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		Minutes





	Committee:
	Southern Health and Disability Ethics Committee

	Meeting date:
	21 July 2015

	Meeting venue:
	Dunedin International Airport



	Time
	Item of business

	12.00pm
	Welcome

	12.05pm
	Confirmation of minutes of meeting of 16 June 2015

	12.30pm
	New applications (see over for details)

	12.30-12.55
12.55-1.20
1.20-1.45
1.45-2.10
2.10-2.35
2.35-3.00
3.00-3.25
3.25-3.50
3.50-4.15
4.15-4.40
4.40-5.05
	 i 15/STH/102
  ii 15/STH/103
  iii 15/STH/104
  iv 15/STH/105
  v 15/STH/106
  vi 15/STH/107
  vii 15/STH/108
  viii 15/STH/110
  ix 15/STH/111
  x 15/STH/112
  xi 15/STH/114

	5.05pm
	General business:
Noting section of agenda

	5.20pm
	Meeting ends




	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  
	 

	Ms Raewyn Idoine 
	Lay (consumer/community perspectives) 
	01/07/2012 
	01/07/2015 
	Present 
	 

	Mrs Angelika Frank-Alexander 
	Lay (consumer/community perspectives) 
	01/07/2012 
	01/07/2015 
	Apologies 
	 

	Dr Sarah Gunningham 
	Non-lay (intervention studies) 
	01/07/2012 
	01/07/2015 
	Apologies 
	 

	Dr Nicola Swain 
	Non-lay (observational studies) 
	01/07/2012 
	01/07/2015 
	Present 
	 

	Dr Mathew  Zacharias 
	Non-lay (health/disability service provision) 
	01/07/2012 
	01/07/2015 
	Present 
	 

	Dr Devonie Waaka 
	Non-lay (intervention studies) 
	01/07/2013 
	01/07/2016 
	Present 
	 

	Ms Sandy Gill 
	 
	 
	 
	Present 
	 

	Assc Prof Mira Harrison-Woolrych 
	Non-lay (intervention studies) 
	01/09/2014 
	01/09/2015 
	Apologies 
	 

	Dr Fiona McCrimmon
	Lay (the law)
	01/09/2014
	01/09/2015
	Present
	


  

Welcome
 

The Chair opened the meeting at 12.30pm and welcomed Committee members, noting that apologies had been received from Dr Sarah Gunningham and Mrs Angelika Frank-Alexander. 

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.  Mrs Sandy Gill confirmed her eligibility, and was co-opted by the Chair as member 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.


Confirmation of previous minutes


The minutes of the meeting of 16 June 2015 were confirmed.



New applications 


	 1  
	Ethics ref:  
	15/STH/102 

	 
	Title: 
	A Study of Oral RPC1063 as a Therapy for Moderate to Severe Ulcerative Colitis 

	 
	Principal Investigator: 
	Prof Richard  Gearry 

	 
	Sponsor: 
	Quintiles Pty Ltd (on behalf of Regeneron Pharmace 

	 
	Clock Start Date: 
	02 July 2015 


 
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 study 
· The committee commented that the way in which the information was presented in the application was of a lower standard than usually presented to the committee.  The form appeared to have been completed using cut and paste of information, which skewed the formatting of the information and made for a difficult read.  
· The committee noted that it found the study design hard to follow and noted that explaining the study to participants will be a challenge. The information is clear in the study protocol but not clear in the participant information sheet and consent form.  It was hard to work out what happens between the induction and maintenance arms based on the current information in the information sheet. 
· The drug RPC1063 is being tested in this Phase III study in ulcerative colitis patients.  900 patients will be recruited world-wide and12 are expected in New Zealand.  Patients with moderate or severe ulcerative colitis will be invited to participate.
· As the committee understands it, the study has two periods – an induction period and then a maintenance period. The induction period runs for 10 weeks and has two groups - the first cohort some participants will receive the study drug and others will receive placebo.  In the second cohort all participants will receive the study drug. At the conclusion of the induction phase participants will be assessed for response. Responders randomised to active drug during the induction phase will be re-randomised to either active drug or placebo. Responders randomised to placebo during the induction phase will all continue to receive placebo. All non-responders will be entered into an open-label arm and will receive 42 weeks of active treatment.
Summary of ethical issues (outstanding)
The main ethical issues considered by the committee and which require addressing by the researcher are as follows:
· The committee queried why participants who were randomised to active drug and failed to respond during the induction phase would continue to receive active drug in the maintenance phase. The committee wondered whether there was evidence for delays in response, and whether the benefit:risk analysis would still be favourable in that treatment group.  The committee would like the researchers to address this in a cover letter with their provisional approval response. 
· 
The committee noted question f.3.2 on page 29 of the application form which asks for a brief explanation about how the study meets the equipoise standard has not been answered adequately.  Please provide an explanation in a cover letter with your response that explains how different treatment arms in the study are balanced as to risk and benefit.

Summary of ethical issues (resolved)
· The committee noted that the drug under investigation will be trialled against a placebo and that participants cannot continue to take some medications.  The question was raised as to why the study drug will not be trialled against what a participant is currently medicated on?  It was noted that it is common to have a wash out period of current medications before starting in a trial.  Ulcerative Colitis is a relapsing and remitting disease.  Participants in this study will have been diagnosed as having moderate to severe ulcerative colitis which means that it is not well controlled. The committee noted that participants in the placebo arm may or may not be worse off, and the study will aim to answer that question.  There is reasonable justification as to why there is a placebo group in this study.  

The committee requested the following changes to the participant information sheet and consent forms:
· Please include a lay study title.  
· Please remove the terms ‘cohort 1’ and ‘cohort 2’ preceding the Participant Information Sheet and Consent Form, title. 
· The committee requested that the format of the document makes the information look dense.  Please reformat the document with this in mind.
· The committee noted that the researchers had stated that the participant information sheet should be pitched at an audience with a reading age of 18 and over.  This is not correct as it should be a reading age of around 12 years.
· Page 8, ‘Can I have other treatments during this research project?’: the second paragraph states that it may be necessary for participants to pay for medications that address any side effects or symptoms that they may have.  The committee argued that if participants were to experience any side effects then the cost incurred for meds to treat the symptoms should be met by the researchers, not the participants. If side effects are found to be related to the study treatment rather than the underlying disease then these costs should be covered by the researchers.  Please clarify for the committee whether this is the case.  If it is the case please also clearly state this in the participant information sheet. 
· Page 9, ‘What are the alternatives to participation?’: the second paragraph states that participants who have taken the study drug may be limited from taking part in future studies relating to this drug or other future study drugs.  Please let participants know that once the results are analysed whether their treating physicians can find out which study group they were enrolled in, so that they can find out whether they might be eligible to take part in future trials. 
· Page 9 ‘What will happen to any samples I give?’ states that blood samples for biomarkers will be stored.  Please include a subtitle in this section that covers what biomarkers are and why they are being collected and the procedures involved in analysing them.  Please give participants the option of having samples collected for biomarkers in the consent form. Include a subtitle and explain to participants and give them the option of taking part yes or no in the consent form.
· Please include a cultural statement that identifies the issues that may arise for Mãori in sending blood and tissue samples offshore and how you will manage them. 
· The committee noted that the researchers had stated in the application form that samples will be sent offshore for pharmacogenetic analysis but this is not stated in the participant information sheet.  Please clarify for the committee whether pharmacogenetic analysis is intended.  If you do intend to do this please also clearly set this information out in the participant information sheet and consent form. 
· 
· The committee noted that Tuberculosis is a notifiable disease in New Zealand.  Please include it as notifiable. 
· Page 11, common and uncommon side effects table:  Please remove the words “sore and swollen, sensitive airways” that are in brackets after asthma. 

Decision 

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

· Please amend the information sheet and consent forms, taking into account the suggestions made by the committee (Ethical Guidelines for Intervention Studies para 6.22) 
· The committee noted question f.3.2 on page 29 of the application form which asks for a brief explanation about how the study meets the equipoise standard has not been answered adequately.  Please provide an explanation in a cover letter with your response that explains how different treatment arms in the study are balanced as to risk and benefit. (Ethical Guidelines for Intervention Studies para 5.18)
· Please clarify why participants who are randomised to active drug and fail to respond during the induction phase will continue to receive active drug in the maintenance phase. Please explain whether there is evidence for delays in response, and whether the benefit:risk analysis would still be favourable in that treatment group. (Ethical Guidelines for Intervention Studies para 5.4)

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



	 2  
	Ethics ref:  
	15/STH/103 

	 
	Title: 
	Comparison of the blood levels of two forms of desvenlafaxine 100 mg tablets under fasting conditions  

	 
	Principal Investigator: 
	Dr Noelyn Hung 

	 
	Sponsor: 
	Generic Partners Pty Ltd 

	 
	Clock Start Date: 
	02 July 2015 


 
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 research team were scheduled to attend by teleconference but the committee had a chance to discuss the application prior to the scheduled discussion and agreed to approve the application.
· The committee noted that since this study was previously reviewed in November 2014 and provisionally approved but the research team withdrew the application before submitting the requested information as the research team’s client confirmed that it would not proceed with the study in the “foreseeable future”.  The committee noted that the application and participant information sheet submitted this time around had addressed the committee’s previous request and further that they were greatly improved on the whole. 
· The committee noted that the researchers are in the process of registering with a clinical trials registry and that they have a UTN.  The committee noted that a study must be registered with a clinical trials registry before commencing and that this is stated in the HDEC decision letter. 


Decision 

This application was approved by consensus.



	 3  
	Ethics ref:  
	15/STH/104 

	 
	Title: 
	Comparison of the blood levels of two forms of desvenlafaxine 100 mg tablets under fed conditions  

	 
	Principal Investigator: 
	Dr Noelyn Hung 

	 
	Sponsor: 
	Generic Partners Pty Ltd 

	 
	Clock Start Date: 
	02 July 2015 


 
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 research team were scheduled to attend by teleconference but the committee had a chance to discuss the application prior to the scheduled discussion and agreed to approve the application.
· The committee noted that since this study was previously reviewed in November 2014 and provisionally approved but the research team withdrew the application before submitting the requested information as the research team’s client confirmed that it would not proceed with the study in the “foreseeable future”.  The committee noted that the application and participant information sheet submitted this time around had addressed the committee’s previous request and further that they were greatly improved on the whole. 
· The committee noted that the researchers are in the process of registering with a clinical trials registry and that they have a UTN.  The committee noted that a study must be registered with a clinical trials registry before commencing and that this is stated in the HDEC decision letter. 

Decision 

This application was approved by consensus.
 

	4  
	Ethics ref:  
	15/STH/105

	 
	Title: 
	Comparison of the blood levels of two forms of desvenlafaxine 50 mg tablets under fasting conditions  

	 
	Principal Investigator: 
	Dr Noelyn Hung 

	 
	Sponsor: 
	Generic Partners Pty Ltd 

	 
	Clock Start Date: 
	02 July 2015 


 
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 research team were scheduled to attend by teleconference but the committee had a chance to discuss the application prior to the scheduled discussion and agreed to approve the application.
· The committee noted that since this study was previously reviewed in November 2014 and provisionally approved but the research team withdrew the application before submitting the requested information as the research team’s client confirmed that it would not proceed with the study in the “foreseeable future”.  The committee noted that the application and participant information sheet submitted this time around had addressed the committee’s previous request and further that they were greatly improved on the whole. 
· The committee noted that the researchers are in the process of registering with a clinical trials registry and that they have a UTN.  The committee noted that a study must be registered with a clinical trials registry before commencing and that this is stated in the HDEC decision letter. 


Decision 

This application was approved by consensus.



	 5  
	Ethics ref:  
	15/STH/106 

	 
	Title: 
	LAMiNAR 

	 
	Principal Investigator: 
	Dr Alex Kazemi 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	02 July 2015 


 
Dr Kazemi 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 Study
· This study is part of a multi-national study administered from the Netherlands.  Australia is also involved and Middlemore Hospital is the lead site in New Zealand. 
· Technically this study is a prospective recording of data that is routinely collected as part of the patient’s standard care. No intervention is planned, there will be no interaction with the participant in the form of interviews, questionnaires, or additional testing, and there is no intent to collect any data other than that available in the medical records / at the bedside The research team will enter data from patients in their care and the data collected will literally be a transcription of that care. 

Summary of ethical issues (resolved)
· The committee noted that in the there is an option of consent to collect data but there is no information sheet and consent form submitted with this application.  As this is a multi-national study some countries require consent and others do not.  The committee discussed requiring that consent from the patient is sought once they are extubated noting that in New Zealand consent must be from the participant or medical power of attorney for research.  
· Dr Kazemi confirmed for the committee that de-identified data will be analysed and used in research publications.  The data is routinely collected and there are no confidentially issues nor does it change care of the patient.  
· The committee noted that this study is essentially an audit that involves the secondary use of data without consent.   The committee agreed that it would be comfortable to approve the application for this purpose noting it has given approval for other audits.   

Decision 

This application was approved by consensus.



	 6  
	Ethics ref:  
	15/STH/107 

	 
	Title: 
	Play and Anxiety in Hospitalised Children 

	 
	Principal Investigator: 
	Ms Esther Leauanae 

	 
	Sponsor: 
	Victoria University of Wellington 

	 
	Clock Start Date: 
	02 July 2015 


 
Ms Leauanae 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 thanked the researcher for the way she had responded to points raised in the previous review of this application (15/CEN/61).  The committee noted that it is happy with the response and noted that the study is a worthwhile one.  The committee agreed to approve the study and had minor comments to make.
· The committee discussed whether it would request a copy of the interview questions.  Ms Leauanae advised that the questions in her interview will be based on her observations around play preferences and why particular toys are chosen.  The committee agreed that it would not require submission of the questions in this case as the study is a low risk observational study and the questionnaires are not standardised. 

The committee requested the following changes to the participant information sheet and consent forms: 
· Information sheet/assent forms for 7-11 year olds.  Page 1, ‘Why am I being asked to be in the study?’  The committee asked that the researcher rephrase the first sentence to read “You are being asked to be in the study as you may feel worried of scared about being in hospital”.
· Page 2, ‘Will being in this study help me?  The committee asked that the researcher rephrase the second sentence to read “[..] understand what they can do better in the future to help children like you in hospital not to feel scared or worried.” 
· Information sheet/assent form for 5-6 year olds.  The committee noted the repeated use of the words feeling worried and recommended that the researcher not repeat as the children may think that they must feel this way. 

Decision 

This application was approved by consensus.
	

 

	 7  
	Ethics ref:  
	15/STH/108 

	 
	Title: 
	Intensive urate-lowering therapy for bone erosion in gout 

	 
	Principal Investigator: 
	Prof Nicola Dalbeth 

	 
	Sponsor: 
	Research Office 

	 
	Clock Start Date: 
	02 July 2015 


 
Prof Dalbeth 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 the study
· This is a randomised controlled trial essentially looking at therapeutic urate targets for people with gout with joint damage.  Two groups: one will receive urate lowering therapy to reduce their serum urate levels to 0.3 and the other group will have a more intensive urate-lowering therapy to 0.2. Prof Dalbeth stated that everyone who participates in the trial will get optimal care. The primary endpoint will be the measurement of joint damage using CT.  

Summary of ethical issues (resolved)
· The committee noted that one of the study drugs Benzbromarone, is not a new medicine as defined by the Medicines Act and does not have Medsafe approval.  Prof Dalbeth advised that the research team has submitted an application to SCOTT, that the application has been assessed and approved.  
· The committee asked how the researchers will ensure that the physician is blinded as participants will be given the same drug in two doses.  Prof Dalbeth advised that the blinding is to serum urate target not dose.  The research team have the ability with the lab to remove NHI numbers from lab results.  Samples will be given numbers that are not linked to an individual’s NHI. This information will not be not visible on the standard system and people won’t be able to view serum urate. The research team have a process in place to indicate to GP’s what is needed. Prof Dalbeth acknowledged that there is always a risk of unblinding but they have set up the lab process to restrict this as much as possible.
· The committee asked for clarification about the future use of tissue samples.  Prof Dalbeth explained that there are specific tests that the research team may not do immediately – uric acid for example.  Prof Dalbeth reassured the committee that any tests would be related to the study protocol and not used for a fishing expedition.  The committee noted that it is inaccurate to say samples will be stored indefinitely for the reasons that Prof Dalbeth had stated and if use is restricted then the researchers need to put a timeframe on the length of time the samples will be stored for.  The committee requested that participants be advised that samples will be stored for [x] years for additional testing for this study only.  
· Prof Dalbeth advised that they may look at storing for 10 years to allow further tests related to the study.  
· The committee complemented Prof Dalbeth on a well put together application form and participant information sheet and consent form.

Decision 

This application was approved by consensus.



	 8  
	Ethics ref:  
	15/STH/110 

	 
	Title: 
	Pfizer A4091058 

	 
	Principal Investigator: 
	Dr Simon Carson 

	 
	Sponsor: 
	Pfizer  Australia New Zealand Ltd 

	 
	Clock Start Date: 
	02 July 2015 


 	
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 the study
· The committee noted that this is a phase III study of a monoclonal antibody biologic drug designed to treat osteoarthritis.  The study will look at whether the drug is safe and effective in people with osteoarthritis in the knee or hip.  The study aims to recruit 3000 people world-wide including 80 participants in New Zealand.  Participants will be randomly assigned to one of three groups. One group will receive placebo and active non-steroidal anti-inflammatory drugs (NSAIDS) for 56 weeks. The second group will receive a 2.5mg active dose of the study drug and placebo NSAIDS.  The third group will receive a higher dose of the active drug and placebo NSAIDS.  The researchers want to compare the efficacy and safety of these three regimens.

Summary of ethical issues (outstanding)
· The committee noted that the FDA had put a safety hold on the drug after cases of rapidly progressive osteoarthritis (RPOA), initially described as osteonecrosis, were reported during the clinical development programme. RPOA is associated with significant joint pain and swelling and joint replacement is routinely required. Factors associated with increased risk of tanezumab-associated RPOA have been subsequently identified. The FDA then decided the development programme could continue but more rules have been instituted around participant eligibility and concomitant medication use.  In the current trial participants will take therefore not receive active nonsteroidal anti-inflammatory drugs if they are randomised to active tanezumab. The committee noted that there is a risk that people could overmedicate outside of the study and potentially increase the risk of developing RPOA.  The committee noted that the researchers would need to clearly state to participants that they could not use other NSAIDs outside of the study. 
· The committee noted that the researchers have submitted an application to SCOTT for review of the scientific and statistical quality of this study.  Approval is pending and the committee discussed whether SCOTT might request conditions for monitoring the study.  
· The committee noted a statement given on page 17 of the participant information sheet (Title number 8, paragraph 4) that “Compensation may also be dependent upon the likelihood of adverse reactions and warnings given, the risks and benefits of established procedures relative to those of the trial medicine and compliance with study directions.” This is not part of the standard compensation statement and the committee would like an explanation of why this language has been inserted and the possible implications for participants.
· The committee would want an assurance that there is a way of keeping tabs on use of non-steroidal drugs such as over the counter ones and feel strongly that this information should be more clearly stated to participants in the information sheet. 
· The committee noted the difficulty in trying to make decisions when it doesn’t have accurate information about issues that are significant for New Zealanders.  This is a study that has had a hold by FDA and for no one to be available to talk to the committee on points such as this one makes it difficult. The committee noted that its operational guidelines do not allow it to defer a decision.  The committee was reluctant to defend or second guess the information it has before it and therefore agreed to decline the application.   
· The committee noted that study A4091064 (15/STH/112) was the second study and declined this as it is a follow on study from the A4091058 protocol which the committee has agreed to decline. 

[bookmark: _GoBack]Decision 
This application was declined by consensus as the Committee did not consider that the study would meet the following ethical standards.

Para 3.9	The level of risk that is acceptable is primarily a matter for potential participants to decide.  For this reason informed consent is a central concept (see also ‘free and informed consent’, paragraphs 6.6-6.22).	

Para 8.4	If cover under the Accident Compensation Act 2001 will be excluded for the intervention study, investigators and sponsors have responsibilities to ensure alternative compensation cover for study participants at least to ACC-equivalent standard.  This may include earnings-related compensation.































	 9  
	Ethics ref:  
	15/STH/111 

	 
	Title: 
	Comparison of the blood levels of two forms of desvenlafaxine 100 mg tablets under steady state conditions  

	 
	Principal Investigator: 
	Dr Noelyn Hung 

	 
	Sponsor: 
	Generic Partners Pty Ltd 

	 
	Clock Start Date: 
	02 July 2015 


 
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 research team were scheduled to attend by teleconference but the committee had a chance to discuss the application prior to the scheduled discussion and agreed to approve the application.
· The committee noted that since this study was previously reviewed in November 2014 and provisionally approved but the research team withdrew the application before submitting the requested information as the research team’s client confirmed that it would not proceed with the study in the “foreseeable future”.  The committee noted that the application and participant information sheet submitted this time around had addressed the committee’s previous request and further that they were greatly improved on the whole. 
· The committee noted that the researchers are in the process of registering with a clinical trials registry and that they have a UTN.  The committee noted that a study must be registered with a clinical trials registry before commencing and that this is stated in the HDEC decision letter. 


Decision 

This application was approved by consensus.



	 10  
	Ethics ref:  
	15/STH/112 

	 
	Title: 
	A4091064 

	 
	Principal Investigator: 
	Dr Simon Carson 

	 
	Sponsor: 
	Pfizer  Australia New Zealand Ltd 

	 
	Clock Start Date: 
	02 July 2015 


 
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 study A4091064 (15/STH/112) is a follow on study from the A4091058 protocol which the committee has agreed to decline. Please refer to discussion for study 15/STH/110.

Decision 

This application was declined by consensus.



	 11  
	Ethics ref:  
	15/STH/114 

	 
	Title: 
	Formative Evaluation of Youth AOD Exemplar Services  

	 
	Principal Investigator: 
	Mrs Elizabeth  Smith  

	 
	Sponsor: 
	Ministry of Health  

	 
	Clock Start Date: 
	09 July 2015 


 
Mrs Smith 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 the study
· The committee understands that this evaluation will look at services that Mirror HQ and Rubicon offer to evaluate whether they are effective or not. Mrs Smith confirmed this and added that it is a formative evaluation of Exemplar Services with a particular focus on young people and their families’ views to see how two services fair against service specification/how they are finding the change in services being offered.

Summary of ethical issues (resolved)
· The committee noted that the research team will store de-identified information and queried what the chance that someone’s story will be recognised is.  Mrs Smith explained that they are not writing up the information as a story but they plan to present at a thematic level what is collectively seen as the strengths of the Mirror HQ and Rubicon services. Mrs Smith acknowledged that this approach takes away the richness of the information but it gives a level of protection to individuals who take part. Mrs Smith noted that they want the young people who take part to feel free to give open feedback.  The researchers may consider the use of quotations but will not use them at the expense of identifying an individual. 
· Mrs Smith confirmed that interviews with the young people could be conducted one on one and that the young person may also invite whanau or a support person to the interview. The committee asked how the researchers will ensure that a young person does actually want a parent or caregiver at the interview if they attend.  Mrs Smith advised that the participant information sheet for under 16 year olds notes that a parent/caregiver will not receive the information.  On the day the researchers could speak with young person on telephone and check and the interviewer could also note from the body language at the interview whether they might shorten or stop the interview.  Mrs Smith said that she would consult with Kaipuke consultants who will be interviewing the young people so that they have a clear policy on what to do.  
· The committee noted the importance of having clear protocol in place for potential safety issues because the two organisations deal with youth for whom this service might be their last chance.  
· The committee noted that some of youth using the services would be using drugs on a daily basis and asked how the researchers will tell whether the young person is under the influence of drugs and if so what they will do.  Mrs Smith thought that they would seek clinical advice to assess through behaviour and to determine whether it is appropriate to continue with the interview. Mrs Smith said that she would need to seek some agreement about how to assess young people and when to stop or postpone the interview.  The committee noted that Mirror HQ and Rubicon might be able to give the team some signs to look for and that how to assess and what to do is the research team’s decision to make. 


· For future reference, the committee noted that question f.1.2 on page 22 of the application form is not just about reducing inequalities in health outcomes between Maori and non-Maori but about other peoples in New Zealand.  The researchers could include any known statistics about other ethnic groups in New Zealand. 
· The committee noted that question p.4.3 on page 21 of the ticked ‘no’ to consultation with Maori.  Any research that involves Maori does need consultation and the committee noted that it appears that consultation has been done and that the researchers may have entered ‘no’ in error. 
· The committee noted that the researchers intend to do an analysis of anonymous administrative data to profile service users.  To satisfy the committee that that there will be no breach of privacy Mrs Smith advised that Litmus will seek from agencies a summary of descriptive statistics and won’t have names or identifiers given to them.  In other words there will be no disclosure of individual data. 

The committee requested the following changes to the participant information sheet and consent form:
· The committee noted that the researchers had stated that they intend to store electronic copies of data for two years and reminded the researchers that health information needs to be stored for 10 years in New Zealand. The participant information sheet and consent form needs to be updated to reflect this. 
· The committee recommended the use of more white space so that the information is easier to read.

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:
	18 August 2015, 08:00 AM

	Meeting venue:
	Sudima Hotel - Christchurch Airport, 550 Memorial Drive, Christchurch




The meeting closed at 3pm.
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