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	Committee:
	Central Health and Disability Ethics Committee

	Meeting date:
	11 December 2012

	Meeting venue:
	Terrace Conference Centre


	Time
	Item of business

	12 noon
	Welcome

	
	Confirmation of minutes of meeting of 13 November 2012

	
	New applications (see over for details)

	
	  i 
12/CEN/65

  ii 
12/CEN/72

  iii 
12/CEN/73

  iv 
12/CEN/74

  v 
12/CEN/75

  vi 
12/CEN/76

  vii 
12/CEN/77

  viii 
12/CEN/79

  ix 
12/CEN/80

  x 
12/CEN/82

  xi 
12/CEN/83

  xii 
12/CEN/85

	
	General business:

Noting section of agenda

Next meeting date and apologies

	
	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 
	Apologies 

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

	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 
	Apologies 


Welcome

The Chair opened the meeting at 12.05 and welcomed Committee members, noting that apologies had been received from Dr Angela Ballantyne, Mr Paul Barnett and Dr Lynne Russell.
The Chair noted that the meeting was quorate. 

The Committee noted and agreed the agenda for the meeting.

The Chair provided brief feedback from the recent meeting of the four HDEC chairs, noting the five action points that Chairs had jointly decided to focus on over the coming months.

The Committee noted that some responses to provisionally approved applications had required reviewing members to identify changes in long documents, and asked that in future applicants be informed that tracked changes versions should be submitted.
The Committee briefly discussed claims processes.
Confirmation of previous minutes

The minutes of the meeting of 13 ​​November 2012 were confirmed.

New applications 
	 1  
	Ethics ref:  
	12/CEN/65 

	 
	Title: 
	The administration of vitamin B12 in people with type 2 diabetes…

	 
	Principal Investigator: 
	Dr Amber Parry Strong 

	 
	Sponsor: 
	n/a

	 
	Clock Start Date: 
	29 November 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 Committee noted that the application indicated that consent would be requested for future unspecified use of tissue.  If so, this consent would need to be obtained separately from consent to participate in the study, in order to make clear that it was optional.  The information provided to participants should also give an indication of the broad type of research for which tissue samples may be used in future.
· The Committee noted that the application was ambiguous as to whether data will be stored in an identified or partially de-identified form.

Decision 

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

· Please clarify whether consent will be sought for the future unspecified use of tissue, and, if so, ensure that consent for this is obtained separately from consent to participate in the study.  Guidelines for the Use of Human Tissue for Future Unspecified Research Purposes
· Please clarify the form in which information will be stored after the study ends (see r.2.4 and r.2.4.1).  Ethical Guidelines for Observational Studies, para 6.4.
This information will be reviewed, and a final decision made on the application, by the Chair, Mrs Donoghue and Mrs Gill.
	 2  
	Ethics ref:  
	12/CEN/72 

	 
	Title: 
	SAPPHIRE I 

	 
	Principal Investigator: 
	Professor Ed Gane 

	 
	Sponsor: 
	AbbVie Pty Ltd 

	 
	Clock Start Date: 
	29 November 2012 


Professor Gane 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 for clarification of the potential future research that might be done on tissue collected as part of this study, and noted that relevant guidelines on consent for this would need to be obtained.
· The Committee discussed the extent to which participants in the study could be considered as vulnerable, given the potential benefits offered by inclusion in the study as against established treatment.  
· The Committee requested that an emergency landline contact number be included in the information provided to participants.

· Prof Gane provided clarification of the birth control that would be used by participants in the study.

· The Committee noted that the PISCF for this study indicated that compensation would be available for “any” injury, which was not entirely consistent with RMI guidelines.

· The Committee requested that some details of exclusion criteria be added to the PISCF.

· The Committee asked for clarification of the cultural issues that would be likely to arise for Māori participating in the study.  Prof Gane noted the views of Māori with regard to use of human tissue, and the very low prevalence of hepatitis B among this population.

· The Committee noted that evidence of favourable peer review from the FDA had not been received, and that the trial had not been registered.
Decision 

This application was provisionally approved by consensus, subject to the following information being received. 
· With regard to the PISCF for this study, please:
· add an emergency landline contact number

· ensure that compensation provisions are consistent with the RMI guidelines

· add brief details of the main exclusion criteria for this study.  Ethical Guidelines for Intervention Studies, paras 6.6-.
· Please provide evidence of favourable peer review for this study. Ethical Guidelines for Intervention Studies, para 5.1 and appendix 1.
This information will be reviewed, and a final decision made on the application, by the Chair and Dr Quinn.
	 3  
	Ethics ref:  
	12/CEN/73 

	 
	Title: 
	Pilot Study: Metabolic Growth & Development of Pacific Children  

	 
	Principal Investigator: 
	Dr Edward Saafi 

	 
	Sponsor: 
	AUT University 

	 
	Clock Start Date: 
	29 November 2012 


Dr Saafi was present by teleconference for part of the 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 consent process for this study would need to be managed in line with the cultural norms of Pacific Island communities.

· The Committee noted that the application appeared at times to have confused “consent” with “assent”, and that consent would be obtained from parents of children in the study.  (The parents’ PISCF should refer to “your child”, rather than “you”.  (The Committee also noted that a paragraph had been duplicated on page 2 of the parents’ PISCF.)
· The Committee requested that a separate, age-appropriate participant information sheet (and assent form) be prepared for participating children and submitted to the Committee for review.
· The Committee noted that consent to future unspecified use of tissue should be obtained on a separate form, as per the relevant guidelines. 

· The Committee noted that the applicant had indicated that peer review had been obtained from AUT.  However, no evidence of this was provided, and the letter from the HRC outlined concerns with the study’s methodology and design.  Dr Saafi clarified the nature of the AUT peer review process, and that the HRC letter was intended simply to indicate that the project had been reviewed.  As a result of the feedback a new application would be made, for a similar but smaller pilot study.
· The Committee was concerned with the study questionnaire’s assessment of puberty status, and queried how this contributed to the study’s aims.  Dr Saafi explained the link between development and weight, and that this part of the questionnaire was an important part of examining this link.  Dr Saafi indicated that he would be pleased to discuss this aspect of the questionnaire with his research team. 
Decision 

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

· With regard to the PISCF for this study, please:

· ensure that the terms “consent” and “assent” are used correctly and consistently (that is, children assent, parents consent)

· ensure that the consent form for parents refers to “your child” rather than “you”

· provide a separate, age-appropriate information sheet and assent form for children who will take part in this study.  Ethical Guidelines for Observational Studies, paras 6.1-.
· Please provide further justification of the study questionnaire’s assessment of puberty status.  Ethical Guidelines for Observational Studies, para 5.5.
· Please ensure that consent to future unspecified use of tissue is obtained separately from consent to participate in the study.  Guidelines for the Use of Human Tissue for Future Unspecified Research Purposes
· Please provide evidence of favourable peer review. Ethical Guidelines for Observational Studies, appendix 1.
This information will be reviewed, and a final decision made on the application, by the Chair, Dr Herst and Mrs Gill.
	 4  
	Ethics ref:  
	12/CEN/74 

	 
	Title: 
	Head and Neck Cancer Study 

	 
	Principal Investigator: 
	Professor Swee T Tan 

	 
	Sponsor: 
	Hutt Valley DHB 

	 
	Clock Start Date: 
	29 November 2012 


Dr Tinte Itinteang 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.

Dr Quinn declared a potential conflict of interest.  The Committee did not require Dr Quinn to leave the meeting room during discussion of this application.
Summary of ethical issues
The main ethical issues considered by the Committee were as follows. 

· The Committee noted the number of participants to be recruited as part of this study.  Dr Itinteang clarified that given current patient volumes the goal was to recruit 1500 participants over the study’s first three to four years.
· The Committee discussed the extent to which all participants in this study could be considered to be vulnerable, given their status as cancer patients.  However, two PISCFs had been submitted, one of which was to be used for “vulnerable” participants.  Dr Itinteang indicated that this PISCF could be taken out of the study, and the same PISCF used for all participants.

· The Committee noted that some study documentation referred extensively to the tissue bank application, rather than the head and neck study.  Dr Itinteang clarified that these studies were completely separate, and that the head and neck study did not involve the future unspecified use of human tissue.  The Committee suspected that the wrong documentation had been submitted, and asked for a new PISCF and protocol relating only to the head and neck study.
Decision 

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

· Please provide a protocol and PISCF for the head and neck study.  Ethical Guidelines for Observational Studies, paras 5.7- and 6.1-.
This information will be reviewed, and a final decision made on the application, by the Chair and Dr Herst.
	 5  
	Ethics ref:  
	12/CEN/75 

	 
	Title: 
	Physiological data and sleep 

	 
	Principal Investigator: 
	Dr Angela Campbell 

	 
	Sponsor: 
	n/a

	 
	Clock Start Date: 
	29 November 2012 


No member of the research team was 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 Committee requested further details of the age and numbers of children taking part in the study, and requested an age-appropriate participant information sheet form be submitted.  
Decision 

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

· Please provide details of the age and numbers of children taking part in the study, and an age-appropriate participant information sheet form.  Ethical Guidelines for Observational Studies, paras 6.1-.
This information will be reviewed, and a final decision made on the application, by the Chair.
	 6  
	Ethics ref:  
	12/CEN/76 

	 
	Title: 
	TESLA 

	 
	Principal Investigator: 
	Prof Russell Scott 

	 
	Sponsor: 
	Amgen Australia 

	 
	Clock Start Date: 
	29 November 2012 


No member of the research team was 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.

Dr Quinn declared a potential conflict of interest.  The Committee did not require Dr Quinn to leave the meeting room during discussion of this application.
Summary of ethical issues
The main ethical issues considered by the Committee were as follows. 

· The Committee requested justification for inclusion of children in this study.

· The Committee noted that the applicant had answered “no” to question r.1.9, and that ACC-equivalent compensation would therefore not be available to participants injured as a result of treatment in this study.

· The Committee found it difficult to determine which information sheet applied to which sub-study, and asked that these be updated to clarify this. 

· The Committee noted that the name of the HDEC needed to be corrected in the information to be provided to participants.

· The Committee noted that the information provided to children did not include reference to future use of tissue, and asked that this be included.

· The Committee noted that no timeframe had been included for participants to make a decision on participating in the study.

· The Committee noted that no detail had been provided of the “Māori Health Group” to which the study would be submitted for consultation.

· The Committee noted that the applicant had indicated that the study was not related to a previous application, and asked for clarification of the relationship between the two applications (12/CEN/76 and 12/CEN/82).
Decision 

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

· Please justify the inclusion of children as participants in this study.  Ethical Guidelines for Intervention Studies, appendix 2.
· Please confirm that ACC-equivalent compensation will be available to participants injured as a result of treatment given in this study.  Ethical Guidelines for Intervention Studies, paras 8.1-.
· Please provide details of the “Māori Health Group” which will be consulted on this application.  Ethical Guidelines for Intervention Studies, para 4.9.
· Please clarify the timeframe within which potential participants will need to decide to participate.  Ethical Guidelines for Intervention Studies, para 6.6-.
· With regard to the PISCFs for this study, please:

· ensure information to be provided to children includes appropriate reference to future use of tissue

· clarify which information sheet applies to which sub-study

· ensure that the name of the HDEC is correct.  Ethical Guidelines for Intervention Studies, paras 6.6-.
· Please clarify the relationship between this study and application 12/CEN/82.
This information will be reviewed, and a final decision made on the application, by the Chair, Mrs Donoghue and Dr Herst.
	 7  
	Ethics ref:  
	12/CEN/77 

	 
	Title: 
	IOS Weaning Study 

	 
	Principal Investigator: 
	Dr Paul Young 

	 
	Sponsor: 
	St Michaels  

	 
	Clock Start Date: 
	29 November 2012 


No member of the research team was 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 Committee noted that prospective consent would not be sought from the families and whānau whose members would be observed as part of this study, which was purely observational, and agreed that this was appropriate given the low risks of the study and the fact that standard care would be provided.
Decision 

This application was approved by consensus.
	 8  
	Ethics ref:  
	12/CEN/79 

	 
	Title: 
	The SHOT study 

	 
	Principal Investigator: 
	CVICU Research Rachael Parke 

	 
	Sponsor: 
	n/a

	 
	Clock Start Date: 
	29 November 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 Committee noted that evidence of favourable peer review had not been obtained given the similarity of design between this and an earlier study.
· The Committee noted the potential for a degree of coercion of volunteers in this study, and requested that consideration be given to recruiting participants from other sections of the hospital or from the general public.

· The Committee noted that no timeframe had been included for participants to make a decision on participating in the study.
Decision 

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

· Please clarify the timeframe within which potential participants will need to decide to participate.  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 Quinn.
	 9  
	Ethics ref:  
	12/CEN/80 

	 
	Title: 
	The Airvo Device and Oxygen Administration in Exacerbation of Chronic  

	 
	Principal Investigator: 
	Professor Richard Beasley 

	 
	Sponsor: 
	Medical Research Institute of New Zealand 

	 
	Clock Start Date: 
	29 November 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 Committee noted that the study would be supported by Fisher & Paykel Healthcare, but agreed that the study was not being conducted principally for their benefit.
Decision 

This application was approved by consensus. 
	 10  
	Ethics ref:  
	12/CEN/82 

	 
	Title: 
	TAUSSIG 

	 
	Principal Investigator: 
	Prof Russell Scott 

	 
	Sponsor: 
	Amgen Australia 

	 
	Clock Start Date: 
	29 November 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.

Dr Quinn declared a potential conflict of interest.  The Committee did not require Dr Quinn to leave the meeting room during discussion of this application.
Summary of ethical issues
The main ethical issues considered by the Committee were as follows. 

· The Committee requested justification for inclusion of children in this study.

· The Committee noted that the applicant had answered “no” to question r.1.9, and that ACC-equivalent compensation would therefore not be available to participants injured as a result of treatment in this study.
· The Committee found it difficult to determine which information sheet applied to which sub-study, and asked that these be updated to clarify this. 

· The Committee noted that the name of the HDEC needed to be corrected in the information to be provided to participants.

· The Committee noted that the information provided to children did not include reference to future use of tissue, and asked that this be included.
· The Committee noted that no timeframe had been included for participants to make a decision on participating in the study.

· The Committee noted that no detail had been provided of the Māori Health Group to which the study would be submitted for consultation.
Decision 

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

· Please explain why it is necessary that children be included as participants in this study.  Ethical Guidelines for Intervention Studies, appendix 2.
· Please confirm that ACC-equivalent compensation will be available to participants injured as a result of treatment given in this study.  Ethical Guidelines for Intervention Studies, paras 8.1-.
· Please provide details of the “Māori Health Group” which will be consulted on this application.  Ethical Guidelines for Intervention Studies, para 4.9-.
· Please clarify the timeframe within which potential participants will need to decide to participate.  Ethical Guidelines for Intervention Studies, para 6.6-.
· With regard to the PISCFs for this study, please:

· ensure information to be provided to children includes appropriate reference to future use of tissue

· clarify which information sheet applies to which sub-study

· ensure that the name of the HDEC is correct.  Ethical Guidelines for Intervention Studies, paras 6.6-.
This following information will be reviewed, and a final decision made on the application, by the Chair, Mrs Donoghue and Dr Herst.
	 11  
	Ethics ref:  
	12/CEN/83 

	 
	Title: 
	A study to assess the efficacy and safety of sarilumab in patients wit 

	 
	Principal Investigator: 
	Dr Alan Doube 

	 
	Sponsor: 
	Covance Asia Pte. Ltd 

	 
	Clock Start Date: 
	29 November 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 Committee requested that the information to be provided to participants be amended to include:
· instructions to call 111 in case of an allergic reaction be inserted into the PISCF
· the country to which tissue samples would be sent for analysis
· clarification of whether the death of a previous participant was related to the study drug.

· The Committee noted that the study would involve a “locator” company to follow up participants who had withdrawn.  The Committee asked for assurances that people who had completely withdrawn all consent to participation in the study would not be contacted.

· The Committee noted that no timeframe had been included for participants to make a decision on participating in the study.

· The Committee noted that cultural issues relating to Māori and tissue samples had been dealt with sensitively in the information to be provided to participants.

Decision 

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

· With regard to the PISCF for this study, please: 

· include instructions to call 111 in case of an allergic reaction 

· specify the country/ies to which tissue samples will be sent for analysis

· clarify whether the death of a previous participant was suspected to be related to the study drug.  Ethical Guidelines for Intervention Studies, paras 6.6-.
· Please provide assurances that withdrawn participants will not be followed up by the locator company against their consent.  Ethical Guidelines for Intervention Studies, paras 6.6-.
This following information will be reviewed, and a final decision made on the application, by the Chair and Dr Quinn.
	 12  
	Ethics ref:  
	12/CEN/85 

	 
	Title: 
	How's it going? Youth Wellbeing Study 2012-2016: Stories about self-in…

	 
	Principal Investigator: 
	Associate Professor Marc Wilson 

	 
	Sponsor: 
	Victoria University of Wellington 

	 
	Clock Start Date: 
	29 November 2012 


Prof Wilson 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 the potential benefits of the study, and that potential risks had been well-managed.  There were some risks around using focus groups.  Prof Wilson clarified that the only people who would participate in focus groups would be those who had not indicated a history of self-harm, that there were established ground rules around what could and could not be discussed in such groups, and mechanisms for referring participants on for follow-up of any issues.

· The Committee noted that consultation with Māori had been carried out well.

· The Committee noted that a number of studies had been carried out in this area.  Prof Wilson clarified that the study was part of a significant study programme, and that NZ was behind other parts of the world in developing resources for self-harm.  Self-harm was essentially a coping mechanism for younger people, about 50% of whom engage in it at least once (and 20% for a reasonably long period of time).  It was important to understand the reasons for this, and to have the right tools to address the problem in NZ.  
Decision 

This application was approved by consensus. 

General business

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

	Meeting date:
	29 January 2013, 12:00 PM

	Meeting venue:
	Medsafe, level 6, 10 Brandon St, Wellington



No apologies were tended for this meeting.

The meeting closed at 5.02pm.
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