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		Minutes





	Committee:
	Northern A Health and Disability Ethics Committee

	Meeting date:
	11 June 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 14 May 2013

	1.30pm
	New applications (see over for details)

	
	   i 13/NTA/70
  ii 13/NTA/72
  iii 13/NTA/73
  iv 13/NTA/74
  v 13/NTA/75
  vi 13/NTA/76
  vii 13/NTA/78
  viii 13/NTA/79
  ix 13/NTA/80
  x 13/NTA/81
  xi 13/NTA/84

	6.00pm
	General business:
Noting section of agenda

	6.10pm
	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 
	Present 

	Mr Kerry Hiini 
	Lay (consumer/community perspectives) 
	01/07/2012 
	01/07/2014 
	Present 

	Assoc Prof Wayne Miles 
	Non-lay (intervention studies), Non-lay (health/disability service provision) 
	01/07/2012 
	01/07/2013 
	Present 

	Dr Etuate Saafi 
	Non-lay (intervention studies) 
	01/07/2012 
	01/07/2014 
	Present 

	Ms Michele Stanton 
	Lay (the law) 
	01/07/2012 
	01/07/2014 
	Present 


 

Welcome

The Chair opened the meeting at 1:19pm 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 14 May 2013 were confirmed.

Potential conflicts of interest were identified in proposals 79 and 81. There were no other declared conflicts.


New applications 


	 1  
	Ethics ref:  
	13/NTA/70 

	 
	Title: 
	MAJESTIC 

	 
	Principal Investigator: 
	Associate Professor Andrew Holden 

	 
	Sponsor: 
	Boston Scientific 

	 
	Clock Start Date: 
	30 May 2013 



Prof Andrew Holden was present in person for discussion of this application.

Summary of ethical issues

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

· The study tests the safety and efficacy of a device for short lesions in long lesions. The device will be used with the drug (Paclitaxel) in this study to see whether it reduces restenosis. 
· The device used in this study has been trialled overseas and 800 patients tested with positive results.
· The committee was satisfied that the Paclitaxel does not require SCOTT approval.  No blood or tissue samples will be taken during this study.
· Both Maori and Pacific Island peoples are over-represented in long lesions.
· The committee asked whether Prof Holden had consulted with Maori and whether approval had been given. Approval is awaited from the ADHB Maori Research Office.
· The committee asked Prof Holden how he intended to recruit patients to the study.  He advised that both he and Andrew Hill who are treating physicians will identify patients who treated in the clinic as being eligible for the study.  Another clinic staff member will then contact the person to see whether they are interested in taking part. 
· Participant Information Sheet/Consent Form.  The committee suggested a short study title be used on the forms if possible. 
· The committee asked how the researchers intended to differentiate between patients recruited for this trial and the ILLUMINATE trial.  Prof Holden advised that there will be some crossover but the researchers will never put the device used in this study in short lesions. 

Decision 

This application was approved by consensus



	 2  
	Ethics ref:  
	13/NTA/72 

	 
	Title: 
	PSA-EPO in People with CKD Not on Dialysis or Receiving Erythropoiesis Stimulating Agents 

	 
	Principal Investigator: 
	Dr Janak De Zoysa 

	 
	Sponsor: 
	Xenetic Biosciences 

	 
	Clock Start Date: 
	30 May 2013 



Ms Carolyn Harris was present in person for discussion of this application.

Summary of ethical issues

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

· This study will trial a new medicine to see whether it increases haemoglobin levels in anaemic patients with chronic kidney disease.  
· The committee noted that a benefit of the study is that once anaemia is under control it is hoped that patients will respond better to other treatments.
· The committee asked whether there will be any restrictions placed on the publication of negative findings. Ms Harris advised that while she was aware that results would be published via website and journals, she would need to double check with the researcher whether negative findings would be included.
· The committee noted that there is variance in the information given about monitoring arrangements.  r.1.4 states ‘internal’ and  r.1.5 states ‘independent’.  Ms Harris explained that they will use a combination of people to monitor arrangements – someone from within the organisation and an independent external monitor.  
· The committee noted that incidence in Maori and PI is three times higher than European.
· Please provide HDEC’s with Medsafe approval.

Participant Information Sheet and Consent Forms
· It would be useful for participants if the purpose of research was set out at the start of the form. 
· Please ensure consistency in chemical concentrations throughout the document and express them in Gram/litre for a New Zealand audience.  
· ACS no longer uses ADHB for Maori Consultation and had consulted with an independent advisor, Maui Hudson.  Regardless of this, please ensure that a contact for Maori at the ADHB is included on the forms as participants may wish to contact someone prior to or while they are on the trial. The committee noted that ACS should have a contact for Maori participants on participant information sheets for all future studies.
· Page 2, paragraph 3 under the heading ‘What does participation in this research involve?’  Please give extra clarity around what participants can expect in taking part in this trial.  At the end of the first sentence please include “initially and every two weeks”.  Please begin sentence two with “Once the haemoglobin[…]”
· Some of the paragraphs appear to be repeating the same information.  Please review the document and remove any repetition.
· Please update the name of the ethics committee to Northern A HDEC.
· Please make clear that the study will take place at two sites, ACS and CCS. 

· Substudy consent form
· Page 14, bullet point 4 about sample destruction.  Please add “before being destroyed in accordance with …practice guidelines”.

Decision 

This application was approved by consensus.

· 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). 



	 3  
	Ethics ref:  
	13/NTA/73 

	 
	Title: 
	RM08-3002 - NTZ +/- OST in the Treatment of Influenza 

	 
	Principal Investigator: 
	Professor Murray Barclay 

	 
	Sponsor: 
	The Romark Institute for Medical Research 

	 
	Clock Start Date: 
	30 May 2013 



Matt Kepple was present by teleconference for discussion of this application.

Summary of ethical issues

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

· A commercial study for an influenza treatment and is a novel therapy.  The study drug is currently used in parasitic infections and safety data exists. The study aims to look at whether the drug is synergistic with Tamiflu® and how effective it is on its own.
· Noted the drug has been studied in a paediatric population and safety data shows no safety issues.
· The committee was satisfied that standard of care would not be withheld after Mr Kepple confirmed that participants will be able to take paracetamol, which is usual standard of care.  The placebo group will be allowed paracetamol. If complications occur researchers will consider alternative treatments.
· The researchers will look at a healthy population only in this study and no immune-compromised participants will take part.  Mr Kepple noted that the side effects of the study drug are similar to other influenza anti-virals.  
· The committee noted that an assent form is available for 13-18 year olds who cannot consent for themselves and asked how this would be determined.  Mr Kepple explained that researchers will assess anyone under 16 to determine whether assent or consent will be required.  GP’s  only will do the paediatric consultation.
· The committee asked how the researchers intend to advise and protect the 13-16 year olds in this study who are unable to consent about sensitive issues such as the birth control/pregnancy aspect?  The committee noted that if researchers need to involve young people it would be much easier if the 13-16 year olds are able to give consent themselves.  Mr Kepple noted that the researchers considered this group an important one that would also need protection and stated that any sensitive issues such as the pregnancy aspect will need to be considered carefully.   
· The committee asked that the researchers provide it with information on how the researchers intend to handle the 13-16 year olds who are unable to give consent. 
· Mr Kepple advised that the Maori consultation process is ongoing and the committee requested evidence once the process is completed.
· The committee confirmed that an indemnity certificate was included with the application. 
· The committee asked what restrictions the research team intended to place on the publication of study results and also that the research team record their interpretation of what the researchers have agreed with the sponsor and provide this record to the committee. 
· The committee noted that there is no data safety monitoring committee (DSMC) for this trial and asked how the researchers intended to stop the study if a DSMC is not in place.  Mr Kepple advised that standard data monitoring is being conducted.  The committee sought further clarification about who will make the decision to stop the study and how will it be made.  Mr Kepple advised a sponsor and medical monitor assigned by the sponsor will make the decision.  

· Participant Information Sheet and Consent Form

· Please make the language more understandable to a New Zealand audience.
· Please include  the information about storage and destruction of human tissue given at r3.7 on the application form in the participant information sheet
· Page 9 ‘Are there other influenza medications? Please add “if you do not want to be part of this study” to the first sentence.

Decision 

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

· The Committee requires information on how you intend to advise and protect the 13-16 year olds who are unable to give consent to take part in this study.

· 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 Etuate and Shamim.


	 4  
	Ethics ref:  
	13/NTA/74 

	 
	Title: 
	Music therapy to support the well-being of young people with intellectual disability 

	 
	Principal Investigator: 
	Dr Daphne J. Rickson 

	 
	Sponsor: 
	IHC Foundation 

	 
	Clock Start Date: 
	27 May 2013 



Dr Daphne Rickson was present by teleconference for discussion of this application.

Summary of ethical issues

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

· The committee noted that the participants in this study are also the researchers, which differs from the usual paradigm. 
· The researcher introduced the study.  There are three objectives – 
· the first is to provide a place for participants to make music and also evaluate the programme for its own sake, 
· the second is to feedback to IHC how the programme is run and what the participants decide is important for them with a view to providing further opportunities to run the programme,
· the third is that the participants may gain more skills to help them transition to other activities.
· The committee asked Dr Rickson what she anticipated the risks of working with this vulnerable population were,Dr Rickson noted the challenges of 
· needing to find the right styles for communicating with young people with intellectual disabilities.  She acknowledged  it is hard to know what will happen and will be flexible to change.  
· power imbalances within the group.  Those with less of a voice will need to be able to maximise their voice.  Dr Rickson and her colleagues will aim to achieve a balance in this regard.  
· Compliant participants doing what they expect the researchers want them to do. The participants will be encouraged to have an independent voice.
· The committee asked whether the researchers were confident that having a consent form is the right approach?  Dr Rickson stated “No” but that she has drawn up two consent form samples.  She stressed an open approach will be particularly relevant to the consent form.
· The committee asked whether the notion of consent would get in the way of what researchers intend to do and suggested removing word  the word ‘consent’ from the forms and replacing it with ‘agree to take part’.
· Do researchers have the ability to manage any incidents that arise?  Dr Rickson is confident that she can manage with-in group anxiety.  A greater challenge in this case is that participants are not currently known to her. Dr Rickson stated that she will liaise closely with facilitator of this programme.  Support people can then readily address any distress or anxiety issues that arise.
· The committee asked Dr Rickson to ensure that a process is in place to deal with the potential issue of disclosure.
· The committee asked why Dr Rickson considered joint ownership of the research could be problematic.  Dr Rickson clarified this is because all will need to agree how the work will be published.  It is not anticipated that the participants will object to their stories being told.  She simply wished to signal to the committee that the researchers are aware of this and will not publish without first consulting.
· Will the researchers publish information to non-medical stakeholders?  Dr Rickson stated IHC will have an interest in publishing results to parents and other interested disability groups.  The committee supported this.
· Dr Rickson confirmed that audio would be used for data gathering and video as a source for the young people to reflect on their music, not specifically for findings.  Maintaining confidentiality could be a challenge if the participants are proud of their work and wish to make it public.  A discussion about whether there would be any harm in this was had.  Dr Rickson stated that publishing would be avoided if any harm in doing so was apparent. 
· The committee asked that the researcher consult with Maori before conducting the study as there will be interesting findings resulting from this study.  Consultation will ensure Maori participants’ needs are met. 
· At Dr Rickson’s request, the committee advised that they would think about reviewing representation from participants themselves should any issues arise.

Decision 

This application was approved by consensus.


	 5  
	Ethics ref:  
	13/NTA/75 

	 
	Title: 
	Uterine sepsis - a clinicopathological case series 

	 
	Principal Investigator: 
	Dr Susan Bigby 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	27 May 2013 



Dr Susan Bigby was present in person for discussion of this application.

Summary of ethical issues

The main ethical issues considered by the Committee were:

· This is situation where the research is asking to review laboratory slides of tissue, for a rare disease, and that no consent is required.
· Uterine sepsis is making a comeback in New Zealand and that previous findings are not written up in the literature.  This study intends to make information available to clinicians to help inform their diagnosis.  Dr Bigby intends to look at the findings at Middlemore and disseminate them to pathologists who may not otherwise see this information.
· How will researchers deal with issue of non-consent?  Dr Bigby noted that the current standard consent form (before surgery) patients sign states they consent to tissue being kept for future purposes.   
· Dr Bigby confirmed that slides are held for patients who have received previous treatment for 20 years.  The slides will only be used for observation and not for research.  As the condition is historically rare Dr Bigby thinks there will be 10-12 slides available to view.
· Dr Bigby stated that patient notes would be accessed but only for information about duration of illness and how long the person survived as this will be useful information.   Dr Bigby explained that any data used will be de-identified after researchers have gained it using NHI numbers.
· The Counties/Manukau population is unique and the findings could potentially be beneficial to Maori and Polynesian populations.
· The committee was satisfied that the use of the samples Dr Bigby wishes to access is consistent with what sample was originally taken for.
· The Committee suggested that if the results were promising and the research found willing collaborators in other DHBs then it could consider an extension of the research through an amendment.

Decision 

This application was approved by consensus. 

This is a situation where the researcher is asking to review laboratory slides of tissue, for a rare disease, and that no consent is required.  The Northern A Health and Disability Ethics Committee has accepted the pathologist reviewing slides without obtaining consent and will consider favourably the extension of the study to other DHBs as an amendment should the researcher decide to do so.




	 6  
	Ethics ref:  
	13/NTA/76 

	 
	Title: 
	Infant Genetics Study 

	 
	Principal Investigator: 
	Dr Kelly Jones 

	 
	Sponsor: 
	AUT University 

	 
	Clock Start Date: 
	30 May 2013 



Dr Kelly Jones was present by teleconference for discussion of this application.

Summary of ethical issues

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

· This is a feasibility study looking at whether researchers can gather enough saliva from infants to support genetic analysis.  No analysis of the samples themselves will be conducted.  
· The researchers simply wish to know whether the method is well tolerated by infants and yields sufficient saliva to provide reliable DNA test results.
· The genetic testing will be for testing the procedure and not for the purpose of generating a DNA result.
· However, long term the result from this feasibility study could be used to support a larger study examining infant recovery from traumatic brain injury ad involving DNA markers.
· Page 11 b2.1 Study design. Sample size. The committee was satisfied with the answer on the split between Maori and non-Maori and the different age bands.
· Collecting samples and evenly distributing. The committee asked how Maori participants would be recruited.  Dr Kelly advised three avenues – 
· Consultation within her faculty.  Suggested that Kohanga Reo groups may be a good source for recruitment.  
· A plan to consult with Waikato DHB to ask for suggestions about recruitment.
· Contacts with local iwi. 
· The committee queried whether the sample size would be adequate to ensure an even distribution of results. The committee was satisfied with the reply. 
· The committee asked for clarification about peer review.  Dr Kelly advised that peer review was done by Dr Amy Jones who is not directly involved in this study but has a background in traumatic brain injury. The committee then asked whether the Dr Jones’ peer review covered processes in regard to this particular study.  Dr Kelly stated that Dr Jones has not looked at specific recruitment processes for this study.  
· The challenge in this study will be to get enough saliva for a positive outcome.  Dr Kelly has collaborated with Orangene organisation to ensure an appropriate technique is used.
· Dr Kelly advised that the samples collected in this study would be destroyed at the end of the study and no DNA would be retained. 
· If the technique is feasible, the researchers intend to make a subsequent application for looking at TBI in infants and whether genetic make-up contributes to recovery.
· Please ensure that you have an agreement in place that states data and extracted DNA information from this study will not be kept in any file.

· Participant Information Sheet 
· Please make clear that this is a feasibility study and that the aims of the study are to test the saliva collection process only. 
· Paragraph 2, page 2.  Please modify this information as the samples taken in this study will not be stored or used. 
· Please separate the ACC and reimbursement concepts.  You can find suggested compensation clause in the PIS/CF pro forma on the ethics committees website: www.ethics.health.govt.nz 
· Please simplify reference to life insurance.

· Consent form

· The request for an interpreter is at variance with the inclusion criteria that participants must be English speaking. The committee asks the researcher to deal with this carefully.  
· Please make clear that samples will not be kept for any other purpose than that of this study.  ie Samples will be destroyed and no data or tissue samples will be kept on any file.

Decision 

This application was approved by consensus.

· 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) and submit updated versions to the HDEC secretariat for their records.


	 7  
	Ethics ref:  
	13/NTA/78 

	 
	Title: 
	Open-Label Study of Sofosbuvir + GS-5816 in Subjects with Chronic HCV Infection 

	 
	Principal Investigator: 
	Professor Edward Gane 

	 
	Sponsor: 
	Gilead Sciences, Inc. 

	 
	Clock Start Date: 
	30 May 2013 



Prof Gane was present by teleconference for discussion of this application.

Summary of ethical issues

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

· Prof Gane introduced the study.  It will explore the first oral combination of two anti-virals that work across all genotypes in the treatment of the hepatitis C virus. It will involve 12 weeks of oral therapy in 4 groups of patients with cirrhosis and 4 groups without. Recruit between 40-50 subjects will be recruited in New Zealand.
· Prof Gane noted that the new medication is not associated with any resistance so patients are not at risk.  No other treatment is available at this time.  Both of the other two drugs to be used in this study have been shown to be safe in humans.
· The committee asked whether there will be sufficient background monitoring given that the application form stated no independent data safety monitoring committee would be used.  Prof Gane advised all data will go through a data safety monitoring committee but this will not be an external committee. 

· Participant Information Sheet 

· Please place the content on letterhead.  Prof Gane advised this will be done. 
· Page 17: please add that the study has approval from the Northern A Health and Disability Ethics Committee.

· Consent form

· Please include information about the destruction of tissue samples.

Decision 

This application was approved by consensus.

· 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) and submit updated versions to the HDEC secretariat for their records.


	 8  
	Ethics ref:  
	13/NTA/79 

	 
	Title: 
	Youth New Directions Study 

	 
	Principal Investigator: 
	Dr Theresa Fleming 

	 
	Sponsor: 
	Foundation for Youth Development 

	 
	Clock Start Date: 
	30 May 2013 



Bridget Gillham was present in person for discussion of this application.

Potential conflicts of interest

Assoc Prof Miles declared that he works in the same department as one of the reviewers but does not know details of this study.  The Committee did not require Assoc Prof Miles to leave the room during the discussion of this application.  

Summary of ethical issues

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

· This study aims to look at whether a computerised programme can have long term benefits for depression in youth offenders.
· The committee queried if the sample was sufficient to answer the second objective of publishing results in a scientific journal. The researchers advised that a statistician would be best placed to answer this question and that they will obtain and provide this information to the committee.
· The researchers explained the study design. It is a prospective step-wise cohort study. Participants will receive the MYND programme only or the MYND plus SPARX-R. The committee commended researchers on the careful way in which the study design looks at the cohort and how participants with depression problems will be handled.
· The project Information sheet has been written appropriately for the participants and the committee.
· The researchers advised that participants will simply be at a computer and associated risks are low. 
· The committee queried the offer of reimbursement. The researchers advised that many participants are put in their programme because of a court order from the judge and that   providing some reward could give an ownership element to these participants.  The committee was satisfied that the reimbursement is appropriate as participation is voluntary and not a condition of the court order.
· The committee agreed that data storage for 10 years following the study was appropriate. 
· The committee was satisfied that the potential commercialisation of this project is not a conflict. 
· The committee noted that a short study title could better articulate what study intends to do.

Decision 

This application was approved by consensus.


	 9  
	Ethics ref:  
	13/NTA/80 

	 
	Title: 
	ART-123 in severe sepsis and coagulopathy 

	 
	Principal Investigator: 
	Dr Paul Young 

	 
	Sponsor: 
	PPD Global Ltd (New Zealand Branch) 

	 
	Clock Start Date: 
	30 May 2013 



Dr Paul Young was present by teleconference for discussion of this application.

Summary of ethical issues

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

· This study deals with critically ill patients in critical care where the researcher is requesting delayed consent.
· The committee accepts the basis for a placebo arm. 
· The committee has reviewed the EMA documentation which is concerned with the safety of the chemical (derived from mammalian sources) has been tested for foreign particles (e.g. Retroviruses). The committee’s main concern was the way in which the Participant Information Sheet and Consent form are written.  The Committee did not think the forms were appropriate for the intended audience.  The committee suggested two forms will be more appropriate
· a simplified consent form for the person who might consent on behalf of the participant to tell them what will be happening in the next 48 hours, and 
· a form for the participant once they can consent for themselves, 
· The committee strongly recommended that the researchers re-draft the Participant Information Sheet with the expectation that delayed consent will be the norm; explain in the form what has happened prior to the participant regaining consciousness and what will happen subsequently. 
· Dr Young explained that he agreed with the committee’s recommendation and at the same time advised of that this study is part of an international study and he has been issued a template PIS/CF.  The committee agreed to advise the international party that a readable shortened version appropriate for a New Zealand audience is required.
· Dr Young offered to start writing a new Participant Information Sheet and Consent Form to submit to the sponsor and the committee will review this once it is prepared to avoid any project delay. The committee encourages the researchers to develop a simplified version of the PIS/CF for a New Zealand audience.
· The committee was satisfied with concept of study and the need to do it in the proposed population.   

Decision 

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

· For this study to be ethically approved the Committee requests a readable, shortened version of the Participant Information Sheet and Consent Form that is appropriate for a New Zealand audience.  

This following information will be reviewed, and a final decision made on the application, by the Chair and Assoc Prof Miles.



	 10  
	Ethics ref:  
	13/NTA/81 

	 
	Title: 
	Comparison of three methods of sputum clearance in patients with an acute exacerbation of COPD. A randomised controlled trial. 

	 
	Principal Investigator: 
	Miss Brigitte Eastwood 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	30 May 2013 



Brigitte Eastwood and Katie Coulter were present in person for discussion of this application.

Potential conflicts of interest

Michele Stanton declared a potential conflict of interest; she is on the physiotherapy board and involved in discipline of physiotherapists.  The committee did not require Ms Stanton to leave the room during the discussion of this application.

Summary of ethical issues

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

· The researchers gave a practical demonstration of the three different techniques that will be used in this study, which aims to compare three different techniques to bring up sputum in patients with Chronic obstructive pulmonary disorder. 
· Two of the techniques involve the use of Positive Expiratory Pressure (PEP) devices.  One of the devices, TheraPEP®, is a commercial device currently used for outpatients and it costs $80 dollars. An effective and cheaper alternative for a short-term 2-3 day period is the Bubble-PEP device and the researchers intend to study this in the inpatient population. 
· Bubble-PEP is currently being used and often in children and has been shown to work in adults too.  It has an equivalent positive pressure to TheraPEP® and is inexpensive and effective. 
· The researchers explained the study’s outcome measures for the committee.  They will use the breathlessness, cough, sputum questionnaire, which is an established questionnaire that is available only in English.  The researchers highlighted that this is a pilot study and issues such as translating the questions in to another language will likely emerge.
· The committee asked for evidence that consultation with Maori has taken place.  The researchers advised that the Maori Ethics committee at Middlemore has approved the study and they will submit evidence.  
· The committee asked that the researchers replace reference to CAT and MRC with ‘two questionnaires” on the participant information sheet and consent form.

Decision 

This application was approved by consensus.

· 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) and submit updated versions to the HDEC secretariat for their records.

· Please provide letter from Maori Committee (Ethical Guidelines for Intervention Studies para 4.17) to the HDEC secretariat for their records. 



	 11  
	Ethics ref:  
	13/NTA/84 

	 
	Title: 
	ILLUMINATE Global 

	 
	Principal Investigator: 
	Associate Professor Andrew Holden 

	 
	Sponsor: 
	Covidien 

	 
	Clock Start Date: 
	30 May 2013 



Prof Andrew Holden was present in person for discussion of this application.

Summary of ethical issues

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

· This was a late application and considered immediately after the MAJESTIC proposal considered at the start of the meeting.
· This current application has similarities to the trial approved last month (13/NTA/59) and is an extension of that trial and the two can run concurrently.
· The briefness of the following discussion is a reflection of the experience the committee has with these applications.
· The committee noted the research proposal will be submitted to the Research Review Committee at the DHB and builds on all the work past and present being undertaken by this research group.
· The device used in this study is the same device used in the MAJESTIC study (13/NTA/70), but the implications are wider.  
· Prof Holden confirmed no extra blood tests are needed for participants.
· Participant Information Sheet/Consent Form.  The committee asked that a short study title be used on the forms if possible – one that includes the key points of the study in the title. 

Decision 

This application was approved by consensus.


General business


1. The Committee noted the content of the “noting  section” of the agenda.

2. The Chair reminded the Committee of the date and time of its next scheduled meeting, namely:

	Meeting date:
	09 July 2013, 01:00 PM

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



	No apologies were tendered for this meeting.


3. Other business for information

Michele Stanton tendered apologies for the August meeting. 

[bookmark: _GoBack]The meeting closed at 5.30pm.
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