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	Committee:
	Northern B Health and Disability Ethics Committee

	Meeting date:
	01 August 2012

	Meeting venue:
	Novotel Tainui


	
	Item of business

	
	Welcome

	
	New applications (see over for details)


	  
	i 12/NTB/1 

	   
	ii 12/NTB/2 

	   
	iii 12/NTB/3 

	   
	iv 12/NTB/4 

	   
	v 12/NTB/5 

	
	General business:

Noting section of agenda


	
	Meeting ends


	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

	Mrs Raewyn Sporle 
	Lay (the law) 
	01/07/2012 
	01/07/2015 
	Present 

	Mrs Maliaga Erick 
	Lay (consumer/community perspectives) 
	01/07/2012 
	01/07/2014 
	Present (TC)

	Mrs Mary Anne Gill 
	Lay (consumer/community perspectives) 
	01/07/2012 
	01/07/2015 
	Present 

	Mrs Kate O'Connor 
	Non-lay (other) 
	01/07/2012 
	01/07/2015 
	Present 

	Mrs Stephanie Pollard 
	Non-lay (intervention studies) 
	01/07/2012 
	01/07/2015 
	Present 

	Dr David  Stephens 
	Lay (consumer/community perspectives) 
	01/07/2012 
	01/07/2014 
	Present 

	Dr Paul Tanser 
	Non-lay (health/disability service provision) 
	01/07/2012 
	01/07/2014 
	Apologies 

	Ms Kerin Thompson 
	Non-lay (intervention studies) 
	01/07/2012 
	01/07/2015 
	Present 


Welcome

The Chair opened the meeting at 12.03pm and welcomed Committee members, noting that apologies had been received from Dr Tanser.  Mrs Erick joined the meeting at 12.26pm.

Members introduced themselves briefly.  The Chair set out expectations around members familiarising themselves with all applications on the agenda, the role of primary reviewers, and meeting procedure.
The Chair noted that the meeting was quorate. 

The Committee noted and agreed the agenda for the meeting.

New applications 
	 1  
	Ethics ref:  
	12/NTB/1 

	 
	Title: 
	GSK Herpes Zoster vaccine or a placebo  

	 
	Principal Investigator: 
	Dr Andrew  Butler 

	 
	Sponsor: 
	GlaxoSmithKline

	 
	Clock Start Date: 
	19 July 2012 


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

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 protocol was clear, but that the form had not been filled in in a way that made it easy to evaluate the ethics of the study.  While some of these issues would have been caused by technical issues with answers not saving, this made review of the study difficult for the Committee.
· The answer at B.4.2 did not clearly indicate the restrictions on publication (although these were given in the protocol). The Committee noted that the information to be provided to participants appeared to presume benefits, when the purpose of the study was to determine whether such benefits existed at all.  This presumption even applied to the title of the study in the information to be provided to participants, which framed the study in terms of “measuring the benefits of” a vaccine.

· The research question and justification for the study were not framed in lay language, and were difficult to understand.

· The Committee noted that some of the further information participants would be given to participants (b.1.4.1) did not appear to relate to the trial itself, but to standard care.

· The application did not clearly indicate which registry would be used for this study.

· The Committee noted potential risks around maintain the study blind given the visible difference between the two interventions.

· The applicant did not appear to have addressed the question of the criteria to be used for terminating the study.

· The Committee queried the composition of the independent data monitor, which was not clear from the information in the application.

· The application was not clear on how confidentiality would be maintained, why it was appropriate to send samples overseas, or how data would be de-identified, how tissue would be disposed or returned, and the timing of destruction of tissue samples following testing.  It was not clear what would happen to lesion samples (as opposed to blood samples).

· The Committee discussed a number of issues around the information to be provided to participants in the study, and the proposal to consent participants 110 days prior to their receiving the study drug.

· The Committee noted that the applicant had described the equipoise standard as “not applicable” in the application form.

Decision 

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

· Please provide a plain English description of the study question, and explain why it is important that this question be answered.  (Ethical Guidelines for Intervention Studies, para 5.1-)
· Please justify why consent will be obtained from participants more than three months before administration of the study drug, and explain whether consent will be revisited closer to this time. (Ethical Guidelines for Intervention Studies, para 6.6-)
· Please clarify the criteria for terminating the study, if any.  (Ethical Guidelines for Intervention Studies, para 6.63)
· Please provide details of how blinding will be maintained given visible differences between the drugs in each arm of the study.  (Ethical Guidelines for Intervention Studies, para 4.15-)
· Please confirm that information about the results of the study will be made available to participants in a form that they can understand.  (Ethical Guidelines for Intervention Studies, para 7.21)
· With regards to the information to be provided to participants, please:

· reduce the length of this information, and remove duplication in it

· clarify: 

· that the study drug will not be available past the end of the study

· the risks of the serious side effects listed at page 8

· what would happen if a male participant fathered a child while on the study drug; whether the two sub-cohorts are applicable in the New Zealand arm of the study; whether participants are able to request that their tissue be returned or destroyed during the study; whether patients who drop out will be asked to provide further information; and whether ethnicity data will be collected
· the meaning of “GCP”

· whether serum or urine pregnancy tests would be used in New Zealand

· that participation or non-participation in the research will not affect health care, especially whether or not participants receive the blood transplant
· lay out the consent form in a clearer and more logical way, clarifying which options are mandatory; collect consent for future unspecified research on tissue separately from consent to participate in the study, and clarify the uses to which this tissue might be put; and remove the “research team member” box
· reference NZ rather than US privacy law 

· remove the financial statement, and correct the name of the HDEC (Ethical Guidelines for Intervention Studies, para 6.22-)
· Please explain how this study meets the best intervention standard and the equipoise standard.  (Ethical Guidelines for Intervention Studies, para 5.13-, 5.18-)
This following information will be reviewed, and a final decision made on the application, by the Chair, Mrs Pollard and Ms Thompson.
	2  
	Ethics ref:  
	12/NTB/2 

	 
	Title: 
	Brief treatment for common mental health syndromes in primary care 

	 
	Principal Investigator: 
	Ms Fiona Mathieson  

	 
	Sponsor: 
	n/a

	 
	Clock Start Date: 
	20 July 2012 


Dr Fiona Mathieson was present by teleconference for discussion of this application.
Potential conflicts of interest

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 explained that locality authorisation would be obtained from GP practices once HDEC approval had been obtained.  GPs within the same practice would be randomised to participate in the same study arm.
· The researcher confirmed that funding would be sought for a study assistant.

· The researcher explained that non-English speaking participants would be excluded as this was a speaking intervention, and that the use of interpreters was not practical in the circumstances.

· The Committee discussed whether stress was necessarily a mental health issue.  The researcher clarified that the study aimed to help GPs distinguish cases of “normal” stress from those that did constitute a mental health issue, and giving patients strategies to cope with these.  Primary care was the most logical place to start coming up with a plan to deal with these issues.

· The information to be given to participants did not mention home visits.  The researcher explained that some participants may prefer that the study assistant explain the study to them at their home, especially if there were literacy issues.  The Committee noted the need to ensure researcher safety in such situations.  The Committee also noted that the information mentioned focus groups. 

· The Committee suggested that the study oversample Māori, by focusing on practices in certain areas.  The researcher explained that they had found it difficult to recruit Māori in earlier studies, and that Māori were not over-represented in all categories of mental health disorders.  The Committee also noted the vulnerability of the Pacific community in mental illness.

· The Committee noted the need to reframe the information to be given to participants in the non-treatment arm.

· The name of the Committee was incorrect in the information to be given to participants.

· Information for participants was inconsistent in timelines for filling in questionnaires, and for baselines for questionnaires.  Remove taped interviews.  Give a lay title.  

· The Committee noted that questions in the questionnaire should be framed in terms of “since we last contacted you”, rather than “since I last saw you”.

· The information sheet should be framed in terms of “inviting” participants to participate, rather than “recruiting” them.  It should also thank them for considering participating, rather than assuming this.

· The Committee asked why people over 65 were excluded.  The researcher explained that elderly people might have more complex health needs, and that the intervention had been designed for 18-64 year olds.  This population had also been targeted in earlier studies.  The Committee also queried the inclusion of people who didn’t speak English but did speak another language also spoken by their GP, and the researcher clarified that consideration would be given to translating written study documents in this case.

· The Committee queried the researcher’s statement that GPs were not confident participating in interventions such as this.  The researcher clarified that this statement was drawn from research by Prof Sunny Collings and others.
Decision 

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

· With regards to the information to be provided to participants, please:

· reframe the information to be given to participants in the non-treatment arm  

· ensure that the information sheet “invites” participants to participate, rather than “recruiting” them, and thanks them for considering participating, rather than assuming this
· ensure that the information refers to the correct HDEC 

· clarify timelines and baselines for filling in questionnaires

· remove reference to taped interviews

· give a lay title (Ethical Guidelines for Intervention Studies, para 6.22).

· Please ensure that the questions in the postal questionnaire ask about what has happened “since we last contacted you”, rather than “since I last saw you”.

This following information will be reviewed, and a final decision made on the application, by the Chair, Mrs Erick and Mrs O’Connor.
	 3  
	Ethics ref:  
	12/NTB/3 

	 
	Title: 
	A long stay in intensive care 

	 
	Principal Investigator: 
	Ms Claire Minton 

	 
	Sponsor: 
	n/a

	 
	Clock Start Date: 
	20 July 2012 


Ms Claire Minton and Dr Lesley Batten were present by teleconference for discussion of this application.
Potential conflicts of interest

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 value of research such as this for people in intensive care, and considered that is was likely that participation rates would be high.

· The Committee asked for clarification on why data on length of ICU stay was from 2006/07.  The researcher explained that this information came from ANZICS databases, and was from the last year available.  Wellington and Waikato, both tertiary units, had been chosen for reasons of patient volume.  MidCentral’s ICU had been chosen due to proximity to the researcher, and there was a possibility that Hawke’s Bay would be used if there were recruitment issues.  These three (or four) units would give a broad perspective over different types of unit.

· The Committee asked that “ICU” be spelled out in full in information to be provided to participants, and that the time commitment be more clearly explained.  The researcher explained that the precise time commitment would depend on participant and family availability, and that it was important not to intrude during this time.

· The Committee noted the difficulty of obtaining informed consent in the ICU.  The researcher agreed, noting that the timing of approach would be important.  The researcher’s experience working in ICU would make this more straightforward.

· The Committee discussed the availability of the Vidatak EZ boards in ICUs nationwide.

· The Committee queried whether data from patients who did not wake up would be used.  The researcher explained that the family would be asked to consent to information being used in the study, as this would be important in building a full picture of long stays in ICUs, to capture the experience of as broad a range of families as possible.  The Committee agreed that these cases should remain in the study where appropriate.
· The researcher clarified that “key participants” would include clinical staff and close relatives identified by the researcher by observation and asking clinical staff.
Decision 

This application was approved by consensus.  Minor conditions of approval were as follows.
· Please correct the name of the HDEC in the information to be provided to participants.

· Please replace “ICU” with “intensive care unit” in the information to be provided to participants.
	 4  
	Ethics ref:  
	12/NTB/4 

	 
	Title: 
	The Glisten Study  

	 
	Principal Investigator: 
	Dr  Dean  Quinn  

	 
	Sponsor: 
	Novartis NZ Ltd

	 
	Clock Start Date: 
	20 July 2012 


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

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 some answers had not saved in the application form, including those around the number of New Zealand sites that would be involved in this study, the study sponsor, whether there was third party (e.g. Pharmaceutical Solutions) performing, and the nature of the peer review that had been carried out.  

· The Committee questioned whether the urine and blood samples mentioned at b.4.5 were part of standard treatment rather than research.

· The Committee noted that the applicant’s answer to question r.1.9 had not saved.
· The Committee queried whether data would be stored in a de-identified or anonymous form, where samples would be stored, and for how long.

· The Committee noted that the information to be provided to participants was well structured and of appropriate length, but that its readability score was not particularly high.

· The Committee queried whether the results would be available to participants in lay language.

· The Committee discussed whether the study would involve other population groups, as specified in the application form, and whether further details of the level of ethnicity data to be collected should be requested.
· The Committee questioned whether the 1800 number in the patient diary would work for New Zealand participants.
· The Committee discussed the inclusion and exclusion criteria for the study. 

Decision 

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

· Please confirm the number of New Zealand sites which will be involved in this study.
· Please clarify whether the urine and blood samples mentioned at b.4.5 of the application are part of standard treatment for patients, or are specific to study participation. (Ethical Guidelines for Intervention Studies, para 7.1-)
· Please describe the process by which the scientific and statistical validity of this study was assessed, and provide evidence of favourable peer review.  (Ethical Guidelines for Intervention Studies, para 5.11, Appendix 1)
· Please confirm that your answer to question r.1.9 was “yes”.  Unfortunately this answer did not save in your application.  (Ethical Guidelines for Intervention Studies, para 8.1-)
· With regards to the storage of information after the study, please confirm whether this would be in an anonymous or de-identified form, where it would be stored, and for how long.  (Ethical Guidelines for Intervention Studies, para 7.1-)
· Please clarify whether the 1800 telephone number mentioned in the patient diary is correct, and if not, ensure that it is replaced with the correct number.  Please also ensure that the lay study title in information to be provided to participants describes the study.  (Ethical Guidelines for Intervention Studies, para 6.22-)
· With regards to the inclusion/exclusion criteria, please explain whether the proposed participant screening procedures will identify previously unidentified long QT syndrome.  (Ethical Guidelines for Intervention Studies, para 5.2-)
This following information will be reviewed, and a final decision made on the application, by the Chair, Dr Stephens and Mrs Thompson.
	 5  
	Ethics ref:  
	12/NTB/5 

	 
	Title: 
	Diabetes: The impact of maternal care disparities on Maori mothers 

	 
	Principal Investigator: 
	Dr Beverley  Lawton 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	23 July 2012 


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

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 considered this to be a well-designed low-risk study whose benefits clearly outweighed its risks.
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 August 2012, 12:00 PM

	Meeting venue:
	Novotel Ellerslie, Green Lane East, Auckland


No apologies were tendered for this meeting.  (Dr Paul Tanser had confirmed his unavailability for 29 August prior to the meeting.)

The meeting closed at 3.29pm.
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