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		Minutes




	Committee:
	Northern A Health and Disability Ethics Committee

	Meeting date:
	09 July 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 11 June 2013

	
	New applications (see over for details)

	1.30pm





6.30pm
	   i 13/NTA/97
  ii 13/NTA/94
  iii 13/NTA/90
  iv 13/NTA/92
  v 13/NTA/95
  vi 13/NTA/99
  vii 13/NTA/100
  viii 13/NTA/101
  ix 13/NTA/102
  x 13/NTA/109

	6.30pm
	General business:
Noting section of agenda

	6.45pm
	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 
	Present 

	Dr Marewa Glover 
	Non-lay (observational studies) 
	01/07/2012 
	01/07/2015 
	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 
	Apologies 

	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 1.08pm and welcomed Committee members.

The Chair noted that the meeting was quorate. 

The Committee noted and agreed the agenda for the meeting.

The Chair asked the Committee if there were any conflicts of interest for any applications to be reviewed today. There were no conflicts of interest declared.
The Chair welcomed Dr Paul Tanser seconded from Northern B, to ensure there was clinical presence on the Committee.

Confirmation of previous minutes

The minutes of the meeting of 11 June 2013 were confirmed.

New applications 

	 1  
	Ethics ref:  
	13/NTA/97 

	 
	Title: 
	Mental Health Review Tribunals 

	 
	Principal Investigator: 
	Dr  Lillian Ng 

	 
	Sponsor: 
	ARFPS 

	 
	Clock Start Date: 
	25 June 2013 



Dr Lillian Ng 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 Committee queried what psychiatric diagnoses participants might have. Dr Ng replied that there will be mood disorders and psychotic disorders for example schizophrenia or subjects who demonstrate anti-social behaviour. It was noted that some of these patients could be violent.
· The Committee discussed the vulnerability of the participants. Dr Ng responded that while she does think subjects are vulnerable, her participants are expected to be competent. Dr Ng hopes to mitigate any element of coercion by being open and transparent when engaging participants.
· The Committee discussed therapeutic jurisprudence.
· The Committee queried why consent was verbally attained rather than written. Dr Ng responded that the project is small and that standard practice for treatment during the day to day business is verbal. The Committee suggested adding a place for participants to consent on the PIS to protect participants and researchers.
· The Committee suggested contacting the Auckland District Law Society who can provide guidelines for research proposal design and relationship management, particularly relating to the vulnerable participants, lawyers and psychiatrists. 
· The Committee queried the sample size. Dr Ng clarified that the study was intentionally small as the research had to be completed for a qualification, adding that so few people present to the tribunals.
· Dr Ng explained that the study aims to identify themes rather than generalizable data. Dr Ng suggested the study could be considered as pilot study, adding that the sample size could be broadened to a national level if future funding was secured.  The Committee suggests Dr Ng be careful when extrapolating ideas from such a small sample group. 
· Committee asked Dr Ng to explain risks to participants (R.1.1). Dr Ng explained that risks to participants concern potential negative feelings being intensified due to the sensitive subject matter.
· The committee suggests that if the researcher is having difficulty attaining participants, then the researcher can submit an amendment for recruiting other participants from other routes. This would be handled by the expedited route.
· The Committee suggested talking to Helen Wihongi (ADHB) to discuss Maori consultation.

· The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
· PIS/CF is on letterhead,
· add Maori contact details,
· Please add an area for participants to provide written consent.

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 Observation Studies para 6.11).It will be sufficient to add a couple of consent lines to the Patient Information Sheet page.

· The Committee will review the wording on the consent form to ensure the participants can clearly indicate they have understood the research. (Ethical Guidelines for Observation Studies para 6.11).

This information will be reviewed, and a final decision made on the application, by the Chair, Dr Paul Tanser and Ms Michele Stanton. 


	 2  
	Ethics ref:  
	13/NTA/94 

	 
	Title: 
	Kona - WAVE III 

	 
	Principal Investigator: 
	Dr John Ormiston 

	 
	Sponsor: 
	Kona Medical Inc 

	 
	Clock Start Date: 
	06 June 2013 



Barbara* and Rhona Macdonald (Primary Contact) 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 is a feasibility study.
· Committee queried the lack of independent peer review, stating it should be reviewed if the study aims to provide safety information. The Researchers explained that technically the study is a first in humans and agreed peer review should be obtained.
· Please clarify data safety monitoring in place (r.1.4). Researchers clarified that the monitors will be independent. The group (PCIG) is in place to monitor data. The sponsor has also contracted an interventional cardiologist from Stanford University (Todd Brinton, MD). The Committee requires 2-3 independent evaluators to be involved in monitoring safety data due to the phase of the study.
· The researchers asked the Committee for advice for Maori consultation, citing Auckland DHB being unable to provide review. The Committee advised the researchers to contact Helen Wihongi (ADHB) to assist in finding a Maori contact.
· The Committee queried the recruitment process in place, querying whether there was a conflict of interest. The researchers clarified that participants will not be referred to the study from the Co-ordinating Investigator.
· The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
· Please proof read, for instance re-phrase pg.5,
· Include additional information in the PIS/CF on the ambulatory blood pressure procedure, for instance it being over a 24 hour period, and that participants do not need to change their daily activities during this period,
· Please remove the information concerning a scaffold (pg.8),
· Please remove reference to unrelated study,
· Include information about the storage and destruction of tissue samples i.e. blood.

Decision 

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

· Please provide evidence of favourable independent peer review of the study protocol (Ethical Guidelines for Intervention Studies Appendix 1).
· 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 criteria for study termination. (Ethical Guidelines for Intervention Studies para 6.64).   
· Please submit evidence of CI indemnity. (Ethical Guidelines for Intervention Studies para 4.20)

This following information will be reviewed, and a final decision made on the application, by the Chair, Ms Michele Stanton and Dr Etuate Saafi.


	 3  
	Ethics ref:  
	13/NTA/90 

	 
	Title: 
	Correlation Between Alcohol Concentration and BIS 

	 
	Principal Investigator: 
	Associate Professor Simon Mitchell 

	 
	Sponsor: 
	The University of Auckland 

	 
	Clock Start Date: 
	10 June 2013 



Professor Alan Merry 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 received an explanation of the procedure in which volunteer clinicians will consume alcohol and Bispectral Index measurements will be performed.
· It was noted that many patients referred to A & E departments are under the influence of alcohol, and it is important to understand the role alcohol plays in influencing Bispectral Index measurement.
· The Committee queried (b.4.4) please explain why data generated from the study will not be used in future research.

Decision 

This application was approved by consensus. 



	 4  
	Ethics ref:  
	13/NTA/92 

	 
	Title: 
	Implementation trial of e-monitoring for SPARX 

	 
	Principal Investigator: 
	Associate Professor Sally N. Merry 

	 
	Sponsor: 
	University of Auckland 

	 
	Clock Start Date: 
	27 June 2013 


 
Dr Karolina Stasiak (Primary Contact) and Associate Professor Sally N. Merry (CI) were 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 is a clinical implementation study. 
· It was noted that 80% of young people with depression do not receive treatment.
· SPARX when combined with e-monitoring is a useful method of identifying risk as well as referring participants for treatment. This creates a positive feedback loop.
· The Committee queried how this application was different from past SPARX applications. The researchers explained that the software was handed out physically in prior studies, where this version has a monitoring function so health professionals can track user experiences when using the software. 
· The Committee queried whether participants will be asked to stop their current treatment or would withhold standard treatment. The researchers explained that SPARX can be used while having other treatment, and that past studies have proven that SPARX treatment is considered equally effective as standard methods of treatment. 
· Please store health data for 10 years and in the case of minors for 10 years after the age of 16.
· The researchers raised the ethical issue of contacting parents when consenting to participation. The Committee discussed when consent was appropriate for young participants.

Decision 

This application was approved by consensus.
 

	 5  
	Ethics ref:  
	13/NTA/95 

	 
	Title: 
	Post-prandial effects of dairy products 

	 
	Principal Investigator: 
	Prof David Cameron-Smith 

	 
	Sponsor: 
	University of Auckland 

	 
	Clock Start Date: 
	27 June 2013 


 
Prof David Cameron-Smith 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 researcher explained that while protein supplements are used by athletes to repair, it is important to know if some dairy protein sources are useful for repairing or maintaining muscle protein in the elderly and the aim of the project is to help elderly and not younger people.
· The Committee queried the safety of the IV. Prof Camerson-Smith confirmed it was a standard, low risk IV.
· Prof Camerson-Smith clarified that tissue will be destroyed after analysis and there would be no future unspecified research on human tissue.
· The Committee queried if and where tissue samples will be sent overseas. Prof Camerson-Smith confirmed the samples would be sent overseas, adding that there are two options available to the sponsor, one in the Netherlands and the other in Canada. The Committee requested the location be made clear in the Patient Information Sheet.
· The Committee asked if study findings will be publicised in non-health publications, citing the importance of the study’s findings. Prof Camerson-Smith confirmed study results would be published widely.  
· The Committee queried if there was adequate follow up for participants after conducting study testing. Prof Camerson-Smith clarified that the participants would be kept at the clinic for a few hours after the biopsy, adding that daily follow up required is to ensure there is no risk of complications i.e. hematoma. 
· Prof Camerson-Smith explained the process involved for a muscle biopsy, adding that the participants would have the chance to discuss what is involved and the pain level was no different than that of a gentle massage.

· The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
· Revisit the wording of the PIS/CF to ensure it is clear to participants who will be administering the study procedures,
· Include Maori contact details,
· Include more information on the risks involved in participation, i.e. x-rays, DEXA scan,
· Provide more detail on what is involved for a ‘muscle biopsy’. But emphasise to participants the gentle nature of the biopsy process,
· Revisit wording on ACC to ensure it is clear to participants that they will have ACC equivalent compensation in the event of an injury during the study,
· Please take out statement 10 of the Consent Form referring to the use of tissue for unspecified research.


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 submit evidence of sponsor insurance. (Ethical Guidelines for Intervention Studies para 8.4).
· Please submit the study to the University Maori Committee. (Ethical Guidelines for Intervention Studies para 4.7).and provide the committee with a copy of their reply.

The above information will be reviewed, and a final decision made on the application, by the Chair, Ms Michele Stanton, Mr Kerry Hiini and Dr Etuate Saafi.


	 6  
	Ethics ref:  
	13/NTA/99 

	 
	Title: 
	Supporting people getting back into life after Traumatic Brain Injury(TBI) 

	 
	Principal Investigator: 
	Associate Professor Paula Kersten 

	 
	Sponsor: 
	AUT University 

	 
	Clock Start Date: 
	27 June 2013 


 
Associate Professor Paula Kersten was present in person for discussion of this application.

Summary of ethical issues

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

· Project is a feasibility study to look at cultural and social interventions for people who have had TBI. It is novel in that the mentors who will be used will have gone through the unit themselves for earlier treatment.
· Associate Professor Kersten explained that the study aimed to provide assistance soon after a subject suffers TBI, focusing on both physical and mental aspects of recovery.
· The Committee queried the risks to participants. Associate Professor Kersten addressed the possibility of mental disorders, such as depression or suicidal tendencies. 
· Associate Professor Kersten explained that the mentors have training to manage and support participants if negative feelings manifest or are identified during the study. There are systems in place to refer participants to professionals. 
· Associate Professor Kersten confirmed Maori consultation has been sought, with changes resulting to the study from the process.
· The Committee queried the screening process for mentors.  Associate Professor Kersten explained there are interviews and further checks to ensure mentors are qualified and appropriate.
· Associate Professor Kersten asked the Committee whether mentors need to consent to filling out questionnaires before and after the mentoring process. The Committee suggested submitting the questionnaires to the Committee for review.
· The Committee queried whether parent assent would be sought for the younger participants or family assent for mentally impaired participants. Associate Professor Kersten explained that assent would only be sought from significant others or family if required, on a case by case basis.
· The Committee suggested creating a new consent form in the event that assent is required and submitting it to HDEC as an amendment.

· The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
· Please include HDEC contact information,
· Please include Maori contact details.

Decision 

This application was approved by consensus.


	
 7  
	Ethics ref:  
	13/NTA/100 

	 
	Title: 
	Early Goal Directed Sedation vs. Standard Care Sedation 

	 
	Principal Investigator: 
	Dr Colin McArthur 

	 
	Sponsor: 
	Sedation Practice in Intensive Care Management Com 

	 
	Clock Start Date: 
	27 June 2013 


 
Dr Colin McArthur and Yan Chen were present in person for discussion of this application.

Summary of ethical issues

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

· Committee noted this is the largest sedation randomised control trial on critically ill ventilated patients ever to be conducted.
· The Committee noted its appreciation for this well written application.
· The study aims to compare standard care against early goal directed sedation.
· Please explain the delayed non-consent process involved. Dr McArthur explained that the participants require sedation urgently, current practice leaves the decision of what kind of drugs to use and what depth of sedation to achieve up to the clinician. 
· The study drug is available as standard practice though only for 24 hours. The researchers would like to use it for a longer period of time (up to 28 days). The extended use requires consent. As the drug is able to be used for 24 hours before requiring consent this gives the researchers a window of time to seek consent from family and whanau.
· The Committee discussed whether family would be consulted for participants that died suddenly. The researchers clarified that their data would be used, but their family would not be informed of their involvement in the study due to the study drug being standard treatment for the first 24 hours.
· Please clarify how potential pregnant participants will be identified in the ICU context. The researcher clarified that under study conditions all women of child bearing age would be tested for pregnancy before randomisation. This will be a bedside urine test followed by a blood test. Participants cannot be randomised before this occurs.
· Please submit the local Maori research advisory letter.
· The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
· Please remove paragraph 5 ‘if your relative or whanau dies’ page 5 (PIS),
· Please clarify for participants what occurs if relatives withdraw consent,
· Please use letterhead.

Decision 

This application was approved by consensus. 
 

	 8  
	Ethics ref:  
	13/NTA/101 

	 
	Title: 
	(duplicate) Does Targin provide effective analgesia while reducing ileus in postoperative colorectal and upper gastrointestinal surgery? 

	 
	Principal Investigator: 
	Mr Jeremy Rossaak 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	27 June 2013 


 
Mr Jeremy Rossaak (CI) and Mr Scott Jones (Primary Contact) were 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 the study was designed as a one arm study with no comparative drug. This makes it difficult for the study to prove that Targin is doing anything. 
· The Committee suggests a parallel group where Targin is not used, either a placebo or standard treatment. The committee noted adding this extra arm would considerably strengthen the research.
· The Committee suggests recruiting participants who will have standard treatment who could fill out the study questionnaire which provides a standard treatment arm at little cost to researchers or risk to participants. The researcher agreed that this could be easily done.
· The researchers clarified the study was to confirm its safety and efficacy. The next step would be to compare this to other agents. The study will compare Targin against historic data.
· The Committee queried whether there was an independent DSMC. The researcher clarified that there was an internal DSMC.
· Committee queried whether there were multiple types of bowel surgery or just ERAS. Researcher confirmed the study would only focus on ERAS protocol. 

· The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
· Please revisit PIS/CF being mindful of double negatives. E.g. pg.3 ‘should you not wish to participate or not’,
· Please delete last paragraph on page 3,
· Please correct page 2 ‘this is an observational study’. The study is an intervention study,
· Please seek the advice of a lay person to help vet the Patient Information Sheet for participation readability. Improved readability lead to better participant understanding and approval,
· Create and submit a PIS/CF for the standard treatment arm of the 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 submit an amended protocol outlining the addition of standard treatment study arm. (Ethical Guidelines for Intervention Studies para 5.7).

This following information will be reviewed, and a final decision made on the application, by the Chair, Ms Shamim Chagani and Ms Michele Stanton.


	 9  
	Ethics ref:  
	13/NTA/102 

	 
	Title: 
	Eccentric Exercise and LLLT for the Treatment of Achilles Tendinopathy 

	 
	Principal Investigator: 
	Dr Steve Tumilty 

	 
	Sponsor: 
	University of Otago 

	 
	Clock Start Date: 
	27 June 2013 


 
Dr Steve Tumilty was present by teleconference for discussion of this application.

Summary of ethical issues

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

· Please clarify the word ‘may’ in (R.2.3).
· Please ensure medical information relating to the study which will be destroyed is distinguished from other medical data, if participants are attending the clinic for other treatments.
· Please explain how laser beam doses are measured, in particular to avoid damaging tissue. 
· Please clarify why there is an internal DSMC instead of an independent DSMC.

· The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
· Please clarify why and if participants need to stop taking anti-inflammatory medication for the day of testing or duration of whole study (pg.2),
· Please proof read.

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 cover letter addressing the committee’s queries listed above. (first four bullet points)
The following information will be reviewed, and a final decision made on the application, by the Chair, Ms Susan Buckland and Ms Shamim Chagani.



	 10  
	Ethics ref:  
	13/NTA/109 

	 
	Title: 
	An investigation into the safety and tolerability of Manuka Cyclopower study 2 

	 
	Principal Investigator: 
	Dr Lynne Chepulis 

	 
	Sponsor: 
	Manuka Health NZ Ltd 

	 
	Clock Start Date: 
	27 June 2013 


 
Evelyn Francis (Primary Contact) 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 study aims to see if the study drug is therapeutic in relation to oral health.
· The Committee queried the sample size, noting the small size of each cohort.
· The Committee queried the small amount of participants on the placebo arm. The Committee requested justification of sample size, in particular the placebo cohort.
· The Committee queried if there has been consultation with a biostatistician. Evelyn Francis confirmed that Hans Hockey has reviewed the clinical trial design, and will be involved in post study analysis. The Committee requested a copy of the CV of Hans Hockey and a copy of his statistical based report.The Committee queried the faecal sample testing. Evelyn Francis confirmed that all participants will have bacteria testing on the faecal samples in order to identify any difference in tract bacteria between the placebo and the drug arm of the study.
· The Committee asked how assessment of tolerability was going to be recorded. Evelyn Francis responded that it was a subjective assessment from the participant.  
· The Committee queried whether participants could tell the difference between the placebo and the honey. Evelyn Francis commented that she is not able to answer this comment. The Committee requested more information on the placebo.
· The committee notes that any research may in the future be used to make health claims on the benefit of this product. That is why it is important that the researchers have an adequate placebo arm, further that the sample size will show a measurable difference.

Decision 

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

· Please justify study sample size, particularly placebo sample size.
· Provide more information on the placebo. (Ethical Guidelines for Intervention Studies para 5.22).
· Provide the CV of the biostatistician who reviewed the study design.
· Could you provide the Committee with reasons why the study size can’t be reconsidered, suggesting a larger placebo arm and a larger single dose arm to ensure study results are generalizable. If there is a need for scaling doses please consider increasing sample size. (Ethical Guidelines for Intervention Studies para 5.4).

This following information will be reviewed, and a final decision made on the application, by the Chair and Dr Paul Tanser.


General business

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

· The Chair discussed claims, ensuring the members had received their payments and encouraging members to claim on time.

· The Chair asked if any members were interested in taking on the responsibilities of deputy chair, suggesting the role is filled on a 3 month rotation. 

· The Committee nominated Dr Etuate Saafi to fill the role of deputy Chair for the next 3 months. An email will be sent to confirm this.

· The Secretariat to follow up seconding other Committee members for any Expedited non-lay requirements. 

· Committee members were reminded to complete their bios for the annual report.

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

	Meeting date:
	13 August 2013, 01:00 PM

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



	The following members tendered apologies for this meeting.

· Ms Michele Stanton tendered apologies for the August meeting.
· Ms Susan Buckland tendered apologies for September meeting.

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.
[bookmark: _GoBack]
The meeting closed at 5.50pm
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