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	Committee:
	Northern B Health and Disability Ethics Committee

	Meeting date:
	02 April 2013

	Meeting venue:
	CEO Meeting Room, Level 3, Hocking Building, Waikato Hospital Campus


	Time
	Item of business

	12 noon
	Welcome

	12.10pm
	Confirmation of minutes of meeting of 05 March 2013

	
	New applications (see over for details)

	
	  i 13/NTB/33

  ii 13/NTB/34

  iii 13/NTB/35

  iv 13/NTB/36

  v 13/NTB/37

  vi 13/NTB/38

	4.30pm
	General business:

· Noting section of agenda

	4.45pm
	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 
	Present 

	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 12.05pm and welcomed Committee members, noting that there were no apologies.

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 March 2013 were confirmed.

New applications 
	 1  
	Ethics ref:  
	13/NTB/33 

	 
	Title: 
	Unpasteurised milk: protective for allergies and asthma? 

	 
	Principal Investigator: 
	Prof Jeroen Douwes 

	 
	Sponsor: 
	Massey University 

	 
	Clock Start Date: 
	21 March 2013 


Dr Jeroen Douwes 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 application was a pleasant read.

· The committee noted that section P1-P3.3, R.1-R.2 of the application were missing as the researcher ticked NO to question D of the screening questions when it should have been YES, as participants are being recruited. Please provide answers to these sections.
· Dr Douwes clarified that the minimum age group was 6 years for some procedures, such as lung function and exhaled NO tests, but questionnaires and skin prick tests would be completed for all children up to 18 years.
· The committee queried if a toddler was found to be drinking raw milk and the family was also part of the study, will this be included in the study? Dr Douwes confirmed that some, but not all data would be collected, as some procedures such as lung function tests were technically difficult in this age group. 
· For families who have had non pasteurised milk, is the period of time a factor in the study? (B2.1), 
· The committee asked if all cattle in NZ are tuberculin and brucellosis tested.
· The committee queried why identifiable data will be stored after the study has ended (R2.4) Dr Douwes clarified that data is potentially identifiable.

· The Committee requested the following changes be made to the Participant Information Sheet and Consent Form:

· more information needed about blood samples and that participants have the right to withdraw consent for the use of their  samples,
· please provide more information about the future unspecified use of blood samples,
· please delete ‘do not wish’ to participate in the study in the Consent Form,
· please add the risks of the procedures,
· please be consistent throughout with the use of terminology in all Participant Information Sheets and cover letters to participants. 
· please refer to the correct ethics committee, the Northern B Health and Disability Ethics Committee, in all instances.
Decision 

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

· 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 Mary Anne Gill and Paul Tanser.
	 2  
	Ethics ref:  
	13/NTB/34 

	 
	Title: 
	Advance Care Planning and Intellectual Disability 

	 
	Principal Investigator: 
	Ms S Brandford 

	 
	Sponsor: 
	IHC NZ Inc 

	 
	Clock Start Date: 
	22 March 2013 


Nic McKenize 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. 

· A very well presented application.

· The researcher clarified who the advisory group of external members were and how conflicts of interest will be handled.
· The committee identified that there may be some ethical dilemmas balancing the confidentiality requirements with issues of safety or legality (in question A.1.6 of the application) and the researchers described how these will be addressed.
· The committee queried how many people are being recruited and if family/whanau and support teams are included? Ms McKenzie stated it would be difficult to estimate, but the researchers were hoping to interview as many family/support people as possible. 
· The committee queried if ‘guardian’ includes power of attorney holders?

· The committee discussed the exclusion criteria, if the family says no and the participant says yes (F.2.1). Mrs McKenzie informed the committee that any disagreements will be looked at very closely and reasons noted.

· The committee queried why data generated will be unavailable for future research.
· R2.1.1 – The committee suggests information is kept on why participants are declining to participate in the study (i.e., screening logs).
· The Committee requested the following changes be made to the Participant Information Sheet:

· include the word support workers (first line of page 2 of the consent form),
· please include a toll free number for participants under “Complaints”,
· please state the correct Ethics committee.
Decision 

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

· Please amend the information sheet 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 Mali Erick and David Stephens.
	 3  
	Ethics ref:  
	13/NTB/35 

	 
	Title: 
	MRDR 

	 
	Principal Investigator: 
	Dr Hilary Blacklock 

	 
	Sponsor: 
	Monash University 

	 
	Clock Start Date: 
	22 March 2013 


Dr Hillary Blacklock was not present in person or 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 has strong concerns about the consent process, these include but are not limited to the following:

· the committee prefers the opt-in consent option rather than the opt-out option currently proposed (NEAC Guidelines for Intervention Studies Section 6),

· justify why an opt-in consent will not work for a New Zealand registry,

·  please clarify whether relatives will be providing informed consent as per the application (P1.5),
· how and when will patients ‘opt out’ of the registry if they have not consented,
· how will long term follow up be maintained in the absence of consent,
· at what point do the patients become aware they are in the registry?
· do the treating physicians need to consent to the patient’s records being put in the registry?
· The committee would like clarification on question C of the application form. Is this an observational study or a registry?

· In the registry how will the patients be identified?  Will it be by name or by NHI number?

· When patient data is entered into the registry how do you avoid doctor/patient confidentiality compromise?

· The long term sustainability of the registry is unclear; please clarify if more participants will be entered after the initial 90 participants. How long will follow up be?

· Will the aims stated in question A1.5 of the application form be met through entering 90 participants from New Zealand?

· The Committee requested the following changes be made to the Participant Information Sheet:

· please include a toll free number for New Zealand,
· please provide New Zealand specific contact details, including telephone numbers, and email address.
Decision 

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

· Please amend the information sheet for participants, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies, para 6.22).

· Please address the committee’s concerns about the consent process. (Ethics Guidelines for Interventions, Section 6).
This following information will be reviewed, and a final decision made on the application, by the full committee.
	 4  
	Ethics ref:  
	13/NTB/36 

	 
	Title: 
	Cultural Adaptation of the QPS Battery and GICS 

	 
	Principal Investigator: 
	Ms Karen Hayman 

	 
	Sponsor: 
	

	 
	Clock Start Date: 
	22 March 2013 


Ms Karen Hayman 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. 

· The committee noted this was an excellent application.

· Please change the lay title.
Decision 

This application was approved by consensus.

	 5  
	Ethics ref:  
	13/NTB/37 

	 
	Title: 
	The effect of BCL2, BCL 6, and MYC expression, copy number and rearrangements by FISH and IHC on Event free survival and Overall survival in patients with de novo Diffuse large B-cell lymphoma. 

	 
	Principal Investigator: 
	Dr Samar Issa 

	 
	Sponsor: 
	

	 
	Clock Start Date: 
	22 March 2013 


Dr Samar Issa was not present in person or 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 would like clarification whether there are treatment or management implications for the 74 patients receiving IHC or FISH testing at this time.

· The committee queried if the existing consent for the tumour block testing covered this additional testing.
· Please explain what the routine block storage and handling procedures are. (R.3.7)
Decision 

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

· Please provide a cover letter addressing the committee’s queries listed above (bullet points 1-3).

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

	 6  
	Ethics ref:  
	13/NTB/38 

	 
	Title: 
	The effects of non-invasive brain stimulation on chronic arm pain 

	 
	Principal Investigator: 
	Dr Gwyn Lewis 

	 
	Sponsor: 
	AUT University 

	 
	Clock Start Date: 
	22 March 2013 


David Rice 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.

Ms Kate O’Connor declared a potential conflict, and the committee decided Ms O’Connor could participate in the discussion.

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

· The committee noted this was a very well presented application.

· Page 11 of the grant application doesn’t include an 8-week evaluation – the researcher confirmed there was an 8 week evaluation, as described in b.2.1. 
· The committee noted that the researcher will not be notifying the pain service of their patient’s participation in the study and discussed whether this was appropriate. Mr Rice noted he had received advice for previous research projects, to not notify the pain service.
· There is a risk of neuronal hyperexcitablity of the brain tissue. Please explain in lay language what this means in the PIS.

· Please clarify what is the delay between the study finishing and offering patients on sham stimulation the real brain stimulation. The offer on page 2 of the PISCF conflicts with page 4: “At the end of the study we will not give you any further brain stimulation”.  Mr Rice confirmed the offer would be made only to the receivers of sham stimulation once the study was complete, and if the results of brain stimulation were positive. 
· The committee noted that the ‘anonymous box’ was ticked when the ‘potentially identifiable box’ should have been ticked. (R.2.4)
· Please send through the advertisements for the committee to look at (P.3.1). The researcher confirmed this would be advertised via the Community Newspapers.
· The Committee requested the following changes be made to the Participant Information Sheet:

· please include the correct HDEC committee,
· please include a paragraph justifying the use of brain stimulation to treat pain,
· please use lay language,
· please clarify the sessions the participant needs to attend in time order; a flow chart could be used, for example (page 2).
Decision 

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

· Please amend the information sheet 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 David Stephens and Kerin Thompson
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:
	07 May 2013, 12:00 PM

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



The following members tendered apologies for this meeting.

· David Stephens (not available on TC)

The meeting closed at 3.50pm.
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