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	Committee:
	Central Health and Disability Ethics Committee

	Meeting date:
	15 October 2012

	Meeting venue:
	Terrace Conference Centre


	Time
	Item of business

	12 noon
	Welcome

	
	Confirmation of minutes of meeting of 17 September 2012

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

	
	 i 12/CEN/46

ii 12/CEN/38

iii 12/CEN/39

iv 12/CEN/40

 v 12/CEN/42

vi 12/CEN/43

vii 12/CEN/44

viii 12/CEN/45

 ix 12/CEN/47

	4:30 – 5:00
	General business:

Noting section of agenda

             Confirmation of 2013 Meeting Dates
             Presentation by NEAC

	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 
	Apologies 

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


Welcome

The Chair opened the meeting at 12:00 pm and welcomed Committee members, noting that an apology  has  been received from Dean Quinn.
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 17 September 2012 were confirmed.

New applications 
	 1  
	Ethics ref:  
	12/CEN/38 

	 
	Title: 
	Transitioning tube-fed children to oral feeding 

	 
	Principal Investigator: 
	Dr. Tim Jelleyman 

	 
	Sponsor: 
	Waitemata DHB 

	 
	Clock Start Date: 
	03 October 2012 


Dr Tim Jelleyman 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 will evaluate a day programme for transitioning children from tube feeding to oral feeding. 
· The main risk is around hunger provocation and dehydration, but the Committee accepts that this intervention will be closely monitored.
· The child’s assent to the research is not required  in this case, as they will be under 6 years of age. 
· The Committee commented on the form in which the data will be stored (r.2.4.1). The data generated by the research must be stored separately from the child’s clinical files.
· The researcher clarified that translators will not be available and as such this should exclude non-English speaking families. 
· The Committee requested the following changes be made to the Participant Information Sheet and Consent Form:

· Modify phrasing to reflect that parents/caregivers will be giving consent.
· This research has been approved by the Central Health and Disability Ethics Committee (page 2).
· Include flow diagram from pages 18-19 of Food For Flourishing to PIS/CF.
· Remove “or have had read to me in my first language” from consent form (page 6).
Decision 

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

· Please amend the information sheet and consent form for participants, 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. 
	 2  
	Ethics ref:  
	12/CEN/39 

	 
	Title: 
	A study of BI 207127 with faldaprevir and ribavirin in patients with chronic genotype 1 hepatitis C infection 

	 
	Principal Investigator: 
	Professor Ed Gane 

	 
	Sponsor: 
	Boehringer Ingelheim Pty Ltd 

	 
	Clock Start Date: 
	03 October 2012 


Professor Ed Gane 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 would like to commend the inclusion of tikanga in relation to taonga (samples) in the Participant Information Sheet. The Committee would encourage the researcher to also include this information in the application form for all future studies submitted.
· It is noted that SCOTT review is being undertaken.
· The Committee require clarification as to how many laboratories will be involved in sample testing (USA, Singapore, Germany).
· There must be a specific time frame for giving consent (p.3.1).
· The Committee asks the researcher to continue his efforts in making complex overseas-derived Participant Information Sheets easy to understand for New Zealand participants.
· The Committee requested the following changes be made to the Participant Information Sheet and Consent Form:

· Can a simple, short study title be given to the PIS/CF?
· The information in the footer must be consistent throughout the whole document.
· Clarify that samples will not be returned to participants (page 8).
· If a severe side effect or reaction occurs participants should ring 111 (page 9).
· Paragraph 3 of page 11 is addressed to females only – Include a subheading to clarify the gender to which the comments relate.
· Paragraph 6 of page 11 should read “and in the male partners of women who could become pregnant”.
· Section 19 must refer to the “Accident Compensation Act 2001”.
· Please clarify statement “You do not forgo any legal rights by signing this form” in Section 19.
· Refer to the Central Health and Disability Ethics Committee in section 21.
Decision 

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

· Please provide a cover letter addressing the Committee’s queries (points 3 and 4).

· Please amend the information sheet and consent form for participants, 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 Paul Barnett and Helen Walker. 
	 3  
	Ethics ref:  
	12/CEN/40 

	 
	Title: 
	COG ARST0921 - A Randomised Phase II Trial of Bevacizumab and Temsirolimus 

	 
	Principal Investigator: 
	Dr Mark Winstanley 

	 
	Sponsor: 
	Children's Oncology Group 

	 
	Clock Start Date: 
	03 October 2012 


Dr Mark Winstanley 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. 
· Adequate peer review was provided.
· It is noted that SCOTT review is being undertaken.

· The Committee queried which Māori Research Committees are being consulted.
· Please clarify why data generated in this study will not be made available for use in future research (b.4.4).
· The researcher clarified that participants will have the option of having their tissue samples destroyed at any point.
· The Committee commended the researchers on the age appropriate PIS/CFs provided.
· The Committee requested the following changes be made to the Participant Information Sheet and Consent Form:

· The Committee suggests adding Fijian and Tokelauan translators (if possible). 

· Use “participants name” rather than child’s name (page 1).
· Reference to Central Health and Disability Ethics Committee not Multi-region.
Decision 

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

· Please provide a cover letter addressing the Committee’s queries (points 3 and 4).

· Please amend the information sheet and consent form for participants, 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 Patries Herst and Helen Walker.
	 4  
	Ethics ref:  
	12/CEN/42 

	 
	Title: 
	Skin and soft tissue infections in Auckland children. 

	 
	Principal Investigator: 
	Dr Deborah Williamson 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	03 October 2012 


Dr Deborah Williamson was present by teleconference for discussion of this application.
Potential conflicts of interest

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

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

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

· The researcher anticipates most of the samples will be used up in the tests. Please make this clear to participants.
· The researcher clarified that only immunological analysis will be performed on the samples.
· The Committee noted that consultation is in progress with Pacific Island and Māori groups. The researcher has had difficulty with Māori consultation at ADHB as there has not been a Māori research advisor for a while.
· Please clarify how you have checked that the participant information sheet is appropriate for your study population (p.2.3).
· The Committee recommended the researcher refer to the Ethical Guidelines for Health Research with Children. 
· The Committee requested an age appropriate Participant Information Sheet be provided for children over the age of 7.
· The Committee requested the following changes be made to the Participant Information Sheet and Consent Form:

· Simplify language as much as possible to aid understanding by young Maori/Pacific Island parents.
· Tile of the Patient Consent Form should say “Parent/Caregiver” rather than “Adult”.
Decision 

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

· Please provide a cover letter addressing the Committee’s query (point 4).

· Please amend the information sheet and consent form for participants, taking into account the suggestions made by the Committee.
· Provide an age appropriate Participant Information Sheet for children over 7.
This following information will be reviewed, and a final decision made on the application, by Sandy Gill.
	 5  
	Ethics ref:  
	12/CEN/43 

	 
	Title: 
	A Study Investigating GS-7977 and Ribavirin for 24 weeks in chronic HCV 

	 
	Principal Investigator: 
	Professor Ed Gane 

	 
	Sponsor: 
	Gilead Sciences, Inc 

	 
	Clock Start Date: 
	03 October 2012 


Professor Ed Gane 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 would like to commend the inclusion of tikanga in relation to taonga (samples) in the Participant Information Sheet. The committee would encourage the researcher to also include this information in the application form for all future studies submitted.
· It is noted that SCOTT review is being undertaken.

· There must be a specific time frame for giving consent (p.2.1).

· Please clarify if there is a higher load of HCV in Māori and Pacific peoples and how this study might contribute to reducing inequalities in health outcomes in different populations.

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

· If a severe side effect or reaction occurs participants should ring 111 (page 13).
· Provide more detail of the inclusion/exclusion criteria as in the protocol.
Decision 

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

· Please provide a cover letter addressing the Committee’s queries (points 3 and 4).

· Please amend the information sheet and consent form for participants, 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 Gael Donoghue and Helen Walker.
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	Ethics ref:  
	12/CEN/44 

	 
	Title: 
	Australian/New Zealand Vitamin D MS-Prevention Trial (PrevANZ) 

	 
	Principal Investigator: 
	Dr Deborah Mason 

	 
	Sponsor: 
	MS Research Australia 

	 
	Clock Start Date: 
	03 October 2012 


Dr Deborah Mason 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 requested more detail about the Māori Consultation process being undertaken. There is no recognition of tikanga in relation to taonga (in terms of sample collection).
· The Committee queried if there are NZ equivalents of the products in Appendix A of questionnaires.

· SCOTT review is required.
· The Committee recommended the researcher refer to the Guidelines for the Use of Human Tissue for Future Unspecified Research Purposes. 
· The Committee requested a separate Participant Information Sheet and Consent Form be provided for optional bio-banking.
· The Committee requested the following changes be made to the Participant Information Sheet and Consent Form:

· Consistent font throughout the document.
· Include the eligibility criteria for the study.
· Clarify what Immunomodulatory therapy involves.
Decision 

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

· Please provide a cover letter addressing the Committee’s query (points 1 and 2).

· Please amend the information sheet and consent form for participants, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).

· Provide a separate Participant Information Sheet and Consent Form for optional bio-banking.

This following information will be reviewed, and a final decision made on the application, by Lynne Russell and Helen Walker.
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	Ethics ref:  
	12/CEN/45 

	 
	Title: 
	Study to Induce Clinical Response and/or Remission with GSK1605786A in 

	 
	Principal Investigator: 
	Dr Adrian Claydon 

	 
	Sponsor: 
	PPD are the CRO for this study and acting as sponsors 

	 
	Clock Start Date: 
	03 October 2012 


Dr Adrian Claydon 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 does not agree with the answer provided to question a.1.6.

· Please provide more detail of the 4 differences in the protocol as stated in question a.7.1.1 - specifically justifications for the changes and the implications for the research participants and study results. 
· Please clarify if samples taken for optional pharmacogenetic testing will be stored or sent overseas (b.4.5.3). 

· There must be a specific time frame for giving consent (p.2.1).

· The Committee commends the researchers on the respect of cultural issues surrounding sample collection.

· The Committee recommended the researchers refer to the Guidelines for the Use of Human Tissue for Future Unspecified Research Purposes. 
· The Committee requested a separate Participant Information Sheet and Consent Form be provided for optional pharmacogenetic testing.
· The Committee requested the following changes be made to the Participant Information Sheet and Consent Form:

· Reference to Central Health and Disability Ethics Committee not Upper South A (page 2).
· Item 4, page 7, second bullet – Please state urine sample is for pregnancy testing.
· Remove clause 5 of Consent for pharmacogenetic testing (page 22).
Decision 
This application was provisionally approved by consensus, subject to the following information being received. 
· Please provide a cover letter addressing the Committee’s query (points 2 and 3).

· Please amend the information sheet and consent form for participants, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).

· Provide a separate Participant Information Sheet and Consent Form for optional pharmacogenetic testing.

This following information will be reviewed, and a final decision made on the application, by Angela Ballantyne and Helen Walker.
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	Ethics ref:  
	12/CEN/46

	 
	Title: 
	Population-level Child Maltreatment Research based on Linked Administrative Data. 

	 
	Principal Investigator: 
	Ms Moira  Wilson  

	 
	Sponsor: 
	Ministry of Social Development  

	 
	Clock Start Date: 
	03 October 2012 


Moira Wilson, Ross MacKay and Courtney Kemp 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 reviewed in a closed meeting and was provisionally approved by consensus.

.
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	Ethics ref:  
	12/CEN/47 

	 
	Title: 
	Evaluation of Ponatinib vs Imatinib in CML Chronic Phase (EPIC) 

	 
	Principal Investigator: 
	Dr Humphrey Pullon 

	 
	Sponsor: 
	ARIAD Pharmaceuticals Inc. 

	 
	Clock Start Date: 
	03 October 2012 


Dr Humphrey Pullon and Margaret Campbell 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. 

· It is noted that SCOTT review is being undertaken.

· Please expand on the answers to questions 6, 7 and 10 in the document from the European Medicines Agency, provided with the application.
· The Committee commends the researchers on the respect of cultural issues surrounding sample collection.

· The researchers clarified that the molecular genetics testing of blood samples is not optional, as this is current best practice to measure drug responses.
· The Committee requested the following changes be made to the Participant Information Sheet and Consent Form:

· Expand the information on adverse drug reactions – specifically 5 deaths in the protocol. The wording “At least one” is misleading (page 8). 

· Specify timeframe for consent. 
Decision 

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

· Please provide a cover letter addressing the Committee’s query (point 2).

· Please amend the information sheet and consent form for participants, 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 Gael Donoghue and Helen Walker.
General business

1. The Committee noted the content of the “noting section” of the agenda.
2. The proposed meeting dates for 2013 were confirmed without changes.
3. Presentation by NEAC: 
· Will alert Committee members when the new Māori Research Guidelines are published.

· In 2013 NEAC will be embarking on mapping of ethical review around NZ.

· Concern over adequacy of peer review. To be added to the agenda of the next Chair’s meeting on 30 November 2012.
· Southern researchers forming a peer review network.
4. The committee raised concerns with the pro forma PIS/CF. To be added to the agenda of the next Chair’s meeting on 30 November 2012.
· If you were injured in this study, which is unlikely, you would be eligible for compensation from ACC just as you would be if you were injured in an accident at work or at home.  The Committee considers this statement is misleading, as ACC compensation is not guaranteed as its availability is dependent on the facts of each case.
· Lack of step by step clauses and translator clauses.
5. The Chair reminded the Committee of the date and time of its next scheduled meeting, namely:

	Meeting date:
	13 November 2012, 12:00 PM

	Meeting venue:
	Terrace Conference Centre, 114 The Terrace, Wellington, 6011



The following members tendered apologies for this meeting.

· Paul Barnett
The meeting closed at 5:00 pm.
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