked to agree to their child’s participation on the grounds that the adolescent would not be competent to consent.  The Committee noted that NEAC guidelines required children’s non-assent to be binding in the research context “the refusal of a child to participate in research must be respected unless, according to the research protocol, the child would receive therapy for which there is no medically acceptable alternative” NEAC Ethical Guidelines for Intervention Studies appendix 2 p48. The researchers noted that the trial was therapeutic, and also intended to be an integral part of the treatment of participants. The Committee responded that an untested intervention with promise of therapeutic benefit is considered research and falls within the scope of the NEAC research ethics standards for children (see NEAC appendix 2). Note that NEAC makes separate provisions for trials that are not intended to be of direct benefit to child participants. (p47)
· The researchers confirmed that participants would be asked to consent before drug induction therapy, and then to continuing participation in the study.  This was due to the overwhelming nature of the diagnosis, and was COG standard practice.  The induction therapy would be the same as for non-participants, although risk stratification from that point on would be by a different method.

· The Committee discussed the information sheets provided for younger children, the need for children to understand the fact that they were part of a clinical trial, and the difficulty of determining what sort of information is most relevant to this population.  NEAC guidelines require that “each child must be given full information about the research in a form that he or she can readily understand” (EGIS p48).  Key issues to explain to young children would be “what is research?”, and “how would participating be different from not participating?”.
Decision 

This application was provisionally approved by consensus, subject to the following information being received. 

· Please provide a simplified participant information sheet for participants aged 7-12 years. (Ethical Guidelines for Intervention Studies para 6.6-, appendix 2 pp46-49)
This following information will be reviewed, and a final decision made on the application, by the Chair and Dr Ballantyne.
	 5  
	Ethics ref:  
	12/CEN/7 

	 
	Title: 
	Examination of the throat in young children 

	 
	Principal Investigator: 
	Dr Robert Primhak  

	 
	Sponsor: 
	n/a

	 
	Clock Start Date: 
	12 July 2012 


Dr Yun Mi Kim was present in person for discussion of this application.
Potential conflicts of interest

The Chair asked members to declare any potential conflicts of interest related to this application.

No potential conflicts of interest related to this application were declared by any member.

Summary of ethical issues
The main ethical issues considered by the Committee were as follows. 

· The Committee noted that the study posed low risk.

· The Committee discussed the tapu nature of the head in Māori culture, and the need for this to be considered in conducting the study.  The researchers confirmed that this issue had been considered in designing the study, noted that this would depend on the parents of individual participants, assured the Committee that this issue would be monitored as the study was conducted, and noted that Māori consultation had been carried out within TDHB.

· The Committee discussed the form in which information would be recorded and retained, and asked for confirmation that this would be secure.
Decision 

This application was approved by consensus.  The Committee suggested that information about reasons for non-participation be recorded, and that researchers ensure that information be retained securely after the study.

General business

  1.
The Committee noted the content of the “noting section” of the agenda.
  3.
The Chair reminded the Committee of the date and time of its next scheduled meeting, namely:

	Meeting date:
	21 August 2012, 12:00 PM

	Meeting venue:
	Terrace Conference Centre, 114 The Terrace, Wellington, 6011



No members tendered apologies for this meeting.

The meeting closed at 3.04pm.
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