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		Minutes





	Committee:
	Northern B Health and Disability Ethics Committee

	Meeting date:
	04 June 2013

	Meeting venue:
	CEO Meeting Room, L3, Hocking Building, Waikato Hospital Campus



	Time
	Item of business

	12:00pm
	Welcome

	12:05pm
	Confirmation of minutes of meeting of 07 May 2013

	
	New applications (see over for details)

	12:30-1:00pm
1:00-1:30pm
1:30-1:55pm
1:55-2:20pm
2:20-2:45pm
2:45-3:10pm
3:10-3:35pm
3:35-4:00pm
4:00-4:25pm
4:25-4:50pm
	 i 13/NTB/69
  ii 13/NTB/62
  iii 13/NTB/64
  iv 13/NTB/65
  v 13/NTB/66
  vi 13/NTB/67
  vii 13/NTB/68
  viii 13/NTB/71
  ix 13/NTB/72
  x 13/NTB/73 (CLOSED)

	4:50-5:15pm
	Substantial amendments (see over for details)

	
	 i MEC/08/03/033/AM03

	5:15-5:25pm
	General business:
Noting section of agenda

	5:35pm
	Meeting ends



	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies

	Mr Kerry Hiini 
	Lay (consumer/community perspectives) 
	01/07/2012 
	01/07/2014 
	Present 

	Dr Etuate Saafi 
	Non-lay (intervention studies) 
	01/07/2012 
	01/07/2014 
	Present 

	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 
	Apologies 

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

	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 
	Apologies 

	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 
	Apologies 


Welcome

The Chair opened the meeting at 12:15pm and welcomed Committee members, noting that apologies had been received from Mrs Mary Anne Gill, Mrs Stephanie Pollard, Mr David Stephens and Ms Kerin Thompson.

The Chair noted that fewer than five appointed members of the Committee were present, and that it would be necessary to co-opt members of other HDECs in accordance with the SOPs.  Mr Kerry Hiini and Dr Etuate Saafi confirmed their eligibility, and were co-opted by the Chair as members of the Committee for the duration of the meeting.

The Chair noted that the meeting was quorate. 

The Committee noted and agreed the agenda for the meeting.

Dr Paul Tanser declared a conflict of interest. The Chair and Committee discussed the conflict, concluding Dr Tanser could contribute to and vote on the application.

Confirmation of previous minutes

The minutes of the meeting of 7 May 2013 were confirmed.

New applications 

	 1  
	Ethics ref:  
	13/NTB/69 

	 
	Title: 
	Can Amino Acids in Combination with Exercise Training Improve Glycaemic Control and Cardiovascular Health in Type-2 Diabetics? 

	 
	Principal Investigator: 
	Mr Kim Gaffney 

	 
	Sponsor: 
	Massey University 

	 
	Clock Start Date: 
	29 April 2013 


 
Mr Kim Gaffney and Mr David Rowlands 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 study is a multi-arm randomised intervention study with a sub-study to store and examine human tissue.  
· The Committee noted the participant information sheet was missing from the application.
· Committee requested that for future applications questions regarding ACC cover measures in place for compensation (r.1.8).
· Committee confirmed power of study was statistically sufficient.
· Committee queried whether whey protein drink is commercially available. Researcher clarified it would be made in an internal laboratory and is only used for experimental purposes. 
· Committee suggested researchers confirm SCOTT approval is not required.
· Please clarify whether potential participants have consented to have their health information from the diabetes database screened for study eligibility (p.3.1).
· The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
· Please submit PIS for main study,
· Please ensure the PIS includes where tissue samples are being stored,
· Ensure the main study PIS includes information about tissue banking.

Decision 

This application was provisionally approved by consensus, subject to the following information being received.
· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).
· Please provide evidence of Maori consultation (Ethical Guidelines for Intervention Studies para 4.17).
· Please provide evidence that SCOTT review is not required for protein supplement.

This following information will be reviewed, and a final decision made on the application, by Dr Etuate Saafi and Mr Kerry Hiini.


	 2  
	Ethics ref:  
	13/NTB/62 

	 
	Title: 
	PT003006 A 24 week Efficacy and Safety study of inhaled glycopyrrolate and formoterol fumarate compared to Placebo MDI in individuals with moderate to very severe COPD. 

	 
	Principal Investigator: 
	Dr Dean Richard  Quinn 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	23 May 2013 


 
Dr Dean Richard Quinn 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. 

· Please include location and administrator of x-ray in protocol.
· Please clarify how potential participants will be identified before recruitment (P.2.1).
· Please justify why main study participants receives $100 dollars compensation when sub-study participants receive an additional $200 (P.3.3.1).
· Please explain how a participant can identify swelling or redness of bladder, and how this side effect will be identified by practitioners (PIS pg.12)
· Please explain any risks to the placebo group if standard treatment is withheld (R.1.3 ).
· The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
· Please explain acronyms and revisit some of the technical language (pg.7),
· Please use lay descriptions of side effects (e.g. hypoesthesia).

Decision 

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

· Please submit SCOTT approval.
· Please provide evidence of Maori consultation (Ethical Guidelines for Intervention Studies para 4.17).
· Please amend the information sheet and consent form, 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 Secretariat.


	 3  
	Ethics ref:  
	13/NTB/64 

	 
	Title: 
	SUDDICU inception cohort study 

	 
	Principal Investigator: 
	Dr Paul Young 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	16 May 2013 


 
Dr Paul Young 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. 

· Study is to source data for future intervention studies.
· The Committee discussed the option of approaching family members to gain consent for accessing data. The Committee concluded that seeking consent would cause undue distress, as it would not result in change of current treatment.
· Please clarify which ‘trial topical intervention drugs’ are referred to, as this is an observational study (F.2.1).
· In future applications please include benefits for Maori (P.4.1).

Decision 

This application was approved by consensus.


	 4  
	Ethics ref:  
	13/NTB/65 

	 
	Title: 
	A randomized, double blind, placebo controlled, dose ranging study to evaluate dupilumab in patients with moderate to severe, uncontrolled asthma. 

	 
	Principal Investigator: 
	Prof Richard  Beasley 

	 
	Sponsor: 
	Sanofi-Aventis Australia Pty Ltd. 

	 
	Clock Start Date: 
	23 May 2013 


 
Mark Holiday and Irene Braithwaite 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. 

· Please submit SCOTT review.
· Committee discussed the risks for participants.
· Please submit evidence of Maori consultation.
· The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
· Please explain what a placebo is for lay participants.

Decision 

This application was approved by consensus.


	 5  
	Ethics ref:  
	13/NTB/66 

	 
	Title: 
	AAA study 

	 
	Principal Investigator: 
	Dr David Squirrell 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	23 May 2013 


 
Dr David Squirrell 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. 

· Please proof read future applications and ensure lay language is used.
· Please clarify recruitment processes from private practice (P.3.1).
· Please clarify if study drug and medical review being provided for free from private practice or just participants from DHB.
· Please ensure private practice does not bill participants for study procedures.
· Please ensure data is stored for 10 years (R.2.5).
· Please clarify if samples will be kept from the study (pg.13 of PIS).
· The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
· Make study drug availability and cost after the trial explicit,
· Add ‘Deaf’ as a language,
· Remove statement concerning Health and Disability Ethics Committee having 			access to medical records (pg.13),
· Please make medicines that are not permitted explicit (pg.7).

Decision 

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

· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).
· Please provide a covering letter clarifying the requests above.

This following information will be reviewed, and a final decision made on the application, by Mrs Raewyn Sporle and Mrs Kate O’Connor.


	 6  
	Ethics ref:  
	13/NTB/67 

	 
	Title: 
	The effect of statins on circulating concentrations of NTproCNP 

	 
	Principal Investigator: 
	A/Prof Richard Troughton 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	23 May 2013 


 
Associate Prof Richard Troughton 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. 

· The Committee noted the application was well written.

Decision 

This application was approved by consensus.


	 7  
	Ethics ref:  
	13/NTB/68 

	 
	Title: 
	A Study to collect blood biomarker samples from patients with Chronic Hepatitis B who received treatment with Pegasys (Peginterferon Alpha-2a) ±Nucleo(s)tide Analogue 

	 
	Principal Investigator: 
	Prof Edward Gane 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	23 May 2013 


 
Faye Manu 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. 

· Study involves collecting a blood sample from 12 patients to analyse the patient genome type and any potential relationship present with study drug from previous trial.
· Committee queried risks involved for participants. Mrs. Manu confirmed there is no further treatment or intervention, just a blood sample to further analyse impact of previous study.
· Please submit evidence of Maori consultation.
· The Committee noted indemnity letter expires 31 May 2013. Please renew indemnity for Dr. Gane and submit new certificate. 
· The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
· Please add option for participants to receive study results in lay,
· Please change consent to inform GP about study involvement to a yes/no,
· Please make it clear who can access participant medical information.

Decision 

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

· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).
· Please provide evidence of Maori consultation (Ethical Guidelines for Intervention Studies para 4.17).

This following information will be reviewed, and a final decision made on the application, by Dr Etuate Saafi and Mrs Kate O’Connor.


	 8  
	Ethics ref:  
	13/NTB/71 

	 
	Title: 
	A Study to Evaluate Cardiovascular Outcomes in Patients with Type 2 Diabetes Treated with ITCA 650 

	 
	Principal Investigator: 
	Dr John Baker 

	 
	Sponsor: 
	Quintiles Pty Limited 

	 
	Clock Start Date: 
	23 May 2013 


 
Dr John Baker and Rose Clark 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. 

· Please ensure the patient contact card number is 24/7.
· Make it explicit in CF that GP will be informed of study involvement.
· Researcher clarified that study device has not been used overseas and that the study drug is not available in New Zealand. Committee suggested making this clear to participants.
· Committee confirmed there is no monetary cost to participants to have device installed.
· The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
· Include information about sample destruction after the study in CF (pg.11),
· Make it explicit that GP will be informed of study involvement,
· Please remove reference to US law (pg.17),
· Be explicit about inclusion conditions ‘why am I invited to take part’. (page 3),
· Remove contact by social media,
· Be explicit about ways participants will be followed up and frequency of follow up.

Decision 

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

· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).
· Please provide evidence of Maori consultation (Ethical Guidelines for Intervention Studies para 4.17).
· Please submit SCOTT review.

This following information will be reviewed, and a final decision made on the application, by Mr Kerry Hiini and Mrs Kate O’Connor.


	 9  
	Ethics ref:  
	13/NTB/72 

	 
	Title: 
	Non high risk chest pain patients are safe for discharge  

	 
	Principal Investigator: 
	Dr Andrew Munro 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	23 May 2013 


 
Dr Tom Jerram 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 study is tracking outcomes of patients’ experiences in a formal way.
· There is no deviation from standard practice.
· Please collect ethnicity data (P.4.5).

Decision 

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

· Please submit the Patient information sheet.

This following information will be reviewed, and a final decision made on the application, by Secretariat. 


	 10  
	Ethics ref:  
	13/NTB/73 (CLOSED)

	 
	Title: 
	A study to determine if adding canagliflozin to metformin therapy iseffective, safe and well tolerated in patients with Type 2 Diabetes Mellituswho are unable to control their blood sugar with die 

	 
	Principal Investigator: 
	Dr  Michael  Williams 

	 
	Sponsor: 
	Janssen-Cilag (New Zealand) Ltd 

	 
	Clock Start Date: 
	23 May 2013 


 
Dr Michael Williams 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.

Decision 

This application was provisionally approved by consensus


Substantial amendments

	1  
	Ethics ref:  
	MEC/08/03/033/AM03 

	 
	Title: 
	The Synergism Or Long Duration (SOLD) Study 

	 
	Principal Investigator: 
	Dr Vernon Harvey 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	09 April 2013 


 
Dr Vernon Harvey was not present for discussion of this amendment.

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. 

· Committee discussed the options for informing the participants in the trial of the protocol deviation.
· Committee recommended informing the affected participants in a face to face meeting before their next scheduled check-up.
· It was suggested that researchers offer a further scan to ease undue stress. 
· It is important to allow patients to ask questions during this consult.

Guidance will be communicated to Researchers by Secretariat. 

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:
	02 July 2013, 12:00 PM

	Meeting venue:
	Novotel Ellerslie, 72-112 Greenlane Rd East, Ellerslie, Auckland



	The following members tendered apologies for this meeting.

3. Problem with Last Minutes

[bookmark: _GoBack]The minutes of the previous meeting were agreed and signed by the Chair and Co-ordinator as a true record.

The meeting closed at 3.47pm
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