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	Committee:
	Northern B Health and Disability Ethics Committee

	Meeting date:
	29 August 2012

	Meeting venue:
	Novotel Ellerslie


	Time
	Item of business

	12.45pm
	Welcome

	12.50pm
	Confirmation of minutes of meeting of 01 August 2012

	1.15pm
	New applications (see over for details)


	1.15-1.45pm
	i 12/NTB/10 

	1.45-2.15pm
	ii 12/NTB/12 

	2.15-2.45pm
	iii 12/NTB/13 

	2.45-3.15pm
	iv 12/NTB/14 

	3.15-3.45pm
	v 12/NTB/15 

	3.45-4.15pm
	vi 12/NTB/16 

	4.15-4.45pm
	vii 12/NTB/17 


4.50pm
	
	General business:

Noting section of agenda

	5pm
	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 
	Via TC

	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 
	Apologies 

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


Welcome

The Chair opened the meeting at 12.45pm and welcomed Committee members, noting that apologies had been received from Dr Paul Tanser and 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 1 August 2012 were confirmed.

New applications 
	 1  
	Ethics ref:  
	12/NTB/10 

	 
	Title: 
	RITAZAREM 

	 
	Principal Investigator: 
	Dr  Janak  de Zoysa 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	17 August 2012 


Dr Janak de Zoysa 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. 

· Informed consent easy to understand, reasonable page length.
· The researcher will add a paragraph to point 17 of the Participant Information Sheet about Renal Biopsy.

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

· The interpreter box needs to be filled out by the participant, a bit confusing, please remove.
· Page 2 - Please add that the GP will be informed.
· Page 10, Point 17 - clarify exactly which samples are mandatory and which are optional?  Please add the sentence – ‘extra blood tests will be taken for the purpose of this study at scheduled visits’.
· Paragraph 16, please delete the word ‘Awhina’ and change the committee to Northern B Health and Disability Ethics Committee in all parts of the documents.
· Page 7 of 11 – 1st sentence of Paragraph 3 to be typed in BOLD.
· Please include about the access to the drug, participants need to know that the drug will not be available following this trial. Standard treatment will be continued as required.
· Paragraph 19 please clarify the reference to the UK.
· English as a second language, how will you address this?

· Compensation Arrangements - There is no reference to ACC in the Participant Information Sheet. The researcher will add a statement of compensation. Maybe it could sit as number 16.

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 Kerin Thompson and Maliaga Erick.
	 2  
	Ethics ref:  
	12/NTB/12 

	 
	Title: 
	Azithromycin Bronchiolitis Interventional Study 2 (ABIS2) 

	 
	Principal Investigator: 
	Dr Catherine Byrnes 

	 
	Sponsor: 
	Menzies School of Health Research 

	 
	Clock Start Date: 
	17 August 2012 


Charmaine Mobberley and Dr Catherine Byrnes 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. 

· Researcher has informed the committee that the ADHB has accepted Maori consultation. Researcher to send through to HDECs.
· Researcher to provide pictorial flipchart referred to in the application, adapted for NZ setting.
· Researcher clarified what the process is on ‘emergency un-blinding’ and confirmed that an office hours only process exists but does not compromise emergency treatment if required.

· Researcher clarified that, although patient information states reimbursement will be given it is highly unlikely that patients will incur any additional costs with NZ as they are within hospital and then will receive home visits

· Researcher confirmed that within NZ this will be done via telephone contact and review of medical notes

· Consent Process – The researchers confirmed that parents would have 1-3 days to consider participation.

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

· Please change all documents to read Northern B Health and Disability Ethics Committee.

· Consent Form collects addresses – confirm how the mailing list managed and de-identified?

· A bit difficult to follow, maybe change to a more user friendly version. It was acknowledged that utilising the pictorial flipchart may be helpful.
· ‘States there are no problems taking this antibiotic’, please remove this statement and refer to comprehensive list of side effects as per protocol (page 29) or Data Sheet, including abdominal pain and allergic reaction.
· Interchangeably uses terms ‘control’ and ‘placebo’, please use one term and define. Please make explicit that some participants will only receive placebo.
· Please state that the medication is a syrup taken orally.

· Must state that there is no continued access to drug at the end of the trial.

· Page 2 – Please explain that participants should sign the consent form only if they agree to participate.

· Page 26 of the Protocol, includes recording of a video of the child’s chest, please include this requirement in the information sheet.
· Please provide a cover letter addressing the committee’s queries in the application form.

· B1.1 – What is the risk that short term use of azithromycin may itself induce macrolide resistance? The researcher agreed to insert a paragraph acknowledging a potential/hypothetical risk.

· B2.1 – The description of the 3 cohorts lack detail, but was better detailed in the protocol.
· R2.3 and 2.4 –Please confirm data will be de-identified and how?

· R2.1.1 – Clarify how the research staff will confirm eligibility reviewing computerised records
· Please provide a cover letter addressing the committee’s queries in the protocol.
· Section 1.4.1 – Clarification in the protocol acknowledging that New Zealand standard treatment protocols will be used within Starship Hospital.

· Section 1.5 – There is some ambiguity between the application and the Protocol in terms of timing of interim analysis and DSMB meetings. Please clarify and for interest please confirm current recruitment rate.
· P4 – Protocol guidelines. There is no point of reference to the HRC guidelines on research involving Maori. Please insert.
· Section 14.9 – “States ‘patients will receive better clinical management’…” Please remove this statement or amend in light of the clarification the researcher provided to state ‘patients will receive increased clinical follow up’.
· Section 15.6 and 7 – These sections are not in accordance with NZ HDEC Standard Operating Procedures. Please include a statement that, within NZ, protocol violations and deviations will be dealt with according to NZ HDEC requirements. Please ensure you are familiar with the requirements contained within the HDEC Standard Operating Procedures July 2012, Sections 11 and 12 (Section 32 of the Standard Operating Procedures)
· Please provide the full ACC statement (Section 32 of the Standard Operating Procedures)
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).
· Please provide a cover letter addressing the committee’s queries regarding the application form.

· Please provide a cover letter addressing the committee’s queries regarding the protocol. (Ethical Guidelines for Intervention Studies Section 5)
This following information will be reviewed, and a final decision made on the application, by Stephanie Pollard and Raewyn Sporle.
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	Ethics ref:  
	12/NTB/13 

	 
	Title: 
	A Study of SCH900353 in Patients with Advanced Cancer 

	 
	Principal Investigator: 
	Dr  Peter  Fong  

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	17 August 2012 


Dr Peter Fong 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.

Kerin Thompson declared a potential conflict of interest. The Committee did not require her to leave the meeting room.
Decision 

This application was reviewed in a closed meeting and was provisionally approved by consensus.
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	Ethics ref:  
	12/NTB/14 

	 
	Title: 
	Fertility Intentions Among Women Taking antiTNF 

	 
	Principal Investigator: 
	Dr Richard Gearry 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	17 August 2012 


Dr Richard Gearry 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 requested the following changes be made to the Participant Information Sheet and Consent Form:

· Please provide NZ contacts.
· Please be consistent using first person language through out.
· Remove paragraph 3 page 2.

· Page 3 – Please replace the 1st sentence under ‘What are the benefits of the study’ with ‘There are no expected individual benefits from participating in this study. However….’

· Page 4 of 8 Last paragraph please remove. ‘This is a non-interventional…

· Please justify whether it is appropriate that a male is the only support person listed as a contact in Page 5 of 8 in the information sheet.

· Please provide a cover letter addressing the committee’s queries in the application form.
· Please clarify aim.
· Please advise as to whether you believe there is a risk that children may not be vaccinated as a result of anti TNF being detected in cord and/or blood samples.
· Please clarify how leading maternity providers are involved in the collection of data for this study and how they have been engaged to date or will be engaged in the future.
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).
· Please provide a cover letter addressing the committee’s queries regarding the application form.
This following information will be reviewed, and a final decision made on the application, by Maliaga Erick and Stephanie Pollard.
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	Ethics ref:  
	12/NTB/15 

	 
	Title: 
	Advanced cutaneous melanoma treated with either pimasertib/dacarbazine 

	 
	Principal Investigator: 
	Dr  Bernard  Fitzharris  

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	17 August 2012 


Dr Bernard Fitzharris 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.

Kerin Thompson declared a potential conflict of interest. The Committee did not require her to leave the meeting room.

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

· The committee noted that application was poorly put together.
· Please clarify the consent process for NRas mutation screening.
· The committee suggests that the researcher look at the proforma Participant Information Sheet on the website.
· The committee noted that they have no problem with the study design but the primary concerns are related to the Participant Information Sheet. The low readability score in Section p2.5 was noted.
· The Committee requested the following changes be made to the Participant Information Sheet and Consent Form:

· Formatting errors, grammatical issues, font too small, tracked changes evident. This needs revising. Remove all or re-format the assessment tables and simplify all technical language. Please simplify.
· Page 2 – Remove the reference to US law.

· Assessments listed in the Information Sheets, the committee suggests that in order to simplify - you may list all assessments common to both arms and then elaborate on additional assessments on the experimental arm.
· Should the GP be aware of the participant participating? If yes, remove ‘no’ option to inform the GP on the Consent Form.
· Please provide a cover letter addressing the committee’s queries in the application form
· B4.1 – Did not mention that this will go to regulatory authority, please clarify.

· B4.5.1 – States yes, please clarify.

· R3.11 – Please answer and expand on 3.12.
· R1.13 – Please clarify the frequency of CT scans versus frequency in standard clinical management.

· Please clarify whether the proposed dose and schedule of dacarbazine is standard within NZ. Also confirm whether patients may receive dacarabazine after progression on pimasertib (the switch from dacarbazine to pimasertib is noted).
· R1.4 – Please provide details of the DSMB, in particular outlining how this meets criteria of an independent committee.

· P3.2 – The committee considers these advanced cancer patients as vulnerable. Describe the consenting process that accommodates this group.
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)
· Please provide a cover letter addressing the committee’s queries regarding the application form.
This following information will be reviewed, and a final decision made on the application, by Stephanie Pollard and Mary Anne Gill.
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	Ethics ref:  
	12/NTB/16 

	 
	Title: 
	LDE225 in advanced Sarcomas 

	 
	Principal Investigator: 
	Dr  Bridget  Robinson  

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	17 August 2012 


Dr Bridget Robinson 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.

Kerin Thompson declared a potential conflict of interest. The Committee did not require her to leave the meeting room.

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

· Ensure that the Insurance Certificate includes this protocol – to date this has not been received.
· The Committee requested the following changes be made to the Participant Information Sheet and Consent Form:

· Well layed out, easy to understand. However please simplify the title. Please check typo’s.
· Should the GP be aware of the participant participating? If yes, remove option to inform the GP on the Consent Form.
· Page 3 – You have listed a ECG, please remove.
· Page 4 – Optional Box – Please add Australia after Victoria.
· Page 4 – Sentence beginning with ‘both your tumour’…please reword and simplify.

· Page 8, 3rd line, please add the word practise after research in line 3.
· Reformat the ACC paragraph so the font is consistent on Page 8.
· Please re-date once the Participant Information Sheet version is confirmed and approved.

· Page 10 – Please add that the GP will be informed.
· Medical Data Release Form for Partners, Page 1 – referred to the privacy act but it is not the NZ one.  It should be the Privacy Act 1993 NZ.
· Please provide a cover letter addressing the committee’s queries in the application form
· P2.9 – Please provide participants a lay summary of results.

· P4.1 – NZ Ethnicity Data be collected

· P3.2 – The committee considers that these cancer patients will be considered vulnerable.
· P4.6 – NZ Ethnicity Data has been ticked NO and this conflicts with P4.1

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)
· Please provide a cover letter addressing the committee’s queries regarding the application form
This following information will be reviewed, and a final decision made on the application, by Kerin Thompson and Raewyn Sporle.
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	Ethics ref:  
	12/NTB/17 

	 
	Title: 
	NOMAC and ENG vaginal rings in subjects with primary dysmenorrhea 

	 
	Principal Investigator: 
	Dr Susan Bagshaw 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	20 August 2012 


Dr Susan Bradshaw and Renee Malcolm 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.

Decision 

This application was reviewed in a closed meeting and was provisionally approved by consensus. 

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:
	Wednesday 26 September 2012

	Meeting venue:
	Novotel Tainui, 7 Alma Street, Hamilton



The following members tendered apologies for this meeting.

· Mary Anne Gill
The meeting closed at 5pm.
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