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	Committee:
	Northern A Health and Disability Ethics Committee

	Meeting date:
	04 December 2012

	Meeting venue:
	Novotel Ellerslie - Auckland


	Time
	Item of business

	1:00 – 2:00
	Welcome

	
	Confirmation of minutes of meeting of 06 November 2012

	2:00 – 4:30
	New applications (see over for details)

	
	   i 12/NTA/77

  ii 12/NTA/78

  iii 12/NTA/79

  iv 12/NTA/80 - CLOSED
   v 12/NTA/81

	4:30 – 4:45
	General business:

Noting section of agenda

	4:45
	Meeting ends


	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

	Dr Brian Fergus 
	Lay (consumer/community perspectives) 
	01/07/2012 
	01/07/2015 
	Present 

	Ms Susan  Buckland 
	Lay (consumer/community perspectives) 
	01/07/2012 
	01/07/2015 
	Present 

	Ms Shamim Chagani 
	Non-lay (health/disability service provision) 
	01/07/2012 
	01/07/2014 
	Present 

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

	Assoc Prof Wayne Miles 
	Non-lay (intervention studies), Non-lay (health/disability service provision) 
	01/07/2012 
	01/07/2013 
	Present 

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

	Ms Michele Stanton 
	Lay (the law) 
	01/07/2012 
	01/07/2014 
	Present 


Welcome

The Chair opened the meeting at 1:00 pm and welcomed Committee members, noting that no apologies were received.
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 6 November 2012 were confirmed.

New applications 
	 1  
	Ethics ref:  
	12/NTA/77 

	 
	Title: 
	A Study of Patient Preference With Subcutaneous Versus Intravenous Mab 

	 
	Principal Investigator: 
	Dr Samar Issa 

	 
	Sponsor: 
	Roche Products (New Zealand) Limited  

	 
	Clock Start Date: 
	22 November 2012 


Catherine Howie 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. 

· Please clarify how this study design will allow the efficacy, safety and preference to be determined when subjects receive both subcutaneous and intravenous rituximab.
· The study coordinator has clarified the study will not begin prior to Maori Consultation being undertaken at each site. 

· Please clarify why participants will not have continued access to the best-proven intervention once the study is concluded. Please disclose this information in the Participant Information Sheet.
· The Committee requested the following changes to the Participant Information Sheet and Consent Form:

· This PIS looks like a document written by a company and we would suggest a more participant friendly PIS be written by the local researchers who understand the New Zealand participant’s needs.

· In the interest of patient readability include a lay title.

· Page 15 – Not necessary to repeat “your injury is serious and not just temporary”.
· Include information on storage and destruction of tissue samples.

· The wording is quite off-putting with a heavy emphasis on the negative side effects. The committee would suggest also enhancing the positive aspects of the study. 

· Suggested wording on page 1 “…authorisation to use your personal health information; however this information will be kept confidential”.
Decision 

This application was provisionally approved by consensus, subject to the above queries being addressed, and a resubmission of the revised version of the Participant Information Sheet and Consent Form Committee (Ethical Guidelines for Intervention Studies paragraph 6.22).
This following information will be reviewed, and a final decision made on the application, by Professor Miles, Dr Saafi and Ms Buckland. 
	 2  
	Ethics ref:  
	12/NTA/78 

	 
	Title: 
	VERITAS 

	 
	Principal Investigator: 
	Associate Professor Andrew Holden 

	 
	Sponsor: 
	Veniti Inc 

	 
	Clock Start Date: 
	22 November 2012 


Associate Professor Andrew Holden and Helen Knight 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.

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 commended the research team on the application. 
· The Committee noted that data monitoring is to be carried out by independent clinicians.
· The Committee asked whether it would be possible to collect ethnicity data from NZ participants.
· The Committee noted that research coordinators are the first point of contact with participants to avoid potential clinician-patient conflict of interest.
· The Committee requested the following changes to the Participant Information Sheet and Consent Form:

· Suggested wording on page 6: While you have the right to withdraw from this study it is not recommended to withdraw from follow up if you have had the filter placement.

· Lay participants may require an anatomical explanation on the placement of the filter.
Decision 

This application was provisionally approved by consensus, subject to resubmission of revised versions of the Participant Information Sheet and Consent Form taking into account the matters above (Ethical Guidelines for Intervention Studies paragraph 6.22). 

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

	 3  
	Ethics ref:  
	12/NTA/79 

	 
	Title: 
	Petroleum jelly in nose to reduce post-op wound infections 

	 
	Principal Investigator: 
	Dr Eugene Tan 

	 
	Sponsor: 
	None

	 
	Clock Start Date: 
	22 November 2012 


Dr Eugene Tan 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 queried the answer to question p.4.1: “It is very unlikely that Maori patients will develop skin cancer”.  
· The Committee recommended consultation with a Māori research committee.  The committee was also interested in ethnicity evidence.
· The Committees asked the applicant to consider the possibility of participants randomized to Saline using Vaseline instead (non-compliance to the protocol).
· The Committee requested the following changes to the Participant Information Sheet and Consent Form:

· Revisit wording so participants are not led to believe that one course of treatment is better than another.
· Clarify to participants that photos will be taken before and after surgery as part of standard procedure and not as a feature of the trial. 
· Include the protocol flow chart in the PIS.

Decision 

This application was provisionally approved by consensus, subject to resubmission of revised versions of the Participant Information Sheet and Consent Form taking into account the matters above (Ethical Guidelines for Intervention Studies paragraph 6.22). 

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

	 4  
	Ethics ref:  
	12/NTA/80 - CLOSED

	 
	Title: 
	RESPIRE 1 

	 
	Principal Investigator: 
	Dr Stuart Jones 

	 
	Sponsor: 
	Bayer New Zealand Ltd 

	 
	Clock Start Date: 
	22 November 2012 


Cecilia Tong and Catherine Howie 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.

Decision 

This application was provisionally approved by consensus.
	 5  
	Ethics ref:  
	12/NTA/81 

	 
	Title: 
	Multidrug resistant gonorrhoea 

	 
	Principal Investigator: 
	Dr  Stephen Ritchie 

	 
	Sponsor: 
	No sponsor

	 
	Clock Start Date: 
	22 November 2012 


Dr Stephen Ritchie 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 recommended consultation with the university Māori research committee.
Decision 

This application was approved by consensus.
General business

1. The Committee noted the content of the “noting section” of the agenda.
2. The Committee would like to strongly encourage researcher attendance, either in person or by teleconference, as this greatly facilitates the Committee’s discussion.
3. Wayne Miles notified the Committee of his recent appointment to the National Ethics Advisory Committee (NEAC).
4. The Chair reminded the Committee of the date and time of its next scheduled meeting, namely:

	Meeting date:
	12 February 2013, 01:00 PM

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



No members tendered apologies for this meeting.

The meeting closed at 4:45 pm.
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