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	Committee:
	Northern A Health and Disability Ethics Committee

	Meeting date:
	12 February 2013

	Meeting venue:
	Novotel Ellerslie


	Time
	Item of business

	
	Welcome

	
	Confirmation of minutes of meeting of 04 December 2012

	
	New applications (see over for details)

	
	12/NTA/93

12/NTA/94

13/NTA/8

13/NTA/12

13/NTA/13

13/NTA/14

13/NTA/15

 13/NTA/16

	
	General business:

Noting section of agenda

	
	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 
	Apologies 

	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 1.17pm and welcomed Committee members, noting that apologies had been received from Ms Shamim Chagani.
The Chair noted that the meeting was quorate. 

The Committee noted and agreed the agenda for the meeting.

The Committee discussed a number of technical issues with the Members Portal.

The Committee noted timeliness data for the first months of its operation.
Confirmation of previous minutes

The minutes of the meeting of 4 December 2012 were confirmed.
New applications 
	1  
	Ethics ref:  
	12/NTA/93 

	 
	Title: 
	Low Calorie diet and Probiotic to treat metabolic disease post transplant. 

	 
	Principal Investigator: 
	Dr David Orr 

	 
	Sponsor: 
	none

	 
	Clock Start Date: 
	31 January 2013 


No member of the research team was 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 that the applicant had indicated that their study involved kaupapa Māori research methodologies, and suspected that this question had been answered in error.

· With regards to the information to be provided to participants: 

· the health survey questionnaire is described as containing only four questions, which does not appear to be the case; this should be made clearer to participants 

· information for participants should contain more detail about the nature and risks of dexascans, fibroscans and CAP scans

· it should be clear to participants that they can ask for the return of their tissue 

· there appeared to be a typographical error (“prebiotic” instead of “probiotic”) on p3 of the Participation Information Sheet and Consent Form.

· The Committee discussed the answer given to question f.3.1, which indicated that best treatment would not be available after the end of the study, noting that while the particular formulation being studied would not be available, there were other possible formulations available.

· The Committee discussed the risks of the study, and questioned whether it would be more appropriate to state that “there are no risks to this study”.

· The Committee noted that the study had the potential to generate benefits, but that no evidence had been provided to the Committee of appropriate peer review.

· The Committee discussed the potential for conflicts of interest to arise given that the researchers would also be the treating clinicians for participants, and asked for more detail about how this risk would be managed in the study.

Decision 

This application was provisionally approved by consensus, subject to the following information being received. 
· Please provide evidence of appropriate peer review.  (Ethical Guidelines for Intervention Studies, appendix one)

· Please provide further details of how the potential for conflicts of interest will be managed and minimised.  (Ethical Guidelines for Intervention Studies, para 4.15-4.16)

· Please amend the Participation Information Sheet and Consent Form taking into account the Committee’s comments above.  (Ethical Guidelines for Intervention Studies, para 6.6-)
This following information will be reviewed, and a final decision made on the application, by the Chair, Ms Stanton and Prof Miles.
	 2  
	Ethics ref:  
	12/NTA/94 

	 
	Title: 
	The tolerability and efficacy of generic alendronate - a randomized trial 

	 
	Principal Investigator: 
	Associate Professor Andrew Grey 

	 
	Sponsor: 
	University of Auckland 

	 
	Clock Start Date: 
	10 January 2013 


Associate Professor Andrew Grey was 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 that the research question was a good one, and that the study had the potential to generate important benefits.

· Prof Grey spoke to the design of the study, which was approved by the Committee.

· A key ethical feature of the study was that some participants would be misled as to whether they were on the generic or the branded drug.  Prof Grey noted that a number of randomised trials had been published over the years involving a similar type and level of deception.  It did not seem to be possible to answer the study question in a way that did not involve participants being unaware of which arm they were on.  Prof Grey noted that members of the research team would also be blinded in a similar way.
· The Committee noted that publishing details of the deception in the minutes could compromise the study, and queried whether the minutes for this study would more appropriately be closed.  Prof Grey did not feel that this was warranted.
· The Committee asked about the powering of the study, and whether it was sufficient.  Prof Grey noted that it was difficult to predict in a study like this, and outlined possible ways in which analysis could be conducted to ensure that it was the case.

· SCOTT had approved the study pending clarification of a minor issue.  The Committee asked for a copy of this letter to be forwarded.
· The Committee noted that the answer to question r.1.7 should be “yes”, but that the study was clearly not commercially-sponsored.

· The Committee noted that participants would be recruited from the electoral roll, and queried whether adverse event data would be collected.  Prof Grey noted that the study drugs were approved and registered internationally, with a well-known risk profile.  It was unlikely that any adverse effects would be observed given the short length of the study.

· The Committee requested that the information for participants should state that they are potentially eligible for compensation for ACC.  

· The Committee discussed the rationale for Māori consultation.  Prof Grey noted that ethnicity was not a focus of the study, and that very few Māori were expected to be recruited to the study.  The Committee were satisfied with this response.
· The Committee noted that use of blood in future studies would more appropriately be limited to studies of a similar nature.
Decision 

This application was approved by consensus.
	 3  
	Ethics ref:  
	13/NTA/8 

	 
	Title: 
	hPOD – Hypoglycaemia Prevention with Oral Dextrose 

	 
	Principal Investigator: 
	Dr Jo Hegarty 

	 
	Sponsor: 
	University of Auckland 

	 
	Clock Start Date: 
	31 January 2013 


Dr Hegarty, Prof Jane Harding and a research co-ordinator were 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 discussed the design of the study, which could be conceptualised as two separate studies.  The first part of the study would establish effective oral dose in 415 participants.  Dr Hegarty noted that there was no evidence around effective dose, and explained how the research team had estimated these.  The second part of the trial would involve more than 2000 participants. 
· The researchers clarified that evidence of peer review from the HRC had not yet been obtained, as the review had not been completed.  The study had already been reviewed and funded by CureKids.  The Committee asked for evidence of HRC peer review to be forwarded when available.

· The Committee discussed whether a separate set of information should be provided to participants in the first part of the study.  The researchers noted that the information was intended to cover both parts of the study, and that adapting it to the second part would involve only minor changes (eg, removing reference to continuous glucose monitoring).  The Committee asked for a substantial protocol amendment to be submitted once the effective dose had been established.  The researchers confirmed that the PISCF would also be revised and resubmitted at this stage.  The Committee suggested that the PISCF for participants in the initial, dose-finding phase of the study could be more specifically tailored to this part.
· The Committee queried the standard treatment currently available for this condition.  The researchers clarified that all participants would receive standard care, with closer monitoring than might otherwise be the case.
· The Committee asked that the PISCF be clear that only health information in the mothers’ medical records that was “relevant to this pregnancy” would be accessed by the research team, and that specific consent be obtained to follow-up.
Decision 

This application was approved by consensus.
	 4  
	Ethics ref:  
	13/NTA/12 

	 
	Title: 
	PIF:CYP 

	 
	Principal Investigator: 
	Professor Janis Paterson 

	 
	Sponsor: 
	Auckland University of Technology 

	 
	Clock Start Date: 
	01 February 2013 


Upasana Jaghroo (research assistant) and Mr Leon were 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.

Dr Saafi declared a potential conflict of interest.  The Committee required him to take no part in the review of this application.
Summary of ethical issues
The main ethical issues considered by the Committee were as follows. 
· The researchers explained that the application was for a sub-study to the Pacific Islands Families Study.

· The Committee discussed the consenting process for children participating in the study, and the potential for bias to be introduced as a result.  The researchers explained that since the children would be legal minors, consent would need to be sought from parents to their participation, as well as assent from children.  The families were already participating in the main study, and researchers had built up a trusting relationship with them.  While there was no expectation that issues of non-consent or non-assent would arise, this would be respected and no coercion would take place.  
· The Committee noted that as children in the study grew up they would have an increased ability to consent for themselves, which should be reflected in the consent and assent process for the study.  The researchers explained that the feeling of the research team was that this point had not yet been reached for this study.
· The Committee discussed the risks of a lack of confidentiality in focus groups.  The researchers explained that this risk would be managed by moderators, who would intervene to ensure the conversation remained appropriate.
· The Committee asked what would happen if a participating child was deemed to be at risk.  The researchers explained that where this was felt to be the case moderators would speak with child and the primary caregiver (or other appropriate person) outside the focus group.  If abuse was suspected the appropriate services would be contacted, and permission sought to pass this on to caregivers.
· The Committee noted that reference to ACC should be removed from the information to be provided to participants.
Decision 

This application was approved by consensus.
	 5  
	Ethics ref:  
	13/NTA/13 

	 
	Title: 

	SPARTAN 

	 
	Principal Investigator: 
	Associate Professor Peter Gilling 

	 
	Sponsor: 
	Pharmaceutical Research Associates 

	 
	Clock Start Date: 
	31 January 2013 


Ms Cherie Mason (study coordinator), Edna Chow Maneval (medical monitor from Aragon), and a representative of Pharmaceutical Research Associates were 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 researchers clarified it was intended that the study take place at five localities.  The Committee noted that this was not reflected in the co-investigators named in the application form.  In future it would assist the Committee if this was clear from the initial application.  
· The researchers clarified that SCOTT approval was still pending.  The Committee asked to receive a copy of this letter.

· The Committee asked for clarification of the duration of the study.  The sponsor confirmed that access to treatment would continue for as long as the participant was responsive.
· The Committee noted that the application claimed that the confidentiality of data generated in the study could not be guaranteed, and queried this.  The research team noted that this answer appeared to have been entered incorrectly.  Please confirm.
· The Committee noted the potential for a conflict of interest between the researchers and the treating clinicians, and asked how this would be managed.  The research team clarified that participating in research was presented as one treatment option among many by the treating clinician.  The Committee noted that it could be useful for the initial approach to involve someone other than the treating clinician.  

· The Committee asked for clarification of the peer review process that had been undertaken for this study.  The sponsor explained that both the FDA and the EMA had reviewed and approved the study, and explained the data monitoring process in place for this study.

· The Committee noted that non-English speakers had been excluded from the study, and queried this.  The researchers clarified that this applied to participation in just one of the sub-studies, which was unlikely to be available in New Zealand.  The Committee noted that some study documents were available in other languages (including Māori), and queried whether interpreters could be made available for people who did not speak English.

· The Committee queried the justification for excluding participants on the basis of illegal activity.  Please justify.
· PISCF:

· The Committee asked for clarification of the relationship between the two sponsor companies, Aragon and PRA.

· The Committee suggested that additional text be added to page 11 of the PISCF to distinguish between the costs of private and public health care relevant to New Zealand.
· Please separate “musts” from “must nots”

· The text should be appropriate for a NZ audience, and should be tailored to the specifics of each study site.
· Please define technical terms (eg, “autoclaving”) in lay language.

· The Committee queried the presentation of risk in the information to participants, and suggested that these be expressed in a more balanced way to ensure that participants were not deterred inappropriately.
· The Committee asked for clarification of how tissue would be used in this study.  The researchers clarified that blood samples would be shipped overseas for analysis, then destroyed (unless a specific request had been made for their return, in which case tissue would be returned). 

· The researchers explained the rationale for PSA testing in the study, and confirmed that treatment approach would not differ if a participant’s PSA levels were found to rise.  The Committee asked to be assured by an active treating clinician in New Zealand that PSA is not currently used in this country as a marker for intervention in participants.
· The Committee queried the applicant’s answer to f.3.1, which suggested that participants would not have continued access to the best proven intervention after the study had ended.  Please confirm whether this is the case, and justify.
Decision 

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

· Please confirm the sites that will be involved in this study, confirm that all lead investigators have authorised the study in Online Forms, and provide CVs.
· Please provide assurances from an active treating clinician in New Zealand that PSA is not currently used as a marker for intervention in the population group to be studied.

· Please confirm how confidentiality of data generated in the study will be guaranteed.

· Please justify excluding potential participants based on their involvement in illegal activity. (Ethical Guidelines for Intervention Studies, para 5.26-)
· Please amend the Participant Information Sheet and Consent Form in line with the Committee’s discussion above.  (Ethical Guidelines for Intervention Studies, para 6.6-)
· Please confirm whether participants will have access to the best proven intervention following the study.  (Ethical Guidelines for Intervention Studies, para 5.13-)
This following information will be reviewed, and a final decision made on the application, by the Chair and Prof Miles.
	6  
	Ethics ref:  
	13/NTA/14 

	 
	Title: 
	Vemurafenib with Acenocoumarol in patients with BRAFV600 mutation positive metastatic malignancy. 

	 
	Principal Investigator: 
	Dr Chris  Wynne 

	 
	Sponsor: 
	Quintiles Pty Limited 

	 
	Clock Start Date: 
	31 January 2013 


Dr Chris Wynne 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. 
· Dr Wynne explained the relationship between this study, a drug-drug interaction study, and 13/NTA/15, which was a follow-up open-label study in which all participants in 13/NTA/14 would be able to participate.  The study drug was not currently funded in New Zealand, and would be very expensive to access. 
· The Committee asked for clarification of the risks of the study drug.  Dr Wynne explained that the risks associated with the anticoagulant to be given in the study were manageable.  The study drug carried more serious risks, including squamous cell carcinoma.  However, the study drug had been shown to be effective in extending life, and would be a last-ditch treatment option for participants, who would have the option to refuse to participate.
· Dr Wynne explained the need to screen participants for related cancers, such as those of the anal mucosa.  The Committee suggested that the reasons for this could be more clearly explained to potential participants.
· The Committee suggested putting information about the likely time involvement earlier in the Participant Information Sheet and Consent Form, and removing the sentence on page 18 about incapacitated adult participants as it did not appear relevant.
Decision 

This application was approved by consensus. 

	7  
	Ethics ref:  
	13/NTA/15 

	 
	Title: 
	Vemurafenib extension study in patients with BRAFV600 mutation−positive malignancies.  

	 
	Principal Investigator: 
	Dr. Chris Wynne 

	 
	Sponsor: 
	Quintiles Pty Limited 

	 
	Clock Start Date: 
	31 January 2013 


Dr Chris Wynne 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 information to be provided to participants in this study limited tissue storage to 15 years, which appeared to be inconsistent with the information in the application form itself.

· The Committee noted that future use of tissue should be limited to studies on related health topics.

Decision 

This application was approved by consensus.

	 8  
	Ethics ref:  
	13/NTA/16 

	 
	Title: 
	Improving patient screening for risk of malnutrition in the hospital setting. (V-1.0) 

	 
	Principal Investigator: 
	Mrs Tracey Eccles 

	 
	Sponsor: 
	none

	 
	Clock Start Date: 
	31 January 2013 


Dr Russell Walmsley and Mrs Tracy Eccles were 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 researchers briefly explained the study, which aimed to look for pre-indicators of malnutrition in persons admitted to hospital.

· The Committee noted that no participant information would be provided in this study.  The researchers explained that formal written consent was not obtained routinely to take blood samples, and that the tests were largely a matter of clinical judgement.  The proteins that would be tested as part of this study did not have a genetic component and fell within the range of things that it was reasonable for people to expect to be tested for.  The testing was an alternative to a nurse-led questionnaire on nutrition, for which written consent was not normally obtained.  No additional tissue would be obtained as part of the study.
· The Committee noted that people who would not be able to give informed consent might be overrepresented in terms of malnutrition, and that including them would help power the study.
· The Committee discussed the possibility for the study to generate benefits for Māori, and suggested that there be greater engagement with Māori on the study.
· The Committee asked for clarification as to whether the recommendations in Massey University’s peer review letter had been accepted.

Decision 

This application was 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:
	12 March 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 5.40pm.
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