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	Committee:
	Central Health and Disability Ethics Committee

	Meeting date:
	13 November 2012

	Meeting venue:
	Terrace Conference Centre


	Time
	Item of business

	12.00pm
	Welcome

	
	Confirmation of minutes of meeting of 15 October 2012

	
	New applications (see over for details)

	
	 i  12/CEN/53
ii  12/CEN/54
iii  12/CEN/55
iv  12/CEN/59
v   12/CEN/60
vi  12/CEN/62
vii  12/CEN/63

	4.00 – 4.30pm
	Review of provisionally approved applications

	
	viii 12/CEN/29

ix   12/CEN/15



	
	

	4.30pm
	General business:  
Noting section of agenda     
Presentation of statement for researchers about the collection of tissue samples for unspecified use   

	5.00pm
	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 
	Apologies 
	 

	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 12.00pm and welcomed Committee members, noting that apologies had been received from Mr Paul Barnett and Ms 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 15 October 2012 were confirmed.

New applications 
	 1  
	Ethics ref:  
	12/CEN/53 
	 

	 
	Title: 
	A randomised controlled trial of Computer Therapies 
	 

	 
	Principal Investigator: 
	Clinical  Assoc Prof Simon Hatcher 
	 

	 
	Sponsor: 
	Auckland Uniservices 
	 

	 
	Clock Start Date: 
	01 November 2012 
	 


Nikki Collins and Robyn Whittaker 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. 
· This study is looking at a computer application to replace one on one therapy for participants. 
· The game would appeal to young people.
· The committee asked the researchers to clarify whether they intended to answer ‘yes’ at question p4.3.2 on page 20 of the application form as participants are a vulnerable group.  At question O on page 2 the response is different.  The researchers advised that they have changed the answer prior to this meeting.
· With regard to ACC compensation the committee noted that participants are eligible to apply for ACC but ACC makes a final call.  This needs to be accurately reflected in the participant information sheet. 
· The researchers have referred to the protocol at questions b.1.1 and 1.2 on page 10 of the application form.  The committee would like to see a summary here as requested in the form.
· Participant Information Sheet:

· Some statements could be reworded to make the language more accessible to readers – for example, paragraph 5 on page 2

· Reference to the Central Health and Disability Ethics Committee is needed
· The committee noted that proofreading for typographical errors  is needed
· The committee would like to see evidence that the researchers have consulted with Maori as stated at p.4.3.1 on the application form.  The researcher will send evidence to the secretariat.
· The study commencement date needs updating as it is currently stated as 
1 October 2012.
Decision 

This application was provisionally approved by consensus subject to the following information being received. 
· Please provide a cover letter addressing the committee’s request at point 5

· Please amend the information sheet 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 the secretariat.
	 2  
	Ethics ref:  
	12/CEN/54 
	 

	 
	Title: 
	ZAP Study 
	 

	 
	Principal Investigator: 
	Dr Craig Jefferies 
	 

	 
	Sponsor: 
	The Children's Hospital at Westmead 
	 

	 
	Clock Start Date: 
	01 November 2012 
	 


Dr Jefferies 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 introduced the study, explained what Perthes disease is and that the researchers hope to inhibit development of the disease at an early stage.
· The treatment age group is ideal and they are likely to see benefits.
· The committee would like the researcher to confirm whether the CHW (study sponsor), will benefit financially from the study drug ZA being shown to be an effective treatment for Perthes disease.
· No evidence of consultation with Maori has been provided at P4.2 and 4.31 on the application form.  The committee noted that while incidence of Perthes disease in Maori is lower than in non-Maori, there is a possibility that Maori will develop the disease and therefore the committee would like to see that the researchers have consulted with Maori.  
· The committee would like to see recognition of the possible cultural issues that may arise around taking samples (P.4.2). 
· Please provide a PIS/CF for pregnant female partners of participants in the study
· Participant Information Sheet:

· please reword the PIS to make the language age-appropriate and accessible to younger participants.  Also the text requires editing as there are currently typos and grammatical errors in the forms

· please state up front that participants can choose not to participate in the study 
· please clarify in the PIS which procedures are study related and which are part of standard care
· the PIS needs to reflect the audience it is designed for.  For example, the parent PIS needs to refer to ‘your child’ rather than ‘you’.

· please replace the current PIS (minor), forms with PIS  and assent forms for 6-11 year olds and 12-16 year olds
· please include information about the storage and disposal of tissue samples
· please provide clarification of any costs and payments to participants (e.g parking for extra visits), that are associated with participation in the study

· Please clarify how many participants will take part in the study.

· There appears to be a discrepancy between answers at R5.4 and R5.6 about specialist care for patients.  The committee would like the researchers to clarify this.
· The study commencement date is incorrect at A1.4 in the application form.

· At questions F2.1, 2.2 and B1.2 it is not appropriate to just refer to the protocol.  The committee would like to see a summary of inclusion and exclusion criteria in the researcher’s response to the committee.

· For future information, some of the documentation submitted did not need to come to the committee for review – such as the Case report forms.
Decision 

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

· Please provide a cover letter addressing the committee’s requests above (bullet points 3,4,5,6,9,10 and 11)

· Please amend the information sheet for participants, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).  You may find it useful to refer to the attached PIS pro forma when making your amendments.  The pro forma can also be downloaded at question p.2.2 on online forms.
· Please provide a PIS/CF for pregnant female partners of participants in the study.

· Please replace the current PIS (minor), forms with PIS and assent forms for 6-11 year olds and 12-16 year olds.
 This following information will be reviewed, and a final decision made on the application, by Dean Quinn and Helen Walker. 
	 3  
	Ethics ref:  
	12/CEN/55 
	 

	 
	Title: 
	S gene mutations and hepatitis B 
	 

	 
	Principal Investigator: 
	Dr. William Abbott 
	 

	 
	Sponsor: 
	 
	 

	 
	Clock Start Date: 
	01 November 2012 
	 


Dr Abbott 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 approves the study in principal pending confirmation that the PIS/CF provided are the original forms from the 2000-2004 study.
· Please furnish copy of the letter from the Auckland ethics committee stating the outcome.

· The committee noted that the researchers have not yet applied for funding.  If the funding process results in any changes to the protocol, the researchers will need to inform the Central Ethics committee of these amendments. Then please also advise the Committee of your chosen peer review decision. 
· Attempts have been made to consult with Maori.  There may be other bodies that the researchers could successfully gain advice from, such as the Auckland University Maori research centre.
· Please clarify the importance of cultural issues around the collection and storage of tissue samples from Maori. 

Decision 

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

· Please provide a cover letter addressing the committee’s comments set out above along with any requested documentation.  
This following information will be reviewed, and a final decision made on the application, by Gael Donoghue and Helen Walker.
	 4  
	Ethics ref:  
	12/CEN/59 
	 

	 
	Title: 
	Platelet-Lymphocyte Interactions 
	 

	 
	Principal Investigator: 
	Dr Scott Harding 
	 

	 
	Sponsor: 
	 
	 

	 
	Clock Start Date: 
	01 November 2012 
	 


Dr Harding was not present for the 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. 

· Consistency is needed on participant numbers (12 or 15).

· The committee would like to see evidence of consultation with Maori.

· Please include in the study exclusion list other contraindications that include moderate hepatic impairment and haemorrhagic stroke and CYP 3A4 inhibitors.
· Please clarify the official study title at A.1.2.
· Please submit evidence of SCOTT approval.
· Please refer to the organisation at question b.2.2.2 as the ‘Medical Research Foundation’

· Please give a time limit for participants for consent to the study as part of question p.2.1. 
· Please provide criteria for the termination of the study, such as unforeseen SAEs.
· Participant Information Sheet

· Please make clear that this study is a cross over study on page 2. The committee suggests that your diagram in the grant application be inserted into the PIS together with a simplified explanation.

· Consent Form.  
· Please provide a statement that says participants agree to give four blood samples on four separate occasions. 

· Please state that you will inform patients at the next visit of any new information that becomes available about the study drug.

· Could you please send potential participants a letter informing them of the study prior to phoning them.  

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 above (bullet points 2-10).
· Please amend the information sheet for participants and the consent form for participants, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).  
· Could you please send potential participants a letter informing them of the study prior to phoning them. (Ethical Guidelines for Intervention Studies para 6.2).  
This following information will be reviewed, and a final decision made on the application, by Patries Herst.
	 5  
	Ethics ref:  
	12/CEN/60 
	 

	 
	Title: 
	The Rhinovirus Study 
	 

	 
	Principal Investigator: 
	Professor Julian Crane 
	 

	 
	Sponsor: 
	 
	 

	 
	Clock Start Date: 
	01 November 2012 
	 


Professor Julian Crane 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 is confident that all ethical issues have been considered well.
· PIS and assent forms are needed for 6-9 year old participants. The researchers can refer to the National Ethics Advisory Committee intervention guidelines 2012, pages 46-48 for research involving children and young people. 
· Please provide a consent form for adult participants.

· Please provide evidence of consultation with Maori. 

· Please clarify the length of the UV intervention (10 or 20 minutes) in the information sheet for participants.
Decision 

This application was provisionally approved by consensus subject to the following information being received. 
· Please amend the information sheet for participants and the consent form for participants, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).  
· Please provide an information sheet and assent form for 6-9 year old participants and a consent form for adult participants.
· Please provide evidence that you have consulted with Maori.
This following information will be reviewed, and a final decision made on the application, by Sandy Gill.
	 6  
	Ethics ref:  
	12/CEN/62 
	 

	 
	Title: 
	E-monitoring for e-therapy 
	 

	 
	Principal Investigator: 
	Associate Professor Sally  Merry 
	 

	 
	Sponsor: 
	University of Auckland 
	 

	 
	Clock Start Date: 
	01 November 2012 
	 


Assoc. Prof. Merry 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. 

· SPARX is an online therapy tool for depressed adolescents.  This study will look at whether inclusion of a clinician gives greater efficacy to the programme.
· The Committee noted that the study is missing participant information sheets and consent forms for the third group in the study – school guidance counsellors or GPs.  The committee requested the researchers clarify whether they will be using the same PIS/CF that will be used for clinicians for the third group.
· The Committee asked that a consent form be provided for 16-19 year olds who may be able to consent for themselves.
Decision 

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

· Please clarify whether you will use the same participant information sheet and consent form for clinicians with the third group in the study.
· Please provide a consent form for 16-19 year old participants who may be able to consent for themselves
This following information will be reviewed, and a final decision made on the application, by Angela Ballantyne.
	 7  
	Ethics ref:  
	12/CEN/63 
	 

	 
	Title: 
	Aquablation Study 
	 

	 
	Principal Investigator: 
	Associate Professor Peter Gilling 
	 

	 
	Sponsor: 
	PROCEPT BioRobotics Corporation 
	 

	 
	Clock Start Date: 
	01 November 2012 
	 


Assoc. Prof. Gilling 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 study proposes recruiting up to 15 people who are on the waiting list for prostate resection to trial a new method and see if it minimises the side effects that come with current procedure.

· No justification for the number of intended participants is mentioned.  Researchers may wish to consider using a sentinel patient design.

· Please confirm that an independent data safety monitoring board will provide review of this study.

· P3.2 The participants are potentially vulnerable as they may have the procedure expedited by virtue of taking part in this study  (Ethical Guidelines for Intervention Studies 2012 para 5.28, bullet point 6), where treatment may not be available due to wait list times. There is the potential for undue inducement here. Please explain how you intend to avoid undue inducement occurring in this study.
· Please provide the response from Medsafe.
· Please provide evidence that you have consulted with Maori and that you understand the cultural issues.

· Please provide a current insurance certificate.

· Please provide an explanation if you intend to compensate for known potential long term side-effects from this type of surgery.

· Participant Information Sheet:

· clarification is needed about the type of circumstances participants would not be compensated for travel for on page 5.
· It would be useful for the prevalence rate of the known risks and side effects to be included in the statement on page 6.
Decision 

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

· Please provide a cover letter addressing the committee’s requests (bullet points 2-8)
· Please amend the information sheet 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 Dean Quinn, Gael Donoghue and Helen Walker.

	8  
	Ethics ref:  
	12/CEN/29 

	 
	Title: 
	A multicentre, phase I/II dose escalation study of once weekly Panobinostat combined with Bortezomib, Cyclophosphamide and Dexamethasone in Treatment Naïve Myeloma patients

	 
	Principal Investigator: 
	Dr David Simpson

	 
	Sponsor: 
	Waitemata District Health Board

	 
	Clock Start Date: 
	5 September 2012


The main issues considered by the committee were as follows:
· The committee was satisfied that the researchers had addressed the following points set out in its provisional approval letter dated 20 September 2012:  
· 1, 2, 4 (researchers have maintained they have no vulnerable participants although the committee acknowledged patients may still have standard treatment options and therefore may not fit the definition of ‘vulnerable’ participants), 6 and 8
· The committee was not satisfied that the researchers had addressed the following points set out in its provisional approval letter dated 20 September 2012:
· 3. The researchers have stated no time limit. 
· 5. The committee feels that there are cultural issues with the collection of tissue which can be regarded as Tapu.  The committee would like to see evidence of the results of the consultation with Maori bodies the researchers have approached.
· 7. Considering the researchers are using a new drug, the answer to R.1.1 needs clarification.  The definition of ‘procedure’ includes the administration of a novel drug for the purposes of this application.
· 9.  Please clarify that SCOTT approval is still pending

Decision 

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

· Please provide a cover letter addressing the committee’s concerns outlined in bullet points 2-5 above.

The information will be reviewed, and a final decision made on the application, by Helen Walker.

	9  
	Ethics ref:  
	12/CEN/15 

	 
	Title: 
	The Massive Transfusion Registry

	 
	Principal Investigator: 
	 Dr Krishna Badami

	 
	Sponsor: 
	

	 
	Clock Start Date: 
	10 August 2012


Summary of ethical issues
· The committee’s primary concern is that identified patient information will be sent offshore without the consent of patients.  This involves significant ethical risk to New Zealand health consumers.  The committee needs to be satisfied that the body governing use and protection of this data represents New Zealand’s interests and ensures an understanding of New Zealand’s research ethics guidelines and principles.  An essential component of this ethical framework includes understanding of the importance of knowledge as a Taonga to Maori.  The Committee has not yet been satisfied that the governance body has sufficient New Zealand representation.

· The committee is happy to engage in further discussion to facilitate resolution.  We recognise the potential social good of this research project. 

Decision 

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

· Please provide a cover letter addressing the committee’s comments outlined in the bullet points above.  

This following information will be reviewed, and a final decision made on the application, by Dean Quinn and Sandy Gill.

General business

1. The Committee noted the content of the “noting section” of the agenda.
2. Angela Ballantyne presented the first draft of a standardised statement about the collection of samples for future unspecified use for the committee to consider.  The committee intend to make the statement available to the increasing number of researchers including a genomic data banking component to their studies.   The committee was satisfied with the statement.
3. The Chair reminded the Committee of the date and time of its next scheduled meeting, namely:

	Meeting date:
	11 December 2012, 12:00 PM

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



No apologies were tendered for this meeting.

4. Other business

The committee members were introduced to the online forms members portal.  
The meeting closed at 4:39 pm.
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