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	Committee:
	Northern B Health and Disability Ethics Committee

	Meeting date:
	19 December 2012

	Meeting venue:
	Novotel Ellerslie


	Time
	Item of business

	12 noon
	Welcome

	
	Confirmation of minutes of meeting of 21 November 2012

	
	New applications (see over for details)

	
	  i 
12/NTB/68

  ii 
12/NTB/69

  iii 
12/NTB/70

  iv 
12/NTB/71

  v 
12/NTB/72

  vi 
12/NTB/73

  vii 
12/NTB/74

  viii 
12/NTB/76

  ix 
12/NTB/78

  x 
12/NTB/80

  xi 
12/NTB/81

  xii 
12/NTB/82

  xiii 
12/NTB/83

	
	General business:

Noting section of agenda


	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 

	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 
	Apologies 

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

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


Welcome

The Chair opened the meeting at 12.13pm and welcomed Committee members, noting that apologies had been received from Dr David Stephens.
The Chair noted that the meeting was quorate. 

The Committee noted and agreed the agenda for the meeting.

Confirmation of previous minutes

The minutes of the meeting of 21 November 2012 were confirmed.

New applications 

	 1  
	Ethics ref:  
	12/NTB/68 

	 
	Title: 
	Pacritinib in Myelofibrosis 

	 
	Principal Investigator: 
	Dr Peter Ganly 

	 
	Sponsor: 
	Nexus Oncology Pty Limited 

	 
	Clock Start Date: 
	07 December 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 applicant had indicated that an independent data monitoring committee would be established, and queried whether it would be independent.
· The Committee discussed the number of participants, with 20-40 participants expected to be enrolled from NZ out of 270 internationally.

· The Committee noted that the research team intended to use tissue for future unspecified research, and noted that this research could require HDEC review in future.
· The Committee discussed the following aspects of the study’s design.  
· An open-label trial at phase 3 was unusual, and appeared to be inconsistent with answers to r.2.3 and r.2.4.1.  There was a risk that treating clinicians could influence results.  In addition, patients could potentially enter the therapeutic arm through their treating clinician, raising the risk that numbers on the non-treatment arm could reduce sharply during the trial.  
· The Committee queried how researchers would deal with non-treated patient attrition.

· The Committee discussed the severe and fatal nature of the condition being studied, and noted that the research would measure the effects of the drug on spleen cells, rather than participant survival or the onset of the most serious effects of myelofibrosis, and queried the choice of this endpoint.
· The Committee noted that there was no specific therapy available for myelofibrosis, with the normal clinical response focussing on palliative care.  However, there seemed to be some ambiguity in the application as to whether they believed standard care would be withheld from participants, or whether ionising radiation would be used as part of the study.

· The Committee noted that b.4.3 referred to the Clinical Study Agreement for details of publishing restrictions, but that this document was not provided.  It was therefore not possible to evaluate this aspect of the application at the meeting.

· The Committee noted that the applicant had referred to data showing participants in clinical trials had better outcomes than those not enrolled, and queried whether this effect had been demonstrated in meta-analyses.

· The Committee noted that the PISCF was not very reader-friendly, and that compensation arrangements described in it did not appear to match those described in the form at r.1.9.

· The Committee queried whether the study’s termination criteria included lack of efficiency.

Decision 

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

· Please explain and justify the aspects of the study design outlined in the Committee’s discussion above.  (Ethical Guidelines for Intervention Studies, para 5.4-)
· Please clarify whether standard care will be withheld from one or more participants in this study.  (Ethical Guidelines for Intervention Studies, para 5.22-)
· Please clarify the publication restrictions that will be in place for the study.  (Ethical Guidelines for Intervention Studies, para 7.17-)
· Please provide further details of the monitoring arrangements for this study.  (Ethical Guidelines for Intervention Studies, para 6.43-) 

· Please ensure that compensation arrangements described in the PISCF are accurate.  (Ethical Guidelines for Intervention Studies, para 8.1-)
· Please clarify whether ionising radiation not needed for normal patient management will be administered as part of this study.  (Ethical Guidelines for Intervention Studies, para 4.12)
This following information will be reviewed, and a final decision made on the application, by the Chair, Dr Tanser, Mrs Erick, and Mrs Pollard.
	 2  
	Ethics ref:  
	12/NTB/69 

	 
	Title: 
	The N3RO trial   

	 
	Principal Investigator: 
	Dr. Mary Berry 

	 
	Sponsor: 
	Women's and Children's Health Research Institute 

	 
	Clock Start Date: 
	07 December 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 the PISCF had a number of very good features, including a very clear and user-friendly comparison of dose-to-consumption rates.  However, it did not clearly mention the on-going nature of the study, or how participants would be followed up throughout their lives, or that samples would be going overseas for analysis.
· The Committee noted that the study would recruit children born at less than 29 weeks, and discussed the reasons given for this cut-off.

· The Committee discussed the need for researchers to manage the effect of dietary differences between participants, which would be likely to occur in spite of the fact that the PISCF clearly indicated that participants would need to stop taking supplements.
· The Committee noted that the applicant had indicated that the study did not involve a new medicine, and suggested that they double-check this with Medsafe.

Decision 

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

· Please ensure that the PISCF for this study clearly explains the on-going nature of the study, including details of how participants will be followed up.  (Ethical Guidelines for Intervention Studies, para 6.6-)
· Please clarify how dietary differences between participating mothers will be managed.  (Ethical Guidelines for Intervention Studies, para 5.4-)
· Please check with Medsafe as to whether this study involves a new medicine.
This following information will be reviewed, and a final decision made on the application, by the Chair, Mrs Gill and Mrs Pollard.

	 3  
	Ethics ref:  
	12/NTB/70 

	 
	Title: 
	BASE 

	 
	Principal Investigator: 
	Dr Ketna  Parekh 

	 
	Sponsor: 
	Quintiles Pty Limited 

	 
	Clock Start Date: 
	07 December 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 the PISCF for the main study did not appear to have been submitted with this application.  This PISCF would need to contain a description of the placebo arm of the study and clearly indicate whether the study drug would be available after the study.  The Committee also noted the need for participants to initial each page of the PISCF, and asked for this requirement to be removed.
· The Committee noted that PISCF for the genetic study didn’t explain clearly enough that the samples were going overseas.  The Committee discussed the need for consent to be obtained to being contacted for up to 5 years, and for additional health updates to be obtained from the participant’s GP, from those who had withdrawn their participation from the main study.
· The Committee discussed the need for the study team to avoid contacting the families of deceased participants, as far as possible.

· The Committee noted the potential for the study drug to increase suicide ideation, and queried how this would affect participant screening and recruitment.

· The Committee noted that consent would be sought by the treating clinician who may also be the study Principal Investigator, raising a risk of undue influence.  The Committee also questioned whether it was appropriate for participants’ GPs not to be informed, and how this was justified.  The Committee also noted that the contact number on the wallet card would need to be able to un-blinded quickly if required, and asked for confirmation of this.

· The Committee queried whether ethnicity data would be collected according to the NZ census categories.

Decision 

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

· Please provide a PISCF for the main study, and updated PISCFs for the genetic study and the withdrawn participation follow-up, ensuring that the Committee’s comments above are taken into account. (Ethical Guidelines for Intervention Studies, para 6.6-)
· Please confirm whether ethnicity data will be collected according to NZ census categories. 

· Please explain why participants’ GPs will not be informed of their participation in this study, and confirm that unblinding would be able to be carried out quickly if need be. (Ethical Guidelines for Intervention Studies, para 6.68-)
This following information will be reviewed, and a final decision made on the application, by the Chair, Mrs O’Connor, Mrs Thompson and Mrs Erick.
	 4  
	Ethics ref:  
	12/NTB/71 

	 
	Title: 
	PINBALL 

	 
	Principal Investigator: 
	Dr Shay McGuinness 

	 
	Sponsor: 
	n/a

	 
	Clock Start Date: 
	07 December 2012 


Dr McGuinness 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. 

· Dr McGuinness noted that the study involved unconscious participants, and had therefore come to full review despite being an observational study.  It had been approved by ADHB research review committee, with peer review as part of that process.
· The Committee asked for more information on the “opt-out” process being used for this study.  Dr McGuinness explained that this had been used in previous applications to HDECs, and that the vast majority of participants would be approached pre-operatively and given information about the study.  About 1/3 would not be able to be consented prospectively, as they would require the procedure unexpectedly.  These participants would be spoken to about the study once this was appropriate.  The “opt-out” consent process was less stressful and intrusive for participants and families at a difficult time.
· The Committee enquired as to how refusals to consent would be handled.  Dr McGuinness explained that this was rare, but that patients would be asked whether existing data about their care could be used.  If they did not agree, their data would not be used.

Decision 

This application was approved by consensus.
	 5  
	Ethics ref:  
	12/NTB/72 

	 
	Title: 
	The Stretchability of Arterioles in Children 

	 
	Principal Investigator: 
	Mr Brendan Bowkett 

	 
	Sponsor: 
	n/a

	 
	Clock Start Date: 
	07 December 2012 


Mr Bowkett 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. 

· Mr Bowkett explained that the purpose of the study was to help provide scientific explanation for lack of bruising following blunt-force trauma in children.  Bruising could be absent even where the child had major abdominal injuries.  The study would involve measuring the breaking point of blood vessels by stretching them across wounds during paediatric surgery.  The usual practice was for such vessels to be cut. 
· The Committee noted that the PISCF for this study did not use the HDEC pro forma, and that no consent form had been provided.
Decision 

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

· Please provide a consent form for this study, ideally using the HDEC proforma available at www.ethics.health.govt.nz. (Ethical Guidelines for Observational Studies, para 6.5-)
This following information will be reviewed, and a final decision made on the application, by the Chair and Mrs O’Connor.

	 6  
	Ethics ref:  
	12/NTB/73 

	 
	Title: 
	Comparison of a Virtual-Reality Test of Executive Function with Standard…

	 
	Principal Investigator: 
	Miss Ellie Perniskie 

	 
	Sponsor: 
	Laura Fergusson Trust Canterbury Inc 

	 
	Clock Start Date: 
	07 December 2012 


Miss Perniskie 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. 

· Miss Perniskie explained that the study had recently been formally approved by the University, noting that the CEO of Laura Ferguson Trust had offered to contribute to the participants’ costs. 

· Miss Perniskie clarified that the study would compare adults with brain injury against those without, that Dr Jansari was involved as a co-investigator on the study but had no other academic link to her, and the non-immersive nature of the virtual reality testing to be used in this study.
· The Committee discussed the comparison tests being used.  Miss Perniskie clarified that the Jansari test looked at executive functioning, or higher-order cognitive abilities such as planning and problem-solving.  The study would compare how people performed on the Jansari test as against other, standardised tests of executive functioning, such as the D-test.  The objective was to see how Jansari score related to scores on other tests.

· The Committee queried whether there was any benefit to participants in this study.  Miss Perniskie clarified that there would be no such direct benefits, and that results would not inform standard care for brain-injured participants.

· Brain-injured participants may have reduced mental capacity, and people with an interest in participants’ welfare would be asked to also agree to their being part of the study.  Miss Perniskie clarified that the researchers’ preference would be for this agreement to be obtained, even where the participant had given consent and was competent to do so.  The Committee noted that this could be problematic, as it was not appropriate for a competent individual’s consent to be overturned by a third party.
· The Committee noted that the PISCF for this study was not in standard format, and that it could usefully be clarified by removing technical language (eg, “preliminary normative data”).

Decision 

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

· Please confirm that consent from competent individuals to participate in this study will not be able to be overturned by third parties.  (Ethical Guidelines for Observational Studies, appendix 2)
· Please revise and clarify the PISCF for this study, ideally using the pro forma available at www.ethics.health.govt.nz. (Ethical Guidelines for Observational Studies, para 6.5-)
This following information will be reviewed, and a final decision made on the application, by the Chair, Dr Tanser and Mrs Pollard.

	 7  
	Ethics ref:  
	12/NTB/74 

	 
	Title: 
	Patient Experience Evaluation of Adolescent and Young Adult (AYA) Cancer Services

	 
	Principal Investigator: 
	Dr Michael Sullivan 

	 
	Sponsor: 
	National Child Cancer Network (NCCN) 

	 
	Clock Start Date: 
	07 December 2012 


Kirsten Ballantine (Canterbury DHB) and Jo Esplin (Sapere) 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 noted that there was no risk of physical harm in answering a questionnaire, but queried whether there was some potential for psychological or emotional risk or distress.  Ms Ballantine clarified that this risk had been carefully considered and managed.  Participants would be able to opt out at any stage.  Both interviewers were extremely experienced in this type of interviewing.  Individuals under the age of 16 would not be approached or interviewed on their own.  Open-ended questions would allow interviewers to pick up on other issues.  Interviewers would be available for follow-up if there were concerns.  Other contacts would be individually tailored to participants.  Ms Esplin noted that informal feedback indicated that potential participants talked freely amongst themselves about the issues that would be raised in the study. 

· The Committee noted that there were also potential risks to researchers and interviewers.  Ms Esplin clarified that a buddy system had been put in place to manage this risk.

· The Committee queried where interviews would take place.  Ms Esplin clarified that the intention was to hold them in CanTeen offices, but that some participants might not be comfortable with this if they had opted out of this organisation.  The researchers would be flexible in terms of venue to manage this.  Participants would usually be based in cities that had a CanTeen office owing to the type of treatment they needed to access, but there may also be significant “feeder” hospitals to which the researchers could travel if it became necessary.  Skype and telephone interviews were also options.
· The Committee noted that the applicants had indicated their view that peer review was not required given the experience of the researchers, and queried whether any formal statistical review had been obtained.  Ms Esplin clarified that 14% representation was a high target to achieve with this particular population group.  If recruitment was easier than expected numbers could be increased.  The Committee queried the statistical robustness of the recruitment target.  Ms Ballantine explained that the recruitment target was based on AYA data, and the need to ensure that different conditions were included in the sample.  The numbers that could be interviewed also depended on the budget for the study.  Focus groups could also be used but had disadvantages. However, there had been no formal statistical analysis of the sample size.  The researchers’ experience had been that trends could be picked up through this level of recruitment, and they were confident that robust conclusions could be drawn to inform the development of the service.
· The researchers confirmed that information from the study would be stored for seven years, as it would be anonymous.

Decision 

This application was approved by consensus.

	 8  
	Ethics ref:  
	12/NTB/76 

	 
	Title: 
	Brain Injury and mental health use by young people  

	 
	Principal Investigator: 
	Dr Audrey McKinlay 

	 
	Sponsor: 
	Monash University 

	 
	Clock Start Date: 
	07 December 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 discussed the timing of consent being sought, noting that this was not entirely clear from the application.
· The Committee noted that special care would need to be taken to ensure that the line between research and standard practice was clear, in view of the vulnerability of the study population.  The Committee noted the potential raised by the research for stigmatisation of youth with TBI.  

· The Committee noted that the research team was seeking consent to access participants’ future health records, as well as existing records.  This needed to be clear to participants.
· The Committee asked for confirmation of arrangements for collecting ethnicity data.

· The Committee asked for Māori health advocate contact details to be added to the PISCF.

· The Committee noted that the PISCF seemed to give participants a choice about meeting exclusion criteria, and that the consent form did not require a signature from a member of the research team.
Decision 

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

· Please clarify when consent will be sought from participants.  (Ethical Guidelines for Observational Studies, para 6.5-)
· With regard to the PISCF for this study, please:
· add contact details for Māori health advocates

· clarify that consent is sought to access current and future health records

· remove yes/no answers relating to exclusion criteria
· ensure that the consent form requires a signature from a member of the research team. (Ethical Guidelines for Observational Studies, para 6.5-)
This following information will be reviewed, and a final decision made on the application, by the Chair, Mrs O’Connor and Mrs Erick.
	 9  
	Ethics ref:  
	12/NTB/78 

	 
	Title: 
	Whole body vibration exercise & the frail elderly  

	 
	Principal Investigator: 
	Mr Daniel Wadsworth 

	 
	Sponsor: 
	Massey University 

	 
	Clock Start Date: 
	07 December 2012 


Dr Sally Lark 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. 

· Dr Lark noted that the study involved simulated exercise, and could therefore be considered to involve the use of placebo.
· The Committee discussed the adequacy of the explanation of “whole body vibration” in the PISCF.  Dr Lark clarified that whole body vibration involves a vibrating plate, and had been used for astronauts and athletes.  It had recently been used in elderly populations, and the study was about whether it should be extended to the frail elderly.  The goal was to help maintain bone density rather than increase it, during a period of life in which density could decrease by 1% per annum.  The machine would be demonstrated during the consent process.  The Committee queried whether it would be best if the PISCF described or contained a picture of the machine, and whether it should be on the HDEC pro forma.  The consent form should also include consent to have tissue returned, and clarify that consent to records being accessed was mandatory for participants in the study.
· The Committee noted that the PISCF referred to “care homes” rather than “rest homes”.

· The Committee queried whether blood samples would be collected from all participants, or merely those in the sub-study.  Dr Lark clarified that samples would be taken only from the sub-group, to look at biomarkers and vitamin levels.  The Committee noted that unused blood would be able to be returned, and queried whether there was likely to be any left given the number of tests to be run.  Dr Lark clarified that only serum would be used for the tests.
· The Committee noted a relatively high 40% expected drop-out rate.  Dr Lark explained that this was based on previous experience and reflected the frail nature of the study population.

· The Committee noted a slight disparity in the minimum age for recruitment.  Dr Lark clarified that the preference was to recruit above the age of 75, but that the key inclusion criteria were around frailty and loss of function.  The Committee noted that any age cut-off should be consistent across study documentation.

· Dr Lark explained that potential participants would be given a week to decide whether to enter the study in order to allow time to talk to family members, and not to put the frail elderly under pressure to decide.  The Committee queried whether it would be better to extend this time.  Dr Lark agreed that participants could be given at least a week.

· The Committee discussed the extent to which participants in the study could be considered to be vulnerable.

· Dr Lark explained that bone scans would take place at Wellington.  The PISCF could be clearer that participants would be picked up.  The Committee also requested that the applicant check whether the bone scan technician was appropriately certified to administer radiation to humans.
· Dr Lark explained that the approximately 20 participants in the sub-group looking at bone density would be selected randomly.  No stratification would be undertaken.  The Committee noted the risk of bias in this selection, with a risk that less-frail participants would be more likely to be selected.

· The Committee who would be collecting blood.  Dr Lark clarified that it would be herself and Mr Wadsworth, both of who had adequate training.

· The Committee discussed the possibility that whole body vibration could harm the study population.  Dr Lark explained that this was a risk, and that the study would begin at very low intensity.  The Committee suggested that two or three geriatricians be asked to oversee the study to determine whether or not harm was occurring.
Decision 

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

· Please revise the PISCF for this study, taking into account the Committee’s comments during discussion above.  (Ethical Guidelines for Intervention Studies, para 6.22)
· Please confirm that a small number of geriatric specialists will be available to monitor the potential for harm to participants in the study.  (Ethical Guidelines for Intervention Studies, para 6.42-)
· Please confirm that the bone scan technician is appropriately certified to administer ionising radiation to humans.  (Ethical Guidelines for Intervention Studies, para 5.36-)
This following information will be reviewed, and a final decision made on the application, by the Chair, Mrs Gill and Mrs Thompson.
	 10  
	Ethics ref:  
	12/NTB/80 

	 
	Title: 
	A safety and efficacy study of induction therapy with RPC1063

	 
	Principal Investigator: 
	Dr Stephen Inns 

	 
	Sponsor: 
	PPD 

	 
	Clock Start Date: 
	07 December 2012 


Dr Stephen Inns 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 noted that the PISCF was relatively long, used a number of technical terms, and contained reference to US law.  The PISCF could usefully be simplified and lay language used.  Duplication between the main PISCF and that for the extension could also usefully be reduced.
· The Committee queried whether participants’ GPs would be informed of their inclusion in the study as a matter of course.

· The Committee noted that the applicant had indicated that confidentiality would be maintained through “standard procedures”.  Dr Inns confirmed that linked anonymised data would be used in this study.
· The Committee noted that the application did not clarify how long unused samples would be stored for.

· The Committee discussed the need for participants to be provided with a lay summary of the study’s results.  Dr Inns agreed that this would be useful, and explained that this would only be possible for him to provide after publication.
· The Committee discussed whether best treatment would be available after the end of the study.  Dr Inns explained that the picture was complex, given that therapeutic options for those who failed frontline treatments tended to be very expensive and not readily available in New Zealand.  All participants would have access to standard treatment in their local area.  However as this was a phase 2 study there would be no provision for continuing access to the study drug.  The Committee noted that this should be clear in the PISCF.
· Dr Inns confirmed that emergency contact numbers on alert cards would be available 24 hours, seven days a week.

· The Committee noted that the drug diary appeared to indicate a doubling of the dose in week 2 of the study, then halved in week 3 and beyond.  Dr Inns agreed to check this and correct if necessary.
· The Committee noted a potential issue with blinding, in that the PISCF for the main study indicated that participants on placebo appeared to receive fewer visits than those on the study drug.  Dr Inns would check this aspect of the study design and ensure that it was addressed.  The Committee noted that non-responding participants would be offered the study drug after eight weeks, at the primary endpoint, which could also affect the blind.

· The Committee noted the potential issues raised by consent being sought by the treating clinician, Dr Inns.  Dr Inns explained that context was important in this study population, and that his standard practice was to outline all possible choices once frontline therapy failed, including clinical trials, and the relative benefits.  However the very low numbers of specialists involved in this field made it very difficult for consent to be sought by anyone other than the treating clinician, and that he was always upfront about the potential for a conflict of interest to exist for him.
Decision 

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

· Please revise and simplify the PISCF for this study, using lay language rather than technical terms where possible, and remove duplication between the main PISCF and those for sub-studies.  (Ethical Guidelines for Intervention Studies, para 6.22)
· Please respond to the dosing and blinding issues discussed by the Committee, and explain how these aspects of the study are appropriate.  (Ethical Guidelines for Intervention Studies, para 5.4-)
This following information will be reviewed, and a final decision made on the application, by Dr Tanser and Mrs Erick.
	 11  
	Ethics ref:  
	12/NTB/81 

	 
	Title: 
	Short outcome measures validation study 

	 
	Principal Investigator: 
	Associate Professor Sally Merry 

	 
	Sponsor: 
	The University of Auckland 

	 
	Clock Start Date: 
	07 December 2012 


Professor Merry, Dr Karolina Stasiak, and Dr Mathijs Lucassen were 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.

Mrs Erick declared a potential conflict of interest.
Summary of ethical issues

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

· The Committee asked about the duration of therapy in previous studies.  Prof Merry explained that these tended to be 16-20 weeks, which was at the longer end of NZ practice.  Variation in length of treatment was a confounding factor in this study, and more frequent measures were one way of reducing this.  It could also improve the process of giving feedback on patient progress, and improve the information going to clinicians and patients and their families.  This could “keep practice more honest”.
· The Committee discussed whether there was risk to participants in terms of expectation, given weekly measurement.  Prof Merry explained that often progress was made after the first session, and to get better one needed to know what progress was being made.  This was one of the advantages, and allowed for trouble-shooting when progress was slower than expected.  Families in the US had been positive about participating.
· The Committee discussed the recruitment population and target.  Dr Lucasson clarified that the expectation was to recruit 120 participants, including 40 each from Māori and Pacific Island populations.  The locality assessment and cultural processes for the study had not yet been completed.
· The Committee queried the exclusion criteria for the study.  Prof Merry explained that those who needed specific treatment for conditions (eg, psychosis) would be excluded, to exclude the possibility of treatment contaminating results.
· Prof Merry explained that child and adolescent mental health was not being delivered as effectively as possible in New Zealand given the lack of specific training for dealing with this population.  There was a need to train practitioners in current effective therapies.  The idea was to conduct an RCT and roll the results out to the Werry Centre’s workforce development programme.

· Prof Merry clarified that the main goal of the study was to determine whether weekly assessment was acceptable and feasible for the study population.  

· The Committee noted that the CBCL questionnaire was “American”.  Prof Merry clarified that the questionnaire was used for validation, along with the SDQ questionnaire, but that it would not be administered to parents every week.
Decision 

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

	 
	Title: 
	A 12-Week Dose-ranging Study to Evaluate the Efficacy and Safety…

	 
	Principal Investigator: 
	Dr Dean Quinn 

	 
	Sponsor: 
	PPD

	 
	Clock Start Date: 
	07 December 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 the study involved both adolescents and the use of placebo for participants with uncontrolled asthma, and queried the justification for this.  The application did not seem to recognise the vulnerability of this group, and had not tailored informed consent procedures for them.  

· The Committee noted that the treating clinician would be seeking consent, and that this raised some risks around undue inducement to participate.  
· The Committee noted that the PISCF was long, reflecting the intense nature of the study, and was repetitive in places in terms of the procedures to be undertaken. The Committee noted some inconsistency between the PISCF and the advertising posters (e.g. how many clinic visits were required (6 or 10), whether travel costs would be reimbursed, or whether drug would be available after the study).  Most yes/no answers could usefully be removed.  

· The Committee requested confirmation that the emergency contact number would be available 24 hours.

Decision 

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

· Please justify the use of placebo in this study, and explain why it is appropriate for children to be enrolled as participants.  (Ethical Guidelines for Intervention Studies, para 5.22-, para 5.28-, appendix 2)
· Please explain why it is appropriate for the treating clinician to seek consent to participate in this study.  (Ethical Guidelines for Intervention Studies, para 6.6-)
· With regard to the PISCF for this study, please:

· shorten and clarify by reducing duplication

· clarify whether travel costs will be reimbursed

· removed yes/no answers from the consent form

· confirm that the emergency contact number will be available 24 hours
· clearly explain the number of visits that will be involved for participants.  (Ethical Guidelines for Intervention Studies, para 6.22)
This following information will be reviewed, and a final decision made on the application, by the Chair, Mrs O’Connor and Mrs Thompson.
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	Ethics ref:  
	12/NTB/83 

	 
	Title: 
	20120141 Brodalumab Asthma 

	 
	Principal Investigator: 
	Dr Benedict Brockway 

	 
	Sponsor: 
	Amgen Australia 

	 
	Clock Start Date: 
	07 December 2012 


Dr Brockway 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 discussed the study design and powering.  Dr Brockway explained that the study sponsor has designed the protocol, with input from in-house biostatisticians.  The investigator meeting had not yet taken place, so Dr Brockway was unable to provide further detail on power calculations.
· The Committee queried the need to do chest x-rays, which was unusual in an asthma study.  Dr Brockway explained that this was to detect chest exfiltrates, which were a risk with monoclonal antibodies.
· Dr Brockway confirmed that a data monitoring board would be involved in monitoring study data.  The Committee discussed the extent to which the monitor could be considered to be independent, as had been indicated in the application form.
· The Committee discussed the PISCF for this study.  Dr Brockway explained that he had rewritten the document for a NZ audience, and confirmed that the emergency contact number would be available 24 hours a day. 
· The Committee discussed the fact that tissue would be sent overseas for analysis.  Dr Brockway’s understanding was that Amgen’s laboratory was in the US.  The Committee requested clarification as to whether tissue would be sent overseas as part of the sub-studies.

Decision 

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

· Please explain the extent to which the data monitoring board will be independent from the study sponsor and research team.  (Ethical Guidelines for Intervention Studies, para 6.42-)
· Please clarify whether tissue will be sent overseas as part of the sub-studies, and ensure that this is clearly indicated on the relevant PISCFs.  (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, Dr Tanser and Mrs Erick.

General business

1. The Committee noted the content of the “noting section” of the agenda.
2. The Committee discussed the recent meeting of the chairs in Wellington, which had been beneficial.  Chairs were motivated to ensure HDECs were operating consistently and had decided to focus on a number of areas to ensure this was the case.  The four principles approach would be reinforced.  The role of the HDECs would be up-front in all agendas as a reminder of their purpose.  Ethical matters needed to be clearly distinguished from “housekeeping” issues with applications.  Peer review and PISCFs were discussed in some detail.  The Committee discussed the need to clear about what should not be in PISCFs, which were often very long due to sponsor requirements, and supported moving towards expecting the proforma to be used in all cases (or unless there was good reason not to).  
3. The Chair reminded the Committee of the date and time of its next scheduled meeting, namely:

	Meeting date:
	05 February 2013, 12:00 PM

	Meeting venue:
	CEO meeting room
Level 3, Hockin Building, Waikato Hospital, Hamilton 



Mrs Erick tendered apologies for this meeting.

The meeting closed at 5.31pm.
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