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		Minutes





	Committee:
	Northern B Health and Disability Ethics Committee

	Meeting date:
	06 August 2013

	Meeting venue:
	CEO Meeting Room, L3, Hocken Building, Waikato Hospital Campus



	Time
	Item of business

	12:10pm
	Welcome

	12:15pm
		Confirmation of minutes of meeting of 02 July 2013

	12:30pm
		New applications (see over for details)

	
		i.13/NTB/116
	ii.13/NTB/98
	iii.13/NTB/97
	iv13/NTB/96
	v 13/NTB/99
	vi 13/NTB/105
[bookmark: _GoBack]	vii 13/NTB/103
	viii 13/NTB/104
	ix.13/NTB/102
	x.13/NTB/107
	xi.MEC/08/03/033

	
		General business:
Noting section of agenda

	5.15pm
		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 pm and welcomed Committee members.

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 02 July 2013 were confirmed.

New applications 
	1 
	Ethics ref:  
	13/NTB/116 

	 
	Title: 
	Redesigning Daily Occupations 

	 
	Principal Investigator: 
	Dr Kirk Reed 

	 
	Sponsor: 
	Auckland University of Technology 

	 
	Clock Start Date: 
	25 July 2013 


 
Dr Kirk Reed 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.

Kate O’Connor declared a potential conflict of interest as she is employed by AUT. The Committee decided that it was not substantial and that she could remain present for the discussion and decision making process.

Summary of ethical issues

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

· The Committee commended the researcher of his first ethics application and was pleased to see that peer review had been obtained.
· The Committee queried why the study was only aimed at women.  The researcher advised that the intervention programme developed in Sweden was trialled on woman and this study seeks to closely replicate original study design.  A high proportion of NZ women are affected by depression.
· The Committee noted that the inclusion/exclusion criteria talk about anxiety and feeling anxious and queried what the difference was.  The researcher clarified that “anxiety” refers to a DSM IV diagnosis of anxiety.  
· Harm minimisation: The research is primarily being conducted by occupational therapists.  The Committee suggested having someone on the team who can evaluate a participant who may be suffering a more serious/ undiagnosed depressive condition.  In particular, the Committee was concerned about risk of suicide.  The Researcher advised that the OTs all have experience working in a mental health setting and will be able to identify participants at risk and refer them to the their GP for further assessment.  The Committee noted that the participant’s GP will monitor patient wellbeing as well as group facilitator’s.  Any change in behaviour would be communicated to GP.
· The Committee asked what would happen if participants moved from primary care to secondary/tertiary care during the study.  The researcher agreed that he would give further thought about how this would be handled, but said that he planned to do a follow up interview with any participants who withdraw from the study.
· The researcher confirmed that patients will be allocated to the three groups via automated random number generation.
· The Committee suggested that the researcher might want to have one study aim that reflects a specific feasibility measure.
· The Committee queried whether any additional free counselling sessions available to participants, should the need it, would impact the validity of the study design?  The researcher stated that this would not impact the study design.



The Committee made the following comments about the PIS/ CF

· The Committee expressed concern that the information in the protocol and PIS/CF is not consistent in terms of its description of the groups and numbers of participants who will be recruited for the study.
· The Committee observed that the PIS does not contain sufficient information about the programme that will be used in the study.  Nor does it mention that the study is specifically focussed on women.  
· The Committee discussed the petrol voucher that would be given to some participants and the researcher clarified that this would be given to groups 1 and 2 to cover costs of transport to intervention programme sessions.  The researcher agreed to explore providing an additional travel subsidy for those participants who would otherwise struggle to meet the travel costs.   
· The researcher proposes deleting information if participants wish to withdraw from study. Some patients may be happy for the researchers to continue to use their data and participants should be given this option.
· It is not clear in PIS what you are testing as part of the programme, please reproduce the information provided in the protocol in the PIS.

Decision 

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

1. Please clarify how many participants will be recruited into each group. (Ethical Guidelines for Intervention Studies, para 5.6)
2. Please make it clear to researchers and participants that anxiety refers to a formal DSMIV diagnosis of anxiety. (Ethical Guidelines for Intervention Studies para 6.22)

	Please make the following changes to the PIS/ CF (Ethical Guidelines for Intervention Studies para 6.22):

3. In the PIS please give the participants the option of withdrawing consent and either withdrawing or allowing use of data collected until then.
4. Please amend the PIS to state that the study specifically focusses on women.  
5. Please add inclusion and exclusion criteria to the PIS/CF. 
6. Please provide information in the PIS about the programme that will be used.  The Committee suggested reproducing the information provided in the protocol in the PIS.
7. Please state in the PIS that groups 1 and 2 would be eligible for petrol vouchers to assist with transport to the programme sessions.
8. Please amend the second paragraph on page 3 of the PIS to add “from your GP” following discussion about the care that the person is already receiving.
9. Please state in the PIS that you will give people breaks on the day that they fill out the questionnaires.
10. Please state in the PIS that, if the researcher is concerned for the participant’s welfare, the researcher will contact the participant’s GP.
11. Please supply the questionnaires that will be used.

This information will be reviewed, and a final decision made on the application, by Mali Erick and Stephanie Pollard.



	 2  
	Ethics ref:  
	13/NTB/96 

	 
	Title: 
	NOCTURNAL HYPOXAEMIA AND GOUT:  A Feasibility Study 

	 
	Principal Investigator: 
	Miss Christine Little 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	25 July 2013 



Christine Little 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 commented that the description of the study in the application (B 2.1) is too brief, and in future, more details should be provided, eg information about the end points.
· The Committee noted that the application states that study has no sponsor but the Committee was of the view that CMDHB would be regarded as the sponsor of the study.
· Researcher clarified that the initial sleep test would whether someone has a sleep problem.  Although they might not self-identify as having a sleep disorder they may in fact have severe sleep apnoea, which could pose risk to driving etc.  If this was identified a referral to the Sleep Clinic would be made.
· The intervention aims to use tennis balls to prevent people from sleeping on their backs, but it is not clear in the PIS what the study intervention is.
· The Committee noted that the researcher will see some patients at home and some at the clinic.  Participants will be shown how to set up the sleep monitoring equipment themselves.
· The Committee asked how important is it to make GP aware of a patient’s participation in the study.  The researcher stated this is an important element.  
· The researcher stated that all information collected will be de-identified, but linked, using a study number, rather than patient name/NHI.  

Decision 

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

1. Please review questionnaires that ask patients to include their name and contact details – a study number should be assigned instead. (Ethical Guidelines for Intervention Studies para 6.22)
	Please make the following changes to the PIS: (Ethical Guidelines for Intervention Studies para 6.22)
2. Provide information about the positional device that will be used.
3. Provide a lay description of randomisation.
4. Remove the statement in the PIS that the study does not need ethics approval.
5. State that the Northern B Ethics Committee has approved the study.
6. Remove reference to auditors (p 6).
7. Provide more information about what is involved in taking part in the study, ie that it involves a positional device using tennis balls designed to prevent people sleeping on their backs.
8. Explain that you may be making home visits as part of the study.
9. Explain that patients may be eligible for petrol vouchers if they have to travel to the Superclinic as part of the study.
10. Please add a positive statement in the CF that patient is aware that the GP will be informed (rather than a yes/no answer).

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


	 3  
	Ethics ref:  
	13/NTB/97 

	 
	Title: 
	An Investigation of Apremilast in Psoriatic Arthritis Subjects 

	 
	Principal Investigator: 
	Dr  Daniel W T  Ching 

	 
	Sponsor: 
	PPD Global Ltd (NZ Branch) 

	 
	Clock Start Date: 
	25 July 2013 


 
Dr Ching 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 researcher stated that an application has been submitted to SCOTT
· The Committee asked whether there is a risk if patients’ GPs are not informed about their participation in the study?  The researcher advised that there was a risk.  
· The researcher undertook to send a letter to participants after publication of the study, summarising the study results.
· Participants will self-identify their ethnicity status.
· The patient alert card will include a 24 hour contact phone number as well as the researcher’s cellphone number.
· The Committee noted a discrepancy between the statement in the application that the sponsor agrees to abide by the RMI guidelines, and the information in the PIS which states that the sponsor will not pay lost wages or other damages.  The Committee requires compensation to be ACC equivalent (which would encompass payment for lost wages, lump sum compensation for permanent disablement).

Decision 

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

1. Please confirm that the sponsor agrees to abide by the RMI guidelines and provide ACC-equivalent compensation. Please amend the statement in the PIS that the sponsor will not cover lost wages or other damages.  Please use the standard RMI compensation statement which is available on the HDEC website. (Ethical Guidelines for Intervention Studies para 6.22, paras 8.1-8.5, SOPs for Health and Disability Ethics Committees, paras 142-150)
	Please make the following changes to the PIS: (Ethical Guidelines for Intervention Studies para 6.22)
2. Risk of harm to participants – please explain what the risks are and why they are outweighed by the potential benefits.
3. Include a statement in the PIS and CF that the participant’s GP will be informed about their participation in the trial.
4. Page 2, bullet point 5 – should refer to up to 104 weeks, not up to 4 weeks.
5. Remove reference to US law/ FDA, IRBs (see p 1, p 14) and include reference to Medsafe.
6. Some of the terminology used to explain the trial is complex, could you please provide a plain English explanation of terminology, eg double blind placebo controlled, open label extension phase. (see p 2 PIS)
7. Delete “if you withdraw consent you must notify study doctor in writing.“ at page 14.
8. The protocol diagram could be included in the PIS to better explain the trial to participants (p 2).

This information will be reviewed, and a final decision made on the application, by Raewyn Sporle and Kerin Thompson.



	 4  
	Ethics ref:  
	13/NTB/98 

	 
	Title: 
	An Investigation of Cabozantinib in Hepatocellular Carcinoma Patients previously treated with Sorafenib 

	 
	Principal Investigator: 
	Professor Ed Gane 

	 
	Sponsor: 
	PPD Global Ltd (NZ Branch) 

	 
	Clock Start Date: 
	25 July 2013 


 
Professor Ed Gane 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 researcher noted that the average life expectancy of most participants with this cancer is in the region of 12-24 months.  It is likely that only 5 participants will be recruited to the study, as they need to have been previously treated with soratinib.  Most patients will be older and often infertile due to the effects of advanced liver disease.  However, the study includes a follow up for the pregnant partner of male study participant in case a child is born to a study participant/partner of study participant.
· The Committee asked how medical information would be kept secure in the US. The researcher clarified that only anonymised patient information will be kept overseas.  Identifiable patient information will be retained at ADHB.  
· The researcher clarified that tissue samples will be exported for analysis, not imported. Participants will be able to opt in to a voluntary tissue study using a liver biopsy tissue.
· Participants will have CT scan at 8-weekly intervals throughout the study, standard care would involve 6 monthly CT scans.  The researcher may also do MRI scans instead of CT scans. 
· The researcher will provide taxis or parking and petrol vouchers to participants.  
· The researcher outlined how health information will be handled.  Patients will be seen by study nurses, data entered into study report form.  The source document will be kept within research unit attached to hospital, electronic case report forms are coded with a randomization number, no name, DOB, or NHI is attached to the case report form.  Linking material kept under lock and key in research unit.  The EQ5D questionnaire will be transcribed into a web based case record form and patient identifiable info removed.
· The researcher clarified that participants would be able to discuss the risks/benefits of participating in this study with their referring physician, they would then be seen in clinic, given the PIS or it would be mailed out to them later.  Participants would not be presented with form and expected to consent on the spot. The Committee would like this info included in future applications.

Decision 

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

1. Please note that it is not ethical for the sponsor to terminate the trial for purely commercial reasons. (Ethical Guidelines for Intervention Studies para 6.63-6.65)
	Please make the following changes to the PIS/CF:(Ethical Guidelines for Intervention Studies para 6.22)
2. The first mention that this is a sponsored trial comes late in the PIS, please state at the beginning that this is a sponsored trial. 
3. The Committee stated that if patients withdraw from the study and do not want survival data to be collected, this data should not be collected. It is the patients right to choose.  Please amend the PIS to reflect this.
4. State in the PIS that how the number of scans involved differs from standard care and identify any risks that this poses.
5. State that participants can seek reimbursement for travel costs.
6. The pregnant partner PIS talks about the women having participated in research. This will not be relevant as they have not taken part in the research, so please check and amend as necessary.  Please include a statement that a pregnant partner should discuss information with LMC, rather than a gynaecologist.
7. Include some NZ websites and contact details, eg Cancer Society at p 20.
8. Remove reference to US law (see p 20).
9. Remove the statement that the ethics committee has given favourable review, simply state that it has been approved by the Northern B Ethics Committee.
10. Affect/effect is used inconsistently in the PIS/CF, please review and amend.

This information will be reviewed, and a final decision made on the application, by Mary-Anne Gill and Paul Tanser.


	 5  
	Ethics ref:  
	13/NTB/99 

	 
	Title: 
	COG ANBL12P1: High Risk Neuroblastoma 

	 
	Principal Investigator: 
	Dr  Mark Winstanley 

	 
	Sponsor: 
	Children's Oncology Group 

	 
	Clock Start Date: 
	25 July 2013 


 
Dr Mark Winstanley and Sarah Hunter were present by teleconference for discussion of this application.

Potential conflicts of interest

The Chair asked members to declare any potential conflicts of interest related to this application.

No potential conflicts of interest related to this application were declared by any member.

Summary of ethical issues

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

· The researcher commented that the European trial looked at two regimens for patients receive allostem cell transplant, indicating BuMel regime was superior.  This trial will follow transplant and BuMel following North America induction technique.  This is a pilot study which will be monitored by COG. 
· The researchers estimate they are likely to be treating 6 children per annum, mostly under age of 5.Clinical trials are part of standard care for child oncology in NZ. At present cure rate for these children is less than 50% with high toxicity.  The trial will look at reducing induction cycles to minimise risk, but will need to have higher numbers of participants to demonstrate efficacy.
· For future reference, the Committee needs the researcher to provide a plain English summary of the study in response to box b 1.1.
· The Committee commented that the PIS/CF is very complex.  The researcher commented that this information is required by COG . Most children diagnosed in NZ with this condition will go on this trial, and parents will discuss the PIS/CF with the consultant and or nurses involved in treating the child. 
· The researcher stated that, participants will be receiving getting standard care (BuMel).  The key difference is that instead of having 6 cycles of induction therapy, they will get 5 cycles of induction therapy, tissue sampling and additional testing/monitoring and follow up as part of the study.
· The Committee asked why the CF for parents asks them to give permission for a child’s full name to be included?  This researcher clarified that is because test results may have an impact on treatment, therefore information needs to be kept identifiable.
· The Committee discussed the importance of the GP being kept informed and stated that this should be regarded as a condition of participating in the study rather than an option.  
· The Committee noted that future use of tissue will require specific ethical approval from a US based IRB. 
· The Committee noted the optional biology sub-study PIS/CF.
· Committee questioned the researcher’s comment that it was demonstrated that children on a clinical trial generally do better than children receiving standard care.  The Committee asked whether there had been a meta-analysis on outcomes for children participating in clinical trials.  


Decision 

This application was provisionally approved by consensus, subject to the following information being received. (Ethical Guidelines for Intervention Studies para 6.22)

1. The Committee commented that the PIS is not clear enough about what is standard treatment and what is part of the research.  At present the PIS is very confusing as there is a lot of reference to US standard treatment protocols as opposed to NZ standard treatment protocols. Parents need to be clear about what the alternatives to participation are for their child.  Please add a summary box in PIS outlining clearly what aspects of the study form standard treatment and what is extra for the research?  
2. Please phrase as a positive statement that the GP will be informed that participants acknowledge as part of consenting.

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



	 6  
	Ethics ref:  
	13/NTB/102 

	 
	Title: 
	Early life determinants of long term outcomes in cystic fibrosis (CF FAB)  

	 
	Principal Investigator: 
	Professor Claire Wainwright 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	25 July 2013 


 
Dr Catherine Byrnes and Jan Tate were present by teleconference for discussion of this application.

Potential conflicts of interest

The Chair asked members to declare any potential conflicts of interest related to this application.

No potential conflicts of interest related to this application were declared by any member.

Summary of ethical issues

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

· There needs to be an NZ based CI.
· The Committee queried whether sending nasal swabs via NZ Post was permissible or legal.  
· The Committee commented that the CFQR is very americanised and a child might not be able to answer some questions eg reference to US grade for schooling. The researcher will need to work out how to manage this.

Decision 

This application was provisionally approved by consensus subject to the following information being received.
1. Please clarify in the family PIS (p 4) what will happen if you withdraw from the study, will data be withdrawn from the study?  
2. Please advise the name and contact details for a NZ CI to A3.1.1, rather than an Australian based CI.
	Please amend the PIS/CF as follows: (Ethical Guidelines for Observational Studies para 6.10-6.17)
3. Simplify the title of the study in the PIS.
4. Child/young person PIS – please refer to teenager rather than adolescent.
5. Rather than referring to a QOL questionnaire- perhaps just say you will be asking them to answer some questions in a form.
6. Young person’s PIS –the family PIS –p 3 states that questions may cause a person to have uncomfortable feelings and that a referral to counselling could be offered.  Please include similar wording in the young person’s PIS.
7. Page 1 of the young person’s PIS states that the study is about protection to stop your lung function from dropping.  The Committee was concerned that this might be interpreted by participants in an overly optimistic manner. The research might benefit other children in the future but is less likely specifically to benefit the participants.  Please amend the PIS to state that the research might help young people with CF in the future.
8. Family PIS - p 2 - please explain what a DEXA scan is.  Please explain what radiation exposure is involved with DEXA scans and CT scans and what risks this might pose? Please contextualise the risk, eg a CT scan gives equal radiation to that to which a person living on earth would be exposed to over a year but is additional to this and in addition to the bone scan, ie doubling background dose of radiation over a year.

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


	 7  
	Ethics ref:  
	13/NTB/103 

	 
	Title: 
	Engaging in stroke rehabilitation 

	 
	Principal Investigator: 
	Ms Felicity Bright 

	 
	Sponsor: 
	AUT University 

	 
	Clock Start Date: 
	25 July 2013 



Felicity Bright and Nicola Kayes were present by teleconference for discussion of this application.

Potential conflicts of interest

The Chair asked members to declare any potential conflicts of interest related to this application.
Kate O’Connor declared a potential conflict of interest as she works for AUT. The Committee decided that she would be present for the discussion and decision.

Summary of ethical issues

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

· The Committee commended the researchers on the format and clarity of the PIS, in particular the inclusion of photographs and large font. Committee noted that the photos look American and queried whether NZ images could be used.
· The researcher clarified there will be 2-4 people with speech difficulties and the professionals/providers who work with them (could be 8- 10 inpatient and 3 outpatient staff).
· The Committee asked how likely it was that providers would agree to participate.  The researcher indicated there should be adequate numbers of staff who will agree to participate.  They have worked with the locality and 80-90% of staff have indicated they would participate.
· The Committee commented that in the consent form, if something is not truly an option, the question should be changed to a statement, removing the option to say no.
· The Committee asked how the integrity of data could be assured?  The researcher said they will use supportive conversations to verify their understanding of the patient’s conversation.  They note if there is uncertainty about their interpretation and will send a summary of analysis to participants for review to check accuracy.
· The Committee asked about the safety of the researchers.  The researcher will have access to counselling if needed.  There is a process for assessing safety risks, the researcher would notify the DHB charge nurse of any concerns in relation to patients or staff.

Decision 

This application was approved by consensus.


	 8  
	Ethics ref:  
	13/NTB/104 

	 
	Title: 
	Outcome from general anaesthesia in infants with cystic fibrosis ( CF GAIN) 

	 
	Principal Investigator: 
	Professor Claire Wainwright 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	25 July 2013 


 
Dr Catherine Byrnes 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. 

· Researcher will follow up 20 children who took part in a previous study.  Researchers will not contact families where they know that the child has died. 
· Please simplify the PIS, as many of the acronyms may be complicated for lay persons.  The researcher undertook to test the PIS with the target audience to check that it is easily understood.
· The Committee expressed concerned about the impact on participants. All chidren will be eligible for the general follow up study but possibly only 20 for this particular study.  To reduce the time burden on participants, the researchers will try to explain both studies at the same appointment.
· The researcher advised that she wil be the NZ based CI.
· The researcher commented that questionnaire data will be entered on line and patient identifiable info will not be included.  Only the CI and project manager will be able to link questionnnaires with patient details.  

Decision 

This application was approved by consensus subject to the following minor non-standard condition:

· Please include a statement about eligibility for ACC in the PIS/CF and include the HDC patient advocate contact details.




	 9  
	Ethics ref:  
	13/NTB/105 

	 
	Title: 
	SONAR 

	 
	Principal Investigator: 
	Dr Helen Linda Pilmore 

	 
	Sponsor: 
	AbbVie Limited 

	 
	Clock Start Date: 
	25 July 2013 



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 remarked that the application provides inconsistent information about how many participants will be recruited.
· The application does not address whether the risks and benefits of the study are proportional.
· The Committee noted that the study will need SCOTT approval
· If blinded result will be withheld from doctor, is there some means by which they can get access to unblended information if the participant needs treatment in an emergency treatment?
· The Committee expressed surprise at the statement in r 4.1 that the study will not produce unexpected clinically significant findings.
· The Committee queried what would constitute reasonable reimbursement for costs associated with participating (p 3.3.1)?
· P 4.2 cultural issues – please note that sending tissue overseas is a cultural issue that needs careful consideration and management.
· Heart failure is a potential side effect of the study, the Committee queried why participants are not screened and monitored with an echocardiogram?

Decision 

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

1. Please provide more information about the risk/benefit ratio of the study.
2. Please confirm that the sponsor P 13 no commitment to provide compensation, please confirm that they will at least be in accordance with the RMI guidelines. (Ethical Guidelines for Intervention Studies para 6.22, paras 8.1-8.5, SOPs for Health and Disability Ethics Committees, paras 142-150)
3. Please explain what information is available to clinicians who may have to treat patients on an emergency basis.  Please ensure that this is provided in the form of an emergency card and 24 hours hotline. (Ethical Guidelines for Intervention Studies para 4.12, para 4.14)
4. Please explain what would constitute reasonable reimbursement for costs associated with participating (p 3.3.1)? (Ethical Guidelines for Intervention Studies paras 6.32, 6.22)
5. Please explain what publication restrictions there are? (Ethical Guidelines for Intervention Studies para 7.12)
6. Please confirm whether study data will be de -identified or potentially identifiable?
7. The Committee needs more information about the comparator (R 1.1.1) ((Ethical Guidelines for Intervention Studies para 5.6, para 5.12)
8. Please highlight the risk of sterility in the PIS. (Ethical Guidelines for Intervention Studies paras 3.8-3.11, para 6.22)
9. The protocol states that congestive heart failure is a potential side effect, why are participants not being screened with an echocardiogram as well as electrocardiogram prior to enrolment onto the study, and/or during the study? (Ethical Guidelines for Intervention Studies paras 3.8-3.11)
10. Please remove reference to the ethics committee having given a positive opinion in relation to study, simply state that the Northern B Ethics Committee has approved the study.
11. Please simplify the inclusion/exclusion criteria and reflect this in the PIS.( (Ethical Guidelines for Intervention Studies paras 5.26-5.27, para 6.22)
12. The PIS would benefit from a pictorial timeline, eg this could be based on the diagram used in the protocol.(Ethical Guidelines for Intervention Studies para 6.22)
13. Please state the total length of participation and reconcile the information given in the protocol about the assessments involved with the information in the PIS. (Ethical Guidelines for Intervention Studies para 6.22)
14. Please remove technical terms, and express them in lay language (Ethical Guidelines for Intervention Studies para 6.22)
15. The PIS p 6 does not explain what happens if you don’t continue to qualify to participate after the randomisation visit.  Please include information about this. (Ethical Guidelines for Intervention Studies para 6.22)
16. P 8 of the PIS lacks a header.
17. Please amend page 9 of the PIS to state that participants must not participate in any other research involving investigational products (as opposed to all research). (Ethical Guidelines for Intervention Studies para 6.22)
18. Please remove reference to the healthcare payer (p 12).
19. Remove reference to US law (p 13) 
20. Remove the requirement to withdraw consent in writing, a verbal request should suffice. (Ethical Guidelines for Intervention Studies para 6.22)
21. Please clarify that if participants withdraw from the study, data already collected will be used but no further data will be collected. (Ethical Guidelines for Intervention Studies para 6.22)
22. P 25 p2.9 please provide summary of findings to participants in a lay language. (Ethical Guidelines for Intervention Studies para 6.22)
23. P 3.1 please provide advertisements for recruitment purposes.
24. Please ensure that the PIS refers to the Northern B Ethics Committee.
25. Please describe peripheral oedema (p 3) in lay language, and explain what an AE/SAE is. (Ethical Guidelines for Intervention Studies para 6.22)
26. Please describe in lay language what a “run in” period is (p 4) (Ethical Guidelines for Intervention Studies para 6.22)
27. Please ensure that the ethnicity data being collected is relevant to the NZ patient population.
28. Please remove reference to the legal representative at p 14 of the PIS and page 4 of the CF.

This information will be reviewed, and a final decision made on the application, by David Stephens, Stephanie Pollard and Paul Tanser.



	 10  
	Ethics ref:  
	13/NTB/107 

	 
	Title: 
	COMBAT CF: Can azithromycin prevent bronchiectasis in infants with CF 

	 
	Principal Investigator: 
	Dr Catherine Byrnes 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	25 July 2013 


 
Dr Catherine Byrnes 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 commended the plain English summary in the application.
· The Committee sought information about the risks associated with the chest CT scan under general anaesthesia.  The researcher said forms part of routine care for these patients.  The researcher qualified this by saying that CT under GA is done less frequently in NZ than in Australia.
· The researcher clarified that the length of time between visits 5 and 13 would be 2 years.
· The Committee commented that the questionnaire hard to read but researcher stated that it will be completed by the project manager, not the parent.
· The Committee commented that the HRC referee report asks whether administering azithromycin might lead to antibiotic resistance.   The researcher stated that this will form part of the safety outcomes of study.  The potential advantage of the study is the prevention of disease as opposed to concern about emerging antibiotic resistant disease. Parents will be advised about the risk of antiobiotic resistance for strep pneumoniae (and told that there are other antibiotic agents available to treat for this).  The study will monitor for antibiotic resistance.
· The Committee asked about the risks associated with BAL.  The researcher explained that these were fever, cough, need for O2, risks associated with anaesthesia.  However usually these tests are administered to children who are unwell, and this makes it hard to separate out the risks of the treatment as opposed to the underlying infection.  However, in this instance the tests will be performed when the children are well.
· Researcher clarified that a non trial CT scan could be used (if timing is close) to avoid unnecessary exposure)
· The Committee noted that page 11 of the PIS has a yes/no question – I agree for data to be collected and sent to paediatrician and GP.  The Committee asked what the risk was if the GP/paediatrician do not access to this information?  The researcher said it is generally preferable for GP, referring doctor to have access to this information.  They will still get the annual review clinic letter.  The Committee suggested reframing the question as a statement.
· The researcher clarified that one Australian DSM member will be involved in analysing data.  However the DSM will be independent.  HRC has approved study and requested no additional requirements in relation to data safety monitoring.


Decision 

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

	Please make the following changes to the PIS/CF: (Ethical Guidelines for Intervention Studies para 6.22)
1. Parent PIS – please include information about the points at which these tests will occur.
2. Check use of affect and effect in PIS.
3. Add correct committee details – NTB
4. Please include information about radiation exposure – ie cumulative effect above and beyond the normal background radiation dose.
5. Is there likely to be a benefit to my child?  The text does not answer that question, please add information here.(p 6)
6. Please provide contact details for the HDC advocate (p 10 PIS)
7. Please reframe the yes/no question about informing the GP as a statement. (p 11)
8. Please remove the requirement for withdrawal of consent to be in writing.(p 12)

This following information will be reviewed, and a final decision made on the application, by Mary-Anne and David Stephens.

Review of approved studies

Stephanie Pollard and Keryn Thompson noted a conflict of interest and did not participate in the discussion.
The Committee noted that Dr Harvey and BCAC have had four opportunities to make submissions on whether approval for the SOLD trial should continue or be revoked.  The Committee has received and considered written and oral submissions from both parties.

The Committee discussed its role, which is not to review the scientific basis of studies.  If the SOLD trial were a new application, the Committee would require evidence of peer review and SCOTT review, however the Committee would not conduct a review of the scientific merits of the study.  Nor is it the role of the Committee at this stage to review the scientific merits of the SOLD study vis a vis the PHARE study.

The Committee is satisfied that there is a DMC in place to monitor the SOLD trial, the Committee’s role is not to conduct this monitoring itself. The Committee notes that the SOLD study is continuing world wide.

The researcher has undertaken to amend the PIS to ensure that participants are made aware of the PHARE trial.  This will be reviewed by a sub-Committee comprising the Chair, Kate O’Connor and Dr Paul Tanser.

The Committee determined that there the grounds had not been made out to justify withdrawing ethical approval for the SOLD trial.




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:
	03 September 2013, 12:00 PM

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



3. Problem with Last Minutes

The minutes of the previous meeting were agreed and signed by the Chair and Co-ordinator as a true record.

4. Matters Arising


5. Other business


6. Other business for information


7. Any other business


The meeting closed at 17:15.
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