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	Committee:
	Northern B Health and Disability Ethics Committee

	Meeting date:
	05 March 2013

	Meeting venue:
	Waipuna Conference Centre - Auckland


	Time
	Item of business

	12:00 pm
	Welcome

	
	Confirmation of minutes of meeting of 05 February 2013

	12:30-3:30 pm
	New applications (see over for details)

	
	    i 13/NTB/19

   ii 13/NTB/20

  iii 13/NTB/23

  iv 13/NTB/24 - CLOSED
   v 13/NTB/25

  vi 13/NTB/26

	3:30 – 4:00 pm
	General business:

Noting section of agenda

	4:00 pm
	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 

	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 12:00 pm 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 5 February 2013 were confirmed.

New applications 
	 1  
	Ethics ref:  
	13/NTB/19 

	 
	Title: 
	A Study to Test if Ibrutinib is Safe and Works Well in Patient's with Certain Types of Leukaemia 

	 
	Principal Investigator: 
	Dr W. Nigel Patton 

	 
	Sponsor: 
	Pharmacyclics Inc 

	 
	Clock Start Date: 
	21 February 2013 


The CI was not 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.

Ms. Kerin Thompson declared a potential conflict of interest. The Committee did not require Ms. Thompson to leave the meeting room nor to abstain from the discussion.
Summary of ethical issues
The main ethical issues considered by the Committee were as follows. 

· The Committee strongly encourages the researchers to attend the meeting either in person or via teleconference as this helps clear up many questions that arise on the day. 
· For future applications please keep in mind that the plain brief summary in a1.5 and b.1.1 of the application form should be in lay language. It is essential that lay members of the Committee understand the information provided in the application form.
· The Committee queried the reference to melanoma disease in r.1.1 in the application form.

· The Committee discussed the answer provided to r.1.6 in the application form and reminds the researchers that the study should not be terminated simply for reasons of commercial interest (Ethical Guidelines for Intervention Studies para 6.65).

· The Committee discussed the open label and single arm nature of the study and the lack of placebo control. Please clarify how safety and efficacy particularly will be measured without a control group.
· Please provide a summary of the animal studies of Ibrutinib and the results of the preceding clinical trials involving 250 participants. 

· Pharmacyclics currently has five phase III studies underway for Ibrutinib. Please clarify how this study fits in with the study programme for this compound.
· The Committee requests a separate Participant Information Sheet and Consent Form is provided for opting into the pharmacogenomic research sub study, rather than the opting out option currently proposed.
· Please provide a current MPS certificate.
· Please provide evidence of independent scientific and biostatistical review to support the proposed study design.

· The Committee does not consider it appropriate for clinical trial coordinators to review study data to ensure participant safety (r.2.1.1).

· It is possible that tests performed before and during the study might produce findings that are unexpected and significant for participants, such as a diagnosis of hepatitis (r.4.1). Please clarify how this will be addressed.

· Please address conflicts of interest that may arise between the study doctors and participants, and explain how these will be mitigated.
· Specify how this study will contribute to reducing inequalities between different populations in New Zealand (f.1.2).
· Trial results must be made available to participants in plain English/lay terms (p.2.7 and p.2.9).

· Please confirm how new information that becomes available during the study will be communicated to participants (not after analysis as per answer in p2.7).
· The Committee requested the following changes to the Participant Information Sheet and Consent Form:
· please ensure lay language is used throughout and unnecessary repetition is removed to reduce the length,
· define what PK means (page 10),
· remove statement on page 18 “you and/or your insurance company will have to pay for…standard of care”, as this is not relevant to New Zealand,
· include contact details for the study team (this number must be available 24 hours),

· include Māori health support contact details,
· specifically note the warning about increased risk of bleeding and state that participants must notify study doctors of any scheduled medical or dental procedures,
· provide further information about previous animal studies and the significant risks and side effects found,
· inform participants that a phase I trial has been conducted and provide conclusions of this study,
· full disclosure of the reason for the absence of a placebo cohort and double blinding as well as the risks of this trial design should be included.

Decision 

This application was provisionally approved by vote, with five members for and two against, subject to the following information being received. 

· Please provide evidence of independent scientific and biostatistical review to support the proposed study design (Ethical Guidelines for Intervention Studies para 5.11). Clarify how the results of the preceding clinical trials informed the design of this study, how safety and efficacy will be measured without a control group and how this trial fits in with the study programme for this compound.
· Please provide a current MPS certificate (Standard Operating Procedures for Health and Disability Ethics Committees para 40.4.7).
· Please clarify how participants will be informed of any clinically significant abnormal laboratory results or clinical observations that develop or are detected during the course of the study (Ethical Guidelines for Intervention Studies para 6.69). 
· Please address conflicts of interest that may arise between the study doctors and participants, and explain how these will be mitigated (Ethical Guidelines for Intervention Studies para 6.3). 
· Specify how this study will contribute to reducing inequalities between different populations in New Zealand (Ethical Guidelines for Intervention Studies para 4.6). 
· Please confirm how new information that becomes available during the study will be communicated to participants (not after analysis as per answer in p2.7) Ethical Guidelines for Intervention Studies para 7.13).
· Please amend the information sheet and consent form for participants, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).

· Provide a separate Participant Information Sheet and Consent Form for opting into the pharmacogenomic research sub study (Guidelines for the Use of Human Tissue for Future Unspecified Research Purposes).
This following information will be reviewed, and a final decision made on the application, by Paul Tanser, Kerin Thompson, Stephanie Pollard and Kate O’Connor.
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	Ethics ref:  
	13/NTB/20 

	 
	Title: 
	FENICE trial 

	 
	Principal Investigator: 
	Mrs Rachael  Parke 

	 
	Sponsor: 
	None

	 
	Clock Start Date: 
	21 February 2013 


The CI was not 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. 

· It is noted that the study is observational only. 

· The Committee queried the decision to not seek consent from all participants for the collection of health data. Please clarify if data will be collected in real time or retrospectively. Provide justification for not seeking consent at a later time when participants are conscious. This is not clear from the application (p.1.6). The committee are interested in understanding the consent process used in ICU in such instances. 
· The Committee requires evidence of adequate peer review by the ECCRN or similar.
Decision 

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

· Please provide evidence of adequate peer review (Ethical Guidelines for Observational Studies para 5.8).
· Please provide justification for not seeking consent (Ethical Guidelines for Observational Studies para 6.42).
This following information will be reviewed, and a final decision made on the application, by Stephanie Pollard and Kate O’Connor. 
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	Ethics ref:  
	13/NTB/23 

	 
	Title: 
	Walking up and down ramps in children with CP 

	 
	Principal Investigator: 
	Miss Meghan Edmonston 

	 
	Sponsor: 
	AUT University 

	 
	Clock Start Date: 
	21 February 2013 


The CI was not 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.

Kate O’Connor declared a potential conflict of interest. The Committee did not require Ms. O’Connor to leave the meeting room nor to abstain from the discussion.
Summary of ethical issues
The main ethical issues considered by the Committee were as follows. 

· Please clarify how the control group will be recruited.
· The Committee queried where Miss Edmonston will be located (Australia or New Zealand). If the CI is not located in New Zealand it is more appropriate for a NZ-based investigator to adopt the responsibilities of the Coordinating Investigator to oversee the study.
· Please provide the conclusions of peer review by the ACGAS Research Meeting.
· Please update the Committee on the outcome of the February 14 meeting with the Māori Research Facilitation Committee. 

· Please address conflicts of interest that may arise between the co-investigators and participants during recruitment, and explain how these will be mitigated (r.5.6).
· The Committee requested the following changes to the Participant Information Sheet and Consent Form:
· include the lay study title in the footer,
· recommend the design and wording of the Child Consent Form is modified to make it age-appropriate and more appealing to children.
Decision 

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

· Please clarify if the CI will be located in New Zealand (Standard Operating Procedures for Health and Disability Ethics Committees para 36).
· Please provide evidence of adequate peer review (Ethical Guidelines for Observational Studies para 5.8).
· Please amend the information sheet and consent form for participants, taking into account the suggestions made by the Committee (Ethical Guidelines for Observational Studies para 6.12).
This following information will be reviewed, and a final decision made on the application, by Kerin Thompson and Mary-Anne Gill.
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	Ethics ref:  
	13/NTB/24 

	 
	Title: 
	MK-3475 vs Ipilimumab for advanced Melanoma 

	 
	Principal Investigator: 
	Dr Bernie Fitzharris 

	 
	Sponsor: 
	Pharmaceutical Company 

	 
	Clock Start Date: 
	21 February 2013 


The CI was not present for discussion of this application.
This application was reviewed in a closed meeting and was provisionally approved by consensus.
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	Ethics ref:  
	13/NTB/25 

	 
	Title: 
	A Phase 2 Randomized, Double Blind, Placebo Controlled, Parallel Arm Study to Investigate the Efficacy and Safety of Inhaled Laninamivir Octanoate TwinCaps® Dry Powder Inhaler in Adults 

	 
	Principal Investigator: 
	Prof Murray Barclay 

	 
	Sponsor: 
	Quintiles Pty Limited Acting on behalf of Biota Sc 

	 
	Clock Start Date: 
	21 February 2013 


Matt Kepple was present via 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. 

· Please provide a current MPS certificate.
· The Committee queried if interpreters would be made available for participants. Mr Kepple clarified that questionnaires will only be provided in English, so non-English speaking participants will be excluded on this basis.

· The Committee discussed the answer provided to r.1.6 in the application form and reminds the researchers that the study should not be terminated simply for reasons of commercial interest (Ethical Guidelines for Intervention Studies para 6.65).

· Please clarify the independence of the Data Monitoring Committee.

· The Committee asked for clarification of the primary reasons for having a higher dose (80mg) in the study – was it to determine if Caucasians had a higher therapeutic dose; why is it thought the therapeutic dose might be higher in Caucasian than Japanese patients; was there to be stratification for ethnicity; and how the Caucasian question might be answered considering New Zealand has a multi-ethnic population. Mr Kepple confirmed that the study was not stratifying for ethnicity.
· The Committee queried the answer provided to f.1.1 in the application form. Mr Kepple clarified that this study will not actively contribute to the reduction of inequalities, and no ethnicity data will be collected.
· The Committee requested the following changes to the Participant Information Sheet and Consent Form:
· include exclusions (lactose intolerance, asthma etc.),
· clearly outline what flu medication can and cannot be taken during the study,
· include contact details for the study team,
· remove reference to pharmacokinetic sub-study.
Decision 

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

· Please provide a current MPS certificate (Standard Operating Procedures for Health and Disability Ethics Committees para 40.4.7).

· Please clarify the independence of the Data Monitoring Committee (Ethical Guidelines for Intervention Studies para 6.53).
· Please amend the information sheet and consent form for participants, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).
This following information will be reviewed, and a final decision made on the application, by Kate O’Connor and Maliaga Erick. 
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	Ethics ref:  
	13/NTB/26 

	 
	Title: 
	Asthma Health Literacy  

	 
	Principal Investigator: 
	Mrs Bernadette Jones 

	 
	Sponsor: 
	The Asthma Foundation 

	 
	Clock Start Date: 
	22 February 2013 


Mrs Bernadette Jones and Dr Tristram Ingham 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 requested a Participant Information Sheet for parents/caregivers be provided.

· The Committee recommends the design and wording of the Child Consent Form be modified to make it more appealing to Māori children.
Decision 

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

· Please provide a Participant Information Sheet for parents/caregivers (Ethical Guidelines for Observational Studies para 6.12).
This following information will be reviewed, and a final decision made on the application, by Maliaga Erick. 
General business

1. The Committee noted the content of the “noting section” of the agenda.
2. The following standing conflicts of interest were recorded:

· Dr Paul Tanser – conflict with Roche studies.
· Ms. Kerin Thompson – conflict with studies from ADHB oncology department.

· Mrs Kate O’Connor – conflict with studies from AUT University.

3. The Committee provided suggestions for improving the PIS/CF template. This is to be raised by Raewyn at the upcoming Chair’s meeting:

· timing for consent process removed (x minutes),
· include interpreter boxes,
· lay title to be at the top rather than in the footer,
· example wording for scientific terms to be provided in the form of an appendix,
· sub studies to be addressed in a separate consent form,
· repetition of tests at every visit to be avoided,
· include Māori support contact details,
· investigator contact details must include a NZ number,
· raise question of insurance statement (please confirm if required),
· cost / reimbursement as a separate section,
· include specific consent clauses, such as consent to inform GP, personal responsibility to ensure birth control, interested in study results, etc.
4. The Chair reminded the Committee of the date and time of its next scheduled meeting, namely:

	Meeting date:
	02 April 2013, 12:00 PM

	Meeting venue:
	CEO meeting room, Level 3, Hockin building, Waikato Hospital Campus



No members tendered apologies for this meeting.
The meeting closed at 3:00 pm.
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