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	Committee:
	Central Health and Disability Ethics Committee

	Meeting date:
	26 March 2013

	Meeting venue:
	Clinical Trials Unit, Level 8 Ward Services Block, Wellington Hospital


	Time
	Item of business

	12:00 pm
	Welcome

	
	Confirmation of minutes of meeting of 26 February 2013

	12:30 – 4:30
	New applications (see over for details)

	
	      i 13/CEN/38

     ii 13/CEN/39

    iii 13/CEN/40

    iv 13/CEN/42

     v 13/CEN/43

    vi 13/CEN/44 - CLOSED
   vii 13/CEN/45

  viii 13/CEN/46

	4:30 – 5:00
	General business:

Noting section of agenda

	5:00
	Meeting ends


	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

	Mrs  Helen Walker 
	Lay (consumer/community perspectives) 
	01/07/2012 
	01/07/2015 
	Present 

	Dr Angela Ballantyne 
	Lay (ethical/moral reasoning) 
	01/07/2012 
	01/07/2015 
	Present 

	Mr Paul Barnett 
	Lay (the law) 
	01/07/2012 
	01/07/2014 
	Present 

	Mrs Gael Donoghue 
	Non-lay (health/disability service provision) 
	01/07/2012 
	01/07/2014 
	Present 

	Mrs Sandy Gill 
	Lay (consumer/community perspectives) 
	01/07/2012 
	01/07/2014 
	Present 

	Dr Patries Herst 
	Non-lay (intervention studies) 
	01/07/2012 
	01/07/2015 
	Present 

	Dr Dean Quinn 
	Non-lay (intervention studies) 
	01/07/2012 
	01/07/2015 
	Present 

	Dr Lynne Russell 
	Non-lay (observational studies) 
	01/07/2012 
	01/07/2014 
	Apologies


Welcome

The Chair opened the meeting at 12:10 pm and welcomed Committee members, noting that apologies had been received from Lynne Russell.
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 26 February 2013 were confirmed subject to the following amendments:

· Potential conflicts of interest are missing and must be recorded.
New applications 
	 1  
	Ethics ref:  
	13/CEN/38 

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

	 
	Principal Investigator: 
	Mr Jeremy Rossaak 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	14 March 2013 


The CI was not present for discussion of this application.
Potential conflicts of interest

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

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

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

· The Committee suggested the researchers seek the assistance of the DHB research office or the HDEC secretariat prior to completing future applications, to ensure correct and comprehensive information is provided to the Committee. 
· The Committee queried the answer provided to question a.2.1.2 in the application form and considers this is a prospective cohort study rather than a phase III clinical trial.
· The Committee queried the contradicting answers provided in questions b.1.3 and b.1.4 of the application form and do not consider this to be an observational study as stated by the researchers. This is clearly an intervention study.
· The Committee queried why the results will not be published in peer-reviewed scientific journals (b.4.1).

· The Committee considered that if serious adverse events occur in the study, as described in r.1.1, this would provide grounds for terminating the study (r.1.6). 

· Please provide a study protocol. The amount of detail in the written protocol should be sufficient to ensure appropriate conduct of the study and to cover the level of risk the study presents to participants. This should include the research objectives and hypothesis, study design, description of interventions (including dosing information) and statistical analysis, inclusion/exclusion criteria, evaluation of benefits and risks to participants, consent process, safety assessment, criteria for terminating the study and compensation.
· Please provide evidence of independent peer review of the study protocol.

· Please note that data must be stored for a minimum of 10 years according to the Health (Retention of Health Information) Regulations 1996.

· The Committee considered the level of Māori consultation sought for this study is adequate.
· The current Participant Information Sheet and Consent Form has multiple grammatical errors and is convoluted, therefore the Committee has requested the following changes:
· please ensure lay language is used throughout, 

· include information as to how often side effects occur (are these common, rare etc.),
· explain the difference between participation and non-participation (for example, side effects of opioid use also apply to standard treatment/non-participation),

· remove section titled ‘Briefly explain’ on page 4, as this is guidance text provided in the template.
Decision 

This application was provisionally approved by consensus, subject to the following information being received. 
· Please justify why the results will not be published in peer-reviewed scientific journals (Ethical Guidelines for Intervention Studies para 7.17). 

· Please outline the criteria for terminating the study (Ethical Guidelines for Intervention Studies para 6.63).
· Please provide a study protocol (Ethical Guidelines for Intervention Studies para 5.41).
· Please provide evidence of favourable independent peer review of the study protocol (Ethical Guidelines for Intervention Studies Appendix 1).
This following information will be reviewed, and a final decision made on the application, by Patries Herst and Sandy Gill.
	 2  
	Ethics ref:  
	13/CEN/39 

	 
	Title: 
	COG ANBL1221 Refractory, relapsed, progressive Neuroblastoma 

	 
	Principal Investigator: 
	Dr Mark Winstanley 

	 
	Sponsor: 
	Children's Oncology Group 

	 
	Clock Start Date: 
	14 March 2013 


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

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

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

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

· The Committee queried the study design in view of results from previous studies. Dr Winstanley clarified that this study will look at a head to head of 2 new treatment regimens for neuroblastoma and if the study showed greater efficacy than an historical study then a future comparator study would be needed.
· The Committee commended the researchers on their understanding of tikanga Māori.
· The Committee requested the following changes to the Participant Information Sheet and Consent Form:
· clarify the age boundary of assent forms for 7-12 and 12-15 year olds (suggest this could be 7-11 and 12-15 year olds),

· include reproductive risks and need for contraception in assent forms provided to 12-15 year olds.
Decision 

This application was approved by consensus.
	 3  
	Ethics ref:  
	13/CEN/40 

	 
	Title: 
	Preoperative anxiety in children 

	 
	Principal Investigator: 
	Dr Ramesh Menon 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	15 March 2013 


The CI was not present for discussion of this application.
Potential conflicts of interest

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

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

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

· The Committee was not clear if the cohort recruited will be 2-6 or 5-12 year olds, as the information provided in the application form was conflicting. As no assent forms have been provided the Committee assumes that participants recruited will be between 2 and 6 years of age. If participants are 6 years or older then assent forms must be supplied for the Committee to review. 
· The Committee considers a discussion with a consultant anaesthetist is not sufficient evidence of peer review (b.2.2.2) and request adequate written evidence of favourable peer review of the scientific validity of the study. Please note that evidence of peer review is not the same as literature/scientific review. Refer to Appendix 1 of the Ethical Guidelines for Intervention Studies for guidance on the features of robust peer review.

· This participant group is vulnerable. Please refer to the NEAC guidelines for the definition of vulnerability (Ethical Guidelines for Intervention Studies para 5.28).

· Please re-write the Participant Information Sheet and Consent Form to reflect that this document is aimed at the parents/caregivers and child (e.g. You and your child are invited to take part).
Decision 

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

· Please clarify the age group of the participants recruited to this study and provide assent forms if the children are over 6 years of age (Ethical Guidelines for Intervention Studies Appendix 2).
· Please provide evidence of favourable independent peer review (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).
This following information will be reviewed, and a final decision made on the application, by Angela Ballantyne.
	 4  
	Ethics ref:  
	13/CEN/42 

	 
	Title: 
	Triple Antiplatelets for Reducing Dependency after Ischaemic Stroke (TARDIS) 

	 
	Principal Investigator: 
	Dr Annemarei Ranta 

	 
	Sponsor: 
	University Of Nottingham 

	 
	Clock Start Date: 
	15 March 2013 


The CI was not 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. 

· For future applications please keep in mind that the plain brief summary in a.1.5 of the application form should be in lay language. It is essential that lay members of the Committee clearly understand the information provided in the application form.

· The abbreviations used in the protocol are inconsistent with the list of abbreviations provided.
· According to information provided in the PIS it is apparent that blood tests will be performed, however the answer to question E of the application form states that the study does not involve the use, collection or storage of human tissue and this has meant that section r.3 (risks associated with the use of human tissue) has been missed. Please provide a letter to the Committee describing in detail how samples will collected and managed, if they will be sent overseas and if they will be made available for future research.
· Please provide further details on the potential conflict of interest that may arise due to remuneration and how this will be managed (e.g. will this be audited?). 
· Please note that participants who have suffered a stroke may be potentially vulnerable (p.3.2). Please refer to the NEAC guidelines for the definition of vulnerability (Ethical Guidelines for Intervention Studies para 5.28).

· The Committee considers that cultural issues that may arise for Māori participants have not been adequately acknowledged. Please submit a letter to the Committee providing comprehensive answers to questions p.4.1 – p.4.3.1. This letter should address tikanga Māori regarding taking tissue samples and whānau involvement, and provide further details of Māori consultation.

· The Committee requests that a separate Participant Information Sheet and Consent Form is provided for optional genetic testing of tissue samples.

· The Committee requested the following changes to the main Participant Information Sheet and Consent Form:

· tailor to New Zealand participants,

· direct participants to call 111 in an emergency,
· quantify level of known risk from serious bleeding  for standard treatment vs. study treatment (page 3).
Decision 

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

· Please provide a letter to the Committee describing in detail how samples will collected and managed, if they will be sent overseas and if they will be made available for future research.

· Please provide further details on the potential conflict of interest that may arise due to remuneration and how this will be managed (Ethical Guidelines for Intervention Studies para 4.20).

· Please submit a letter to the Committee addressing cultural issues that may arise for Māori participants (Guidelines for Researchers on Health Research Involving Māori).
· Please amend the information sheet and consent form for participants, taking into account the suggestions made by the Committee and provide a separate Participant Information Sheet and Consent Form for optional genetic testing of samples (Ethical Guidelines for Intervention Studies para 6.22).

This following information will be reviewed, and a final decision made on the application, by Dean Quinn and Paul Barnett.
	 5  
	Ethics ref:  
	13/CEN/43 

	 
	Title: 
	Light treatment for sleep and circadian disruption in kidney donor patients 

	 
	Principal Investigator: 
	Dr Guy Warman 

	 
	Sponsor: 
	University of Auckland 

	 
	Clock Start Date: 
	15 March 2013 


Dr Guy Warman 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 pilot study conducted at Wellington Hospital demonstrated that circadian rhythm is disrupted in kidney donors. This study aims to determine if light therapy can improve sleep patterns and circadian rhythm in this patient population.
· The Committee queried how much time participants will be given to decide whether they wish to take part in the study (p.2.1). Dr Warman clarified that participants would be approached in their pre-admission clinic so would have at least a month, before surgery, to decide. 

Decision 

This application was approved by consensus.
	 6  
	Ethics ref:  
	13/CEN/44 - CLOSED

	 
	Title: 
	Assessment of the trial drug ledipasvir, when taken by healthy adults and by adults with severely reduced kidney function 

	 
	Principal Investigator: 
	Dr  Richard Robson 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	15 March 2013 


Dr Devonie Waaka and Mr Chris Taylor were present by teleconference for discussion of this application.
Potential conflicts of interest

The Chair asked members to declare any potential conflicts of interest related to this application.
No potential conflicts of interest related to this application were declared by any member.

Decision 

This application was provisionally approved by consensus. 
	 7  
	Ethics ref:  
	13/CEN/45 

	 
	Title: 
	Executive Functioning, Social Cognition and Adaptive Behaviour in Children with Fetal Alcohol Spectrum Disorders (FASD) 

	 
	Principal Investigator: 
	Ms Andi Crawford 

	 
	Sponsor: 
	Hawkes' Bay District Health Board 

	 
	Clock Start Date: 
	15 March 2013 


Ms Andi Crawford and Dr Kate Robertshaw were present by teleconference for discussion of this application.
Potential conflicts of interest

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

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

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

· For future applications please ensure lay language is used throughout the form. It is essential that lay members of the Committee clearly understand the information provided in the application form.

· The main ethical considerations discussed by the Committee were the vulnerability of the study population (children with cognitive difficulties) and risk of stigmatization.

· Māori may be overrepresented in this study, so particular care must be taken with cultural issues that may arise. The Committee commended the researchers on the involvement of Māori Health throughout the study.

· The Committee asked for clarification on what was meant by “adaptive behaviour is lower than IQ” (b.1.3) Ms Crawford clarified that for children with FASD their adaptive functioning is sometimes lower than what is expected from the assessment of their intellectual functioning.  

· The Committee queried how the researchers will assess if the children have the competence to understand the nature, risks and consequences of the research. Ms Crawford explained that a school assessment will be performed prior to cognitive assessment and this would inform the decision to seek the child’s assent or not (i.e. some children may be unable to read). The Committee referred to the guidelines for research involving children and young people (Ethical Guidelines for Intervention Studies Appendix 2) which state that each child must be given full information about the research in a form that he or she can readily understand.

· The Committee requested the following changes to the Participant Information Sheet and Consent Forms:
· refer to ‘parents/caregivers’ rather than only to ‘parents’,
· on the information sheet for the child development service group (page 2) please be clear as to what the 10 year period refers to (e.g. data will be kept for 10 years, as per usual clinical practice, after which data will be destroyed).

· the language used should reflect that the information sheet is directed to parents/caregivers rather than to the children
· remove bolding of statement on page one of the information sheet for the control group, as this may cause stigmatization between study groups.
Decision 

This application was approved by consensus.
	 8  
	Ethics ref:  
	13/CEN/46 

	 
	Title: 
	Frequency of BRAF mutations in melanoma 

	 
	Principal Investigator: 
	Dr Peter Ferguson 

	 
	Sponsor: 
	Capital and Coast District Health Board 

	 
	Clock Start Date: 
	15 March 2013 


Dr Ferguson 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.

Dr Dean Quinn declared a potential conflict of interest. The Committee did not consider it necessary for Dr Quinn to leave the room but he abstained from taking part in the decision.
Summary of ethical issues
The main ethical issues considered by the Committee were as follows. 

· The key ethical consideration of this study is the use of archival tissue samples without consent. The Committee consulted the NEAC Observational Guidelines (6.43) and considered this was appropriate as:
· the procedures required to obtain consent are likely to cause unnecessary anxiety as many of the tissue donors are deceased,
· it is difficult to obtain consent due to the age of these tissue samples,

· there will be no disadvantage to participants or their relatives, providing enough archival tissue remains in case these need to be accessed in the future.
· The Committee queried the benefits of the study. Dr Ferguson clarified that this new molecular test will determine which participants are likely to benefit from tyrosine-kinase inhibitor treatment. Not all mutations are detected in the current test which returns a high number of false negatives (is under identifying patients who could benefit from the treatment). The research will identify the specific rate of mutations in New Zealand and this will allow patients to make an informed decision about whether to pay for the diagnostic test based on the chance of finding a mutation that will respond to treatment. Given Dr Ferguson’s explanation of the benefit, the committee was convinced that the public benefit outweighed the harm. 

· The Committee noted that of the 100 samples to be used none were Māori, as per a review of the database. Ethnicity was based on patients’ self-reported ethnicity on their hospital admission forms. 

· The Committee queried the number of samples to be used. Dr Ferguson clarified that only 100 samples will be explored due to funding restrictions.

Decision 

This application was provisionally approved by vote, with 5 for and 1 against, subject to the following information being received. 

· Please provide the Committee with assurance of the minimum amount of tissue blocks remaining after the research, in case particular archival tissue samples need to be accessed in the future. 

This following information will be reviewed, and a final decision made on the application, by Angela Ballantyne and Helen Walker.
General business

1. The Committee noted the content of the “noting section” of the agenda.
2. The Committee discussed the need for a protocol template, to be used as a guide by researchers. 
3. The Chair reminded the Committee of the date and time of its next scheduled meeting, namely:

	Meeting date:
	23 April 2013, 12:00 PM

	Meeting venue:
	Clinical Trials Unit, Level 8 Ward Services Block, CCDHB, Wellington, 6011



The following members tendered apologies for this meeting.

· Patries Herst
The meeting closed at 4:10 pm.
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