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		Minutes





	Committee:
	Northern A Health and Disability Ethics Committee

	Meeting date:
	08 October 2013

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



	Time
	Item of business

	1.00pm
	Welcome

	1.05pm
	Confirmation of minutes of meeting of 10 September 2013

	
	New applications (see over for details)

	1.30pm
	 i 13/NTA/146
ii 13/NTA/161
iii 13/NTA/167
iv 13/NTA/168
v 13/NTA/170
vi 13/NTA/171 CLOSED
vii 13/NTA/172
viii 13/NTA/173
 ix 13/NTA/162
 x 13/NTA/165
 xi 13/NTA/160
 xii 13/NTA/166

	
	

	5.30pm
	General business:
Noting section of agenda

	5.45pm
	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 

	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 

	Dr Karen Bartholomew 
	Non-lay (intervention studies) 
	01/07/2013 
	01/07/2016 
	Present 

	Dr Christine Crooks 
	Non-lay (intervention studies) 
	01/07/2013 
	01/07/2015 
	Present 


 

Welcome

The Chair opened the meeting at 1.05pm 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.

Confirmation of previous minutes

The minutes of the meeting of 10 September 2013 were confirmed.

New applications 


	 1  
	Ethics ref:  
	13/NTA/146 

	 
	Title: 
	"Our Child has Died - Hear our Story" 

	 
	Principal Investigator: 
	Dr Jane Skeen 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	22 August 2013 




Dr Jane Skeen and Ms Jess Jamieson were present in person for discussion of this application.

Potential conflicts of interest

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

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

Summary of ethical issues

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

· Dr Skeen clarified for the committee that participants in this study will be families resident in New Zealand, who identify as Tongan and who are eligible for free medical treatment. 
· Dr Skeen will also travel to see families in Tonga who have visited New Zealand for treatment before returning to Tonga.  When Dr Skeen visits families in Tonga, she will be accompanied by Dr Toakase who is and a paediatrician based in Tonga.  
· The risk of increased emotional distress for families is a primary ethical issue in this study.  The committee asked how recently the death of children of families who may participate in this study was.  Dr Skeen advised that there was no set timeframe.  The researchers are highly experienced in working with families who have had a child die from cancer. Dr Skeen noted in her experience of 30 years working in this area that talking about a death is no more traumatic than when families receive the initial diagnosis; in some ways it is less traumatic as a family has the opportunity to talk about and remember their child. 
· Dr Skeen confirmed for the committee that no clinical records will be accessed.  They will use their database only to make list of children who have died. 
· The committee asked what plans are in place for dealing with criticism or complaints about medical treatment received. Dr Skeen advised that it is likely that such complaints would have been previously raised with the primary consultant prior to this research.  In the event that families do express criticism, they can raise a complaint with the Health and Disability Commissioner. 
· The committee was satisfied that there was no risk of a conflict of interest that might inappropriately influence the researchers’ conduct in the study.  Dr Skeen will conduct the study in her own personal time and at her own expense.  Dr Skeen’s role as researcher will be separate from her role as a clinician. She won’t have on-going clinical contact with family as the children will have died.  It will be at least six weeks following a death before the researchers will contact families. 
· The committee asked who will take part in the interviews and what the protocols within community are.  Dr Skeen noted that they have not placed any restrictions on which family members can participate. Participants will be whoever is considered important and these people are likely to be parents or grandparents.  They will seek consent after first consulting with the families.  
· Dr Skeen confirmed that all participants who take part in the interviews will be asked to sign the consent form. 
· The committee noted that the researchers do not intend to collect ethnic data and asked whether they thought collection was important.   Dr Skeen advised that they will note what ethnicity participants identify with when they are admitted to hospital but that inclusion in the study is for participants who self-identify as Tongan. A follow up study for Samoan participants is planned.  
· The committee asked Dr Skeen to submit questions that will be asked at the interview to the HDEC secretariat and to include the questions in the study protocol. 
· For future reference, please note that the committee would like to see a copy of the Co-ordinating Investigator’s CV. 
· The committee congratulated the researchers on a well put together participant information sheet and consent form.
· Dr Skeen confirmed for the committee that the participant information sheet and consent form will be available in Tongan. 
· The committee requested the following changes to the Participant Information Sheet:  
· Please state that participants will be able to review and approve the interview transcripts.  
· Because this is a pilot study, please state that the results may lead to further research in this area.
· Please provide contact details of independent contacts for participants including Health and Disability Advocate, Maori support person, the health and disability ethics committees and independent contacts in the Tongan community. The HDEC website has a pro forma that you may find a useful reference in this regard.         (pp 4-5).
· Please update the start date of this study.
· Please state that the Northern A Ethics Committee has approved this study.
· The committee requested the following changes to the consent form:  
· Given that you will be working exclusively with Tongan families, please remove the option for interpreters relating to other ethnic groups.
· Please provide space for participants to print their names next to where they sign the form (page 2).  

Decision 

This application was approved by consensus subject to the following non-standard approval conditions being met.

· Please amend the information sheet and consent form, taking into account the suggestions made by the committee (Ethical Guidelines for Observational Studies,     section 6).
· Please provide a copy of the interview questions to the HDEC secretariat and also include the questions in the study protocol. 



	2  
	Ethics ref:  
	13/NTA/161 

	 
	Title: 
	1237.26 OTEMTO™ 2 

	 
	Principal Investigator: 
	Dr Andrew G Veale 

	 
	Sponsor: 
	Boehringer Ingelheim Pty Limited 

	 
	Clock Start Date: 
	26 September 2013 



Dr Andrew Veale and Mrs Carole Veale were present in person for discussion of this application.

Potential conflicts of interest

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

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

Summary of ethical issues

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

· This study will compare two fixed dose combinations of an orally inhaled long acting beta agonist and long acting anticholinergic drug to test safety and efficacy. Previous studies using the combination in COPD patients have not included a placebo arm.  This study has been designed to allow for the inclusion of a placebo control arm by restricting the treatment duration to 3 months and restricting the study population to patients with moderate to severe COPD. 
· The committee noted that that main risks in this study are worsening of potential symptoms and that the researchers need to make sure the rescue mechanisms are sound and clearly instructed to participants. For example, on page 11 of the participant information sheet please include an instruction about the use of Ventolin® for rescue with risk of worsening symptoms. 
· Dr Veale confirmed that the risk of death in tiotropium Respimat® noted on page 13 of the participant information sheet was specific to the Respimat® device.  The committee asked Dr Veale to clearly state this to participants.  
· The committee supports the inclusion of an executive summary at the start of the participant information sheet given that much of the material in the document is dense. The committee emphasised that an executive summary doesn’t constitute the participant information sheet itself.  Rather, it simply states why people are being invited to participant and what the study is about.  The committee asked that the executive summary clearly states how this study is different from usual care. 
· Dr Veale agreed that an executive summary would be helpful for participants and agreed to discuss this further with the study sponsor.
· Dr Veale confirmed for the committee that reference to participant consent for health information from other health services (PIS page 16), was for information held by their GP and hospital records only.  Dr Veale confirmed that this information will not be released to the sponsor.  The committee asked that both be clearly stated in the participant information sheet.  
· Dr Veale confirmed for the committee that he would not recruit his own patients to the study.  Recruitment will be from their site database from patients who have had lung function tests with them and have given consent to be contacted.  The researchers may advertise if numbers are low. 
· SCOTT review has not been sought as the medicines used in this study are not new.  Dr Veale thought that the Sponsor may cover review but will check and confirm for the committee. 
· Dr Veale confirmed for the committee that compensation will be covered by the study Sponsor and that cover is ACC equivalent and covers the five points set out at r.1.9 on the application form. 
· The data monitoring will be done by the company sponsor Boehringer.  Dr Veale is satisfied that this will be carried out in an independent way. 
· For future reference, please note that storage of study data that can be linked back to participants after the study is ‘partially de-identified’ rather than ‘de identified’ as stated at question r.2.4 on page 17 of the application form. 
· Dr Veale confirmed that Māori Consultation is in progress with a North Shore company, Māori Associates, headed by Mr Peter Jansen. 
· Please provide contact details of independent contacts for participants including the Health and Disability Advocate, Māori support person and the Health and Disability Ethics Committees. The HDEC website has a pro forma that you may find a useful reference in this regard (pp 4-5).

Decision 

This application was approved by consensus subject to the following non-standard approval conditions being met.

· Please amend the information sheet and consent form, taking into account the suggestions made by the committee (Ethical Guidelines for Intervention Studies, para 6.22
· Please provide a letter of evidence that you have consulted with Māori research body that addresses cultural issues that may arise for Māori participants (Guidelines for Researchers on Health Research Involving Māori).



	3  
	Ethics ref:  
	13/NTA/167 

	 
	Title: 
	PT003008 - A 28-week safety extension study from PT003006  

	 
	Principal Investigator: 
	Dr Dean Quinn 

	 
	Sponsor: 
	Clinical Network Services (CNS) Pty Ltd 

	 
	Clock Start Date: 
	26 September 2013 



Ms Katie Kennett 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 this study follows on from a previously approved (Multi-region ethics committee), study and that that application was not included with this application.
· The committee was concerned that this application does not make clear why the study (the extension) is being conducted and who researchers intend to recruit to the study.  
· The committee asked why this application was not included as part of the previously approved application for study PT003006.  Ms Kennett advised that to the best of her knowledge (Ms Kennett attended on behalf of the CIs who were unavailable), that the 006 study had a placebo group and this extension study will remove the placebo arm and focus on the drug tolerability and safety
· Ms Kennett confirmed for the committee that the researchers intend to recruit participants from the 006 study only to this study and that participants receiving placebo would not be offered participation in this study.  To maintain the blinded study a proportion of the people on the active drug would also not be offered participation. 
· The committee noted that it is not possible to maintain the double blindness of studies 006 and 007 as this current study will only be offered to participants on the test arms.  The committee asked that the researchers explain what they mean by this study being a randomised, double-blind study as this is not currently clear. 
· The committee was concerned that researchers intend to monitor patients for 52 weeks but have not included independent peer review to justify this design.  Ms Kennett confirmed that SCOTT has reviewed the 006 protocol but a further review has not been done as the sponsor doesn’t have a peer review process in place.  The committee emphasised that because the researchers are adding extra weeks for tolerability and safety, they need to be clear about why they are doing this and provide evidence of appropriate independent peer review.  
· Ms Kennett confirmed for the committee that recruitment for 006 is 50 patients and that recruitment is on-going.  Participants who do not want to continue on for 52 weeks in this study will receive follow up at their last 006 study visit. 
· For future reference, please note that storage of study data that can be linked back to participants after the study is ‘partially de-identified’ rather than ‘de identified’ as stated at question r.2.4 on page 17 of the application form. 
· The committee requested the following changes to the participant information sheet and Consent form
· The participant information sheet needs to be clear about who will be recruited to this study and why the study is happening. Please rewrite and be clear about why you are adding the extra 52 weeks to test safety and tolerability. Please clearly state that only patients on 006 and on treatment will be invited to this study.
· Will blood samples go overseas and if so for how long?  Please clarify this in the consent form and if not please clearly state that samples will not be part of future unspecified research.
· Please replace the Multi-region Ethics Committee with the Northern A Ethics Committee. 

Decision 

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

· Clarification in writing to the committee of why this extension is required and who will be invited to participate.
· Confirmation from the researchers that the study is appropriately designed and has had appropriate independent peer review.  Please include any relevant documents.
· Confirmation that the researchers have considered the effect of un-blinding. The committee asks for further explanation as to what is meant by this study being a randomised, double-blind study as this is not currently clear.
· Confirmation that a data safety monitoring committee is in place for this study and also whether a data safety monitoring committee has reviewed and amended the study design of 006 and 007.
· Amended information sheet and consent form, taking into account the suggestions made by the committee (Ethical Guidelines for Intervention Studies, para 6.22).

This information will be reviewed, and a final decision made on the application, by the Chair, Dr Christine Crooks and Dr Karen Bartholomew. 



	4  
	Ethics ref:  
	13/NTA/168 

	 
	Title: 
	WHiP 

	 
	Principal Investigator: 
	Mr Lindsay McTavish 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	26 September 2013 



Mr Lindsay McTavish 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. 

· This study builds on two previous studies relating to management of hypoglycaemia in relation to bodyweight. The first study tested a weight based methodology in 4 year olds and 12 year olds.  The study found that treating children with 0.3 grams glucose /kg resulted in a 2 -2.5 mmol/L rise in blood glucose over a 10 minute period without rebound hyperglycaemia at the next meal. The second study was conducted in adults and showed similar results. This study differs from the previous two studies as it will test the theory in adults and children with an insulin infusion pump system (SCII) that changes basal rates.  This study proposes that the weight based treatment protocol is more effective at resolving hypoglycaemia episodes than current guidelines being taught to users of SCII.  
· Mr McTavish clarified that the treatments will be randomised.  There are 10 sealed envelopes; 5 of which will be weight based treatments and 5 standard protocol treatments. Treatment will also be in random order. 
· Mr McTavish explained the exclusion criteria for the committee including excluding participants who can’t respond to hyperglycaemia because of a lack of adrenalin or are unable to detect a hypoglycaemic event. 
· Mr McTavish confirmed for the committee that there are no Māori with type 1 diabetes on the SCII pumps in his catchment area. 
· The committee asked Mr McTavish to submit a copy of favourable peer review to the committee.
· For future reference, your answer at question G on the application form should have been ‘yes’ as you are accessing health information for future reference.  While clinical records will not be accessed practitioners are registered. 
· Mr McTavish confirmed that he is not the clinician for study participants. 
· The committee requested the following changes to the participant information sheets and consent forms: 
· The committee noted that there is currently a participant information sheet for adults, and one for 5 – 16 year olds.  The committee recommended that the younger age group (5-10) may benefit from a different participant information sheet and consent form and that adult participants require their own participant information sheet.  
· Please provide a parent consent form for children, consent form for adult participants and a parent assent form for children who consent for themselves.
· Please clearly state that people ‘may’ be eligible to apply for compensation not that they will automatically be granted compensation. 
· Please replace Central Ethics Committee with Northern A Ethics Committee.
· Please review the used of jargon (eg “microvascular complications PIS page 1).

Decision 

This application was approved by consensus subject to the following non-standard approval conditions being met.

· Please amend the information sheets and consent forms, taking into account the suggestions made by the committee (Ethical Guidelines for Intervention Studies, para 6.22).
· Please provide evidence of favourable peer review. 



	5  
	Ethics ref:  
	13/NTA/170 

	 
	Title: 
	Cervical Screening with HPV 

	 
	Principal Investigator: 
	Dr Mee Ling Yeong 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	26 September 2013 



Dr Mee Ling Yeong 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. 

· This study will examine the use of HPV as a primary screening test over a one year period in New Zealand.  Dr Yeong noted that studies conducted over the past 10 years show the majority of cervical cancer is caused by HPV.   The HPV test better predicts the risk of developing cervical cancer than the currently used PAP smear and is being recommended as a cervical screening tool in other countries.   This study is a pilot study to see how the test will be received by women and health clinicians in New Zealand, and is the New Zealand arm of an Australian designed study.  
· The committee acknowledged that this is an important and necessary study but that there are particular sensitivities around cervical screening and we need to get the study right.    
· To this end, the committee asked Dr Yeong to clarify what the end point of this intervention study is. Dr Yeong explained that the end point will be the number of people in the study population who are found to be HPV positive (including the sub-type 16 and 18) and their colposcopic findings. A secondary measure will be the acceptability of the process for clinicians and women.  This is not reflected clearly in the study protocol. 
· Dr Yeong was asked to clarify the number of women invited to the study – a.6.2 says 750 and b.2.1 says 500 women. She stated that 500 would be invited.
· The committee asked Dr Yeong about the laboratory capacity to deal with a large volume of HPV tests. Dr Yeong advised that the study intends to examine the resource use and laboratory processes associated, as well as colposcopy resource.
· The committee asked Dr Yeong whether she had consulted with DHB colposcopy services about the potential increase in referrals and what this might mean for them.  Dr Yeong confirmed this has been done through the National Cervical Screening Programme (NCSP) Advisory Group membership.  She noted that 500 women will take part in this study and a 10 per cent abnormality rate would mean the number of women referred for colposcopy would be quite low.  
· Dr Yeong was asked what information to be collected in this study as this is not clear in the protocol. She stated that this will be the usual demographics, whether the HPV test result was positive or negative, and how follow up was carried out when needed. 
· Dr Yeong confirmed that the practice visit for the smear/sample taken as part of this study would be free to participating women. The committee noted that smears provided by general practitioners in the Auckland region could cost as much as $86, and that this could be considered an inducement. Dr Yeong was also asked to comment on the informed consent process for general practitioners, in particular the potential for coercion with general practitioner payment for women recruited. Dr Yeong said that this would be covered in the training of general practitioners, and she did not believe that coercion was likely.  
· Dr Yeong clarified for the committee that a proportion of those women who have negative (normal) test results will also be invited to have a colposcopy to measure the parameters of the test (check for false negatives). It will not be compulsory for these women to attend the appointment. This needs to be clear on the participant information sheet.
· Dr Yeong confirmed that at the end of this study (one year) all women will be offered a smear test. It is not clear whether this repeat test will also be free, and this needs to be clarified.
· Acceptability of testing will be assessed by analysis of participant and smeartaker questionnaires.  However the methodology for the questionnaire administration and assessment is not clear in the protocol and the questionnaire instruments are not included. Dr Yeong stated that these have been developed and she can provide them. The timeframe for questionnaires to be undertaken has not been decided but Dr Yeong thought that it may be about a year after the study before the acceptability results are known. 
· Dr Yeong confirmed that participant health information will not be identifiable in publications, however it will be stored in an identifiable format on the NCSP-Register permanently, and could therefore be viewed by NCSP staff who have access to this information as well as researchers. Dr Yeong noted that the NCSP-Register staff are already bound by NCSP privacy and confidentiality conditions.  The committee noted that the participant information sheet needs to notify women that their data will be held on the NCSP-Register and that it will be kept in an identifiable way permanently. 
· The committee noted that no independent peer review was provided for the study design and methodology. This is an intervention study and peer review is required. Review by the Australian ethics committee is not considered peer review, and the letter of support from a study co-investigator is not independent.
· Further information is requested on the study process for women with abnormal tests who do not attend or decline colposcopy or follow up smears. Who has the responsibility to follow these women up, the smeartaker or the study investigators?
· The committee asked the researcher to provide evidence of consultation with Māori, and noted that DHB locality assessment will be required which will include Māori consultation.
· The committee noted for future reference that the answer at question b.1.1 in the application form that the “[…] risk of cervical screening failing to detect pre-cancer will increase if cytology remains the primary screening test”, would be better answered as “could increase”. 
· Dr Yeong confirmed that a biobank resource will be established from the residual samples in this study and will be kept for retrospective testing for future unspecified research purposes. The protocol states that this is for “later assessment of DNA, RNA or protein biomarkers,” and will comprise a “population-based sample for linkage to the results of histopathology analysis, screening test history, trial outcomes and other data”. This information is not clear to participants in the information sheet. 
· The protocol states that the biobanked samples will be stored at DML or “another appropriate site” but does not clarify where this might be, or whether the sample may go overseas. 
· Dr Yeong was asked whether biobanking was a requirement of the study, and she replied that biobanking was voluntary, and that the laboratory would have sufficient tracking processes to destroy (as in routine practice) samples for women who did not consent to biobanking. This is not clear in the protocol. The voluntary nature of the testing needs to be reflected in the information sheet, or a separate information sheet and consent form provided for this purpose.
· It is not clear from the protocol whether separate ethical approval has been granted for the proposed cervical biobank at DML as per the HDEC Standard Operating Procedures (section 13) and the Ministry of Health Guidelines for the Use of Human Tissue for Future Unspecified Research 2007. This requires clarification and would need to be granted before the study can begin recruiting.  

· The committee requested that the following changes be made to the participant information sheet: 
· Please make the following clear to participants: that this is a pilot study investigation into potential changes into cervical tests for the Programme, how the test in this study differs from usual care, that there may be extra colposcopy visits for women who test positive for HPV and some women who test negative, and that another smear will be requested in a year’s time. 
· Please clearly state that the tests will be free of charge for participants.
· Please state that General Practitioners are being paid to take part in this study and that the HPV testing is paid for by Roche.
· State that the information collected will be kept on the NCSP-Register in an identifiable format permanently.
· Clarify the rights of withdrawal for participants – if they withdraw part way through the study will their data remain in the study, will their sample be destroyed, and what follow-up will they be invited to participate in for their clinical safety? 
· The committee requested the following changes be made to the biobanking information in the participant information sheet:
· The committee noted that lots of work needed to articulate full information to participants about why a biobank is being established, what this involves, what will happen to their samples. Please review the Ministry of Health Guidelines for the Use of Human Tissue for Future Unspecified Research 2007 to assist with providing this information to participants.
· Please be explicit about how tissue samples will be collected, transported, stored and destroyed, and the length of time they will be kept. Please also clearly address cultural issues associated with the storage and use of tissue that may arise for Māori and Pacifica groups.
· Please explicitly state that the sample belongs to the participant and that consent to researchers storing the sample is voluntary and will not affect their current or future care.  
· Consider a separate information sheet and consent form for the biobanking study.  

Decision 

This application was provisionally approved by consensus subject to the following information being received. 
· Please amend the information sheet and consent form, taking into account the suggestions made by the committee (Ethical Guidelines for Intervention Studies, Para 6.22).
· Please provide a letter of evidence that you have consulted with Māori research body that addresses cultural issues that may arise for Māori participants (Guidelines for Researchers on Health Research Involving Māori).
· Please provide details on the questionnaire methodology used to assess acceptability of the study, including the questionnaire instruments.
· Provide independent peer review of the study design and methodology.
· Provide evidence of ethical approval of the DML cervical biobank establishment.

This information will be reviewed, and a final decision made on the application, by the Chair, Dr Karen Bartholomew, Dr Christine Crooks and Ms Michele Stanton. 



	6  
	Ethics ref:  
	13/NTA/171 CLOSED

	 
	Title: 
	An Efficacy and Safety Trial of MK-8931 in subjects with amnestic Mild Cognitive Impairment due to Alzheimer's Disease (Prodromal AD)  

	 
	Principal Investigator: 
	Dr Nigel Gilchrist 

	 
	Sponsor: 
	Merck Sharp & Dohme (New Zealand) Limited  

	 
	Clock Start Date: 
	26 September 2013 



Ms Rachel March and Mr Graeme Silk were present in person for discussion of this application.

Potential conflicts of interest

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

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

Decision 
This application was provisionally approved by consensus. 



	7  
	Ethics ref:  
	13/NTA/172 

	 
	Title: 
	Phase I study of selenium in cancer patients 

	 
	Principal Investigator: 
	Dr Michael Jameson 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	26 September 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. 

· Overall design: the committee was unclear as to whether there are enough people in each cohort to adequately answer this study question; the duration of the study is not clear and the rationale for why two different types of cancer are being studied is also not clear.  
· The committee considers the population group is vulnerable as they have advanced disease and will be recruited by their medical oncologist. Therefore there may be a risk of coercion.  Please describe how you intend to recruit participants to the study.  Please advise how much time participants will be given to consider the information before consenting and screening. 
· It is unclear from the application whether or not you are banking tissue samples and what you intend to do with the samples.  Please advise the committee whether you will bank samples and what you intend to test. 
· Please confirm that you have an approved locality assessment from the district health board.    
· The committee requested the following changes to the participant information sheet and consent form:
· Please state in the first sentence why participants have been chosen to take part in this study.
· Page 2, paragraph 4:  the committee noted that the study involves a dose escalation to assess side effects.  Therefore, please state that the study will recruit 72 people overall into three separate groups. 
· Please explain what PSA is to participants as they may not know what this means. 
· Please clearly state whether the biomarker aspect of this study is optional. 
· Please clearly state that samples will be sent overseas and where they will be sent. 
Decision 

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

· Please justify the intended sample size in this study and whether you think there are enough people in each cohort to adequately answer the study question. (Ethical Guidelines for Intervention Studies, para 5.6)
· Please clarify the purpose of your study including clarification on why two different types of cancer are being studied. (Ethical Guidelines for Intervention Studies, para 5.2)
· Please advise how participants will be recruited to the study, including how much time they will be given to consider the study information before consenting and screening. (Ethical Guidelines for Intervention Studies, paras 6.2-6.3)
· Please advise whether or not you intend to bank tissue samples and also what you intend to do with the samples.  (Guidelines for the Use of Tissue for Future Unspecified Research Purposes, 2007)
· Please amend the information sheet and consent form, taking into account the suggestions made by the committee (Ethical Guidelines for Intervention Studies, para 6.22).
· Confirmation that you have an approved locality assessment from the District Health Board.

This information will be reviewed, and a final decision made on the application, by the Chair and Dr Karen Bartholomew.



	 8  
	Ethics ref:  
	13/NTA/173 

	 
	Title: 
	A study of intravenous Alpha1-Proteinase inhibitor to assess the safety and effectiveness in participants with Pulmonary Emphysema 

	 
	Principal Investigator: 
	Dr Jeffrey Garrett 

	 
	Sponsor: 
	Quintiles Pty Limited 

	 
	Clock Start Date: 
	26 September 2013 



Dr Andrew Veale and Mrs Carole Veale were present in person for discussion of this application.

Potential conflicts of interest

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

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

Summary of ethical issues

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

· This study population is a number of patients with genetic deficiency (alpha 1-antitrypsin) that leads to early emphysema and death.  There is currently no treatment available for this deficiency and this study will test a human-derived replacement protein for efficacy (previous studies have established safety).  
· The committee noted that this is a three year study and that some participants will be on placebo and asked therefore how attractive it would be for participants to join.  Dr Veale noted the alternative is to not be on treatment at all and also that participants will receive standard care.
· Dr Veale confirmed that people who have smoked in the 12 months prior to the study will be excluded as smoking is a confounder.  Participants will not be allowed to smoke while on the trial but results will analyse smoking history. 
· The committee noted that if progression is slow or there is no response at all, at what stage will the researchers know whether the dose arms are making a difference.  Dr Veale stated that is not known at this stage but that all participants will be offered what is seen to be the optimal dose at end of the three years. 
· The committee noted that this is a blinded study and asked how researchers will manage participants if their condition worsens during the study.  Dr Veale noted that there is currently no existing treatment for participants with this genetic deficiency but that they would be removed from the study if there is evidence of accelerated harm.
· Dr Veale confirmed that participants will have 5 lung CT scans and that this protocol has been assessed by a medical physics expert.  These are scans that would not have occurred in usual care (patients often have a CT at diagnosis). The committee asked Dr Veale what he considered the risk of radiation induced cancer was, and he described the risk as intermediate - a .0003 increase.  Dr Veale advised that this will be clearly stated to participants before they consent to the study. The committee acknowledged that risk communication around radiation induced cancers was challenging, however it is a key safety issue and so asked that this risk also be clearly articulated in the participant information sheet.
· Dr Veale confirmed that the researchers may find existing cancer in the initial CT scan and advised that participants would be withdrawn from the study if this was the case and referred for treatment. 
· Dr Veale clarified the recruitment strategy for the committee.  The researchers have access to national AATD databases which they have used to identify and approach potential participants about consent.  The recruitment process will be conducted in two steps; a letter to the patient followed by a copy of the participant information sheet and consent form. Dr Veale does not believe there will be the potential for coercion with this recruitment approach although the researchers are well known to potential participants. 
· Dr Veale confirmed that the sponsor will pay for any associated costs including CT scans.
· Dr Veale confirmed for the committee that both SCOTT review and Māori consultation are in progress.  
· The committee requested the following changes to the participant information sheet and consent form: 
· Please introduce up front why participants are being recruited to the study and what the study is about. 
· Please also clearly state that lung CTs aren’t part of usual care but that participants will receive 5 scans.  Please clearly state that there is an intermediate risk of developing a tumour, and that the radiation participants will be exposed to is 2-3 times greater than background radiation. 
· Please remove the tick box regarding biobanking for future research on page 11 of the consent form, and provide a separate consent form noting that this is voluntary.
· Please provide clear information about how the tissue samples will be collected, transported and stored and how cultural issues associated with the storage and use of tissue will be addressed.  

Decision 

This application was provisionally approved by consensus subject to the following information being received. 
· Please amend the information sheet and consent form, taking into account the suggestions made by the committee (Ethical Guidelines for Intervention Studies, para 6.22).
This information will be reviewed, and a final decision made on the application, by the Chair, Mr Kerry Hiini and Dr Christine Crooks. 
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	Ethics ref:  
	13/NTA/162 

	 
	Title: 
	A study of Sofosbuvir and Ribavirin in patients with Genotype 1 or 3 Chronic Hepatitis C and Renal Insufficiency. 

	 
	Principal Investigator: 
	Prof Edward Gane 

	 
	Sponsor: 
	Gilead Sciences, Australia & New Zealand 

	 
	Clock Start Date: 
	26 September 2013 



Ms Carolyn Harris and Dr Christian Schwabe were present in person for discussion of this application.

Potential conflicts of interest

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

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

Summary of ethical issues

The main ethical issues considered by the Committee were as follows. 
· The study drug is a promising agent that has dramatically increased cure rates for patients with Hepatitis C.  This study aims to generate safety and efficacy data in a population that has been difficult to treat in order to help prescribers of the drug treat patients appropriately. 
· It is anticipated that the majority of participants recruited to this study will be renal patients who come through Auckland hospital.  The researchers will also contact renal physicians throughout the country and ask for referral. The screening and consenting process will take place at Auckland Clinical Studies and any associated travel costs will be covered by the research team.
· Dr Schwabe confirmed that peer review has been done within the sponsor company and that SCOTT review is also underway. The committee asked whether the researchers considered that there are clinicians in New Zealand of sufficient standing to do peer review.  Dr Schwabe noted renal physicians at Auckland Hospital have been consulted informally and that experts within New Zealand have provided comprehensive input into the protocol.
· The committee asked that Professor Gane provide comment about what he considers an acceptable form of peer review for similar studies in future.
· The committee requested the following changes to the participant information sheet and consent form:
· Please review the forms for jargon and rewrite so that all information is clear to participants.
· Page 2 of 18, paragraph 4: please reword “after your disease worsens” to reflect the possibility that the disease (HCV) might worsen.
· Page 12 of 18, last paragraph: please make it clear that funding for the new treatments will be limited to patients with advanced disease and will not be available to this study population. 
· The committee requested the following changes to the optional pharmacogenomics participant information sheet and consent form
· Please state that samples will be banked in the USA.  

Decision 

This application was approved by consensus subject to the following non-standard approval conditions being met.

· Please amend the information sheet and consent form, taking into account the suggestions made by the committee (Ethical Guidelines for Intervention Studies, para 6.22).
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	Ethics ref:  
	13/NTA/165 

	 
	Title: 
	A study to investigate a new drug Sofosbuvir when used with Ribavirin for 16 or 24 weeks or when used with Ribavirin and pegylated interferon for 12 weeks in Patients with chronic Hepatitis infection 

	 
	Principal Investigator: 
	Professor Ed Gane 

	 
	Sponsor: 
	PPD Global Ltd (NZ Branch) 

	 
	Clock Start Date: 
	26 September 2013 



Ms Amy Cole 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. 
· This is a phase III study to assess the safety and efficacy of further treatment of the drug Sofosbuvir in 40 New Zealand patients with genotype 3 chronic hepatitis C virus as well as treatment naïve, cirrhotic genotype 2 patients
· The two main harms are biopsy for type 3 patients and the side effects of PEG interferon.  Ms Cole noted that liver biopsy is not standard of care and the reason that it has been added to this protocol is to find out more about responsiveness.  Unless contraindicated type 3 participants will have a biopsy.  This will be explained to participants. PEG is usual care and the side effects have been well described in the participant information sheet.
· Ms Cole confirmed that consultation with Māori is in progress. 
· Ms Cole confirmed that the data will be held on a register within the office but the information that goes to the sponsor will be de identified.  For future reference please note that the storage of data (application question r.2.4) is “partially de-identified”.  
· The committee noted several sub-studies were included, and that the current presentation of this information is somewhat confusing with multiple information sheets and consents. This could be simplified for participants. The committee discussed with Ms Cole the possibility of a table at the beginning of the information sheet to clarify the different sub studies. It needs to be clear which genetic testing is mandatory for study participation, and which are voluntary sub-studies.  
· If participants do not elect to participate in the sub-studies how long will their samples be kept for? 15 years is mentioned in the application but in r.3.12 it is not clear. This need to be clarified in the information sheet.
· The commercial/intellectual property issue was discussed and it was noted that the statement on page 6 of the information sheet (regarding ownership sharing with iwi/hapu) was in contrast to the statement on page 16 that no commercial gain would be received by participants or others. Ms Cole was asked to review this section and ensure that the information provided is consistent.
· The committee requested the following changes to the participant information sheet and consent form. 
· Please state upfront why participants have been invited to take part in this study.
· Please include a table that sets out clearly what is required and what is optional in each of the studies. 
· Page 17, paragraph 1: please review the sentence that states that there is no expiration date for the consented collection and use of participant information. 
· Intellectual property: please review the wording on pages 6 and 17 and be clear about what you mean as information appears to be in conflict.  Page 6 suggests that there might be some sharing of intellectual property.  
· please review and reduce the use of repetition and jargon (for example PBMC (page 8).

Decision 

This application was approved by consensus subject to the following non-standard approval conditions being met.
· Please amend the information sheet and consent form, taking into account the suggestions made by the committee (Ethical Guidelines for Intervention Studies, para 6.22).
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	Ethics ref:  
	13/NTA/160 

	 
	Title: 
	ADVANCE 

	 
	Principal Investigator: 
	Associate Professor Andrew Holden 

	 
	Sponsor: 
	Cook Medical 

	 
	Clock Start Date: 
	26 September 2013 



Mr Andrew Hill and Miss Helen Knight were present in person for discussion of this application.

Potential conflicts of interest

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

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

Summary of ethical issues

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

· Mr Hill explained that this is a relatively easy study from both a clinical and research perspective.  This particular balloon is the first one of its kind to be trialled and this is a safety and efficacy study.  
· Mr Hill explained the recruitment process for the committee.  Participants will be patients who are at Auckland City Hospital for treatment and referrals will be determined at a multi-disciplinary weekly meeting.  Initial contact will be by phone and then participants will have a chance to consider the participant information sheet before consenting. Participants will be reimbursed for visits outside of the standard of care.
· Follow up will be based around clinical events.  Adequacy of dialysis will be one of major outcomes.
· The study has not been formally peer reviewed in Auckland but a sponsor peer review has been provided.
· Dr Hill confirmed for the committee that he would find out how safety is reviewed and then advise the committee.
· Insurance cert needs up dating – one provided expires 1 October. 
· Evidence of consultation with Māori is needed.
· The committee requested the following changes to the Participant Information Sheet and Consent Form:
· Please clearly state in the first sentence why people are being recruited to the study 

Decision 

This application was approved by consensus subject to the following non-standard approval conditions being met.
· Please submit evidence of consultation with Māori to the HDEC secretariat. 
· Please advise the committee how safety will be reviewed. 
· 
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	Ethics ref:  
	13/NTA/166 

	 
	Title: 
	PI 13-05 

	 
	Principal Investigator: 
	Associate Professor Andrew Holden 

	 
	Sponsor: 
	W L Gore & Associates Inc 

	 
	Clock Start Date: 
	26 September 2013 



Mr Andrew Holden and Miss Helen Knight were present in person for discussion of this application.

Potential conflicts of interest

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

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

Summary of ethical issues

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

· This first in human study will assess the safety and performance of an investigational stent for treatment of narrowed common and iliac external arteries. This stent is an alternative to a product already on the market.
· Patients already receiving treatment for condition will be identified and offered the intervention.
· Mr Hill confirmed that population numbers are determined by sponsors. 25-30 is a typical number. The difference simply reflects the preference of FDA and Europe.  Practically and scientifically there is no difference.
· Mr Hill noted that surgical work in this area has significantly reduced as a result of developments in stents. 
· Mr Hill confirmed that there will be no samples taken in this study.  Images will be analysed in Germany.  
· Dr Hill confirmed for the committee that he would find out how safety is reviewed and then advise the committee
· Please clarify what the acronyms ADI and TBI mean on page 3 of the participant information sheet. 

Decision 
This application was approved by consensus subject to the following non-standard approval conditions being met.

· Please advise the committee how safety will be reviewed. 


[bookmark: _GoBack]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 November 2013, 01:00 PM

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



	No apologies were tendered for this meeting.

The meeting closed at 5.45pm.
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