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	Committee:
	Central Health and Disability Ethics Committee

	Meeting date:
	21 August 2012

	Meeting venue:
	Terrace Conference Centre


	Time
	Item of business

	12pm
	Welcome

	12.00pm
	Confirmation of minutes of meeting of 24 July 2012

	12.30pm
	New applications (see over for details)


	  
	i 12/CEN/10 

	   
	ii 12/CEN/11 

	   
	iii 12/CEN/13 

	   
	iv 12/CEN/15 


	12.05pm
	General business:

Noting section of agenda

Outcome of Chairperson’s meeting with the Director-General of Health

	3.15pm
	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 
	Present 


Welcome

The Chair opened the meeting at 12pm and welcomed Committee members.
The Chair noted that the meeting was quorate. 

The Committee noted and agreed the agenda for the meeting.

Confirmation of previous minutes

The minutes of the meeting of 24 July 2012 were confirmed subject to the following amendments:

CEN/12/3 – A Rapid Non Drug Treatment for Depression

The Committee requested the following paragraph should be added to page 7, bullet point 6: 

· “How the issue of Whakama in relation to Maori will be taken into account in the study will be taken into account”.   
New applications 
	 1  
	Ethics ref:  
	12/CEN/10 

	 
	Title: 
	The ACCELERATE Study 

	 
	Principal Investigator: 
	Ass. Prof John Elliott 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	09 August 2012 


Associate Professor John Elliot by teleconference for discussion of this application.
Potential conflicts of interest

Dean Quinn declared a potential conflict of interest, and the Committee decided to re-allocate study to Helen Walker.
Summary of ethical issues
The main ethical issues considered by the Committee were as follows.
·  The Committee raised no specific ethical issues.  
· The Committee congratulated the researcher on this application, particularly in regards to   Maori consultation and sensitivity to, and understanding of, Tikanga Maori in relation to the collection of tissue and blood.

· The Committee raised 2 minor issues regarding the Participant Information Sheet: 1) The Committee suggested terminology in the document is put into lay person’s language.  For example, what is meant by placebo and randomized patient? 2)  Page 5, storage of human tissue. Change 2nd sentence, 5th paragraph, samples of Iwi often.   
· The Committee noted the requirement that women use contraception and sought clarification on why there is not an equivalent requirement for men?  The researcher clarified this is an international study and as such relates to what is considered common in other countries.  However, the researcher agreed to review the study drug to establish whether male contraception was a necessary safety feature for New Zealand participants.
 Decision 

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

· Please amend the Participant Information Sheet to address the Committee’s concerns above. (Ethical Guidelines for Intervention Studies para 6.22).
· Please clarify whether male contraception is a necessary safety feature for New Zealand participants (Ethical Guidelines for Intervention Studies para 5.-4)
This following information will be reviewed, and a final decision made on the application, by Lynne Russell and Helen Walker
	 2  
	Ethics ref:  
	12/CEN/11 

	 
	Title: 
	Pharmacokinetic study of Orteronel in Prostate Cancer 

	 
	Principal Investigator: 
	Dr Peter Fong 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	09 August 2012 


Potential conflicts of interest

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. 

· Overall the Committee was satisfied with this application for ethical approval.

· The Committee noted inconsistency in the information on the number of participants to be recruited onto the study and sought clarification on how many New Zealand patients will be recruited.
· The Committee noted Scott Approval is pending.
· The Committee commended the researcher for their sensitivities to, and understanding of Tikanga Maori in regards to the collection of tissue and blood and noted consultation has been undertaken with the Maori Research Unit at Auckland DHB.
· P.3.2. The Committee noted the researcher ticked ‘patients are not vulnerable’, commenting that this is incorrect when read against Section 5.28 (p14) of the revised 2012 Guidelines, which defines vulnerability as : “People with serious illness for which the study treatment offers potential benefits that substantially exceed those of any other available treatment”.
· P.3.31. The Committee requires more information on how participants will be compensated.
· R.5.4.1. The Committee commented the researcher has misunderstood the question on conflict of interest.  As clinicians are also the researchers, this is a potential conflict of interest that needs to be managed.  See new guidelines, page 10 section 4.18 – 4. 23, especially 4.22. “Conflict of interest may also arise when the investigator is a participant’s usual health or disability service provider.  This may cause a conflict between the investigator role and the clinician role.  In some circumstances this dual role will be appropriate.   However, this possible conflict should always be disclosed and discussed with any potential participants. 
· The Committee sought clarification from the researcher on whether this study has ACC coverage and requested the researcher reconcile R.2.1 with Page 9 of the informed consent. 
·  R.1.12 . The Committee requested Dr Fong’s MPS membership.
· The Committee noted several typos throughout the Participant Information Sheet and requested the document is proof read.
· F2.3.1, The Committee requested the researcher checks the accuracy of the statement.
Decision 
This application was provisionally approved by consensus subject to the following information being received. 
· Please clarify the number of New Zealand participants to be recruited onto this study. (Ethical Guidelines for Intervention Studies para 6. 6)
· Please provide further information on how participants will be compensated. (Ethical Guidelines for Intervention Studies para 6.30). 
· Please clarify the Committee’s concern about ACC coverage and amend documents to reflect this. (Ethical Guidelines for Intervention Studies para 8.1). 
· Please amend the Participant Information Sheet to address the Committee’s concerns above. (Ethical Guidelines for Intervention Studies para 6.22).
· Please clarify the Committee’s concern regarding F2.3.1. (Ethical Guidelines for Intervention Studies para 5.8)
· Please submit Dr Fong’s MPS membership (Ethical Guidelines for Intervention Studies para 5.4)
This following information will be reviewed, and a final decision made on the application, by Patries Herst and Helen Walker.
	 3  
	Ethics ref:  
	12/CEN/13 

	 
	Title: 
	COGACSN0831 PostRadiation Chemo in Patients aged 1-21 with Ependymoma  

	 
	Principal Investigator: 
	Dr  Stephen Laughton 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	09 August 2012 


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 noted this application has been ‘competently constructed’.

· The Committee were impressed with the researchers’ efforts to navigate the complex informed consent process through the various arms of this study and to provide accessible assent forms for 7-12 and 12-15 year olds.   
· The Committee raised some minor issues with the Participant Information Sheets 1) The title of the documents were incorrect.  Please check. 2) All of the documents need to be proof read 3) It was noted some of the information in documents have been cut and pasted inappropriately 4) include the Maori term Whanau in the title.
· The commencement date needs to be changed.
· The Committee noted evidence of Maori consultation is pending. 

· A5.2 . The Committee noted the ‘Starship letter’ is missing and that the formal letter from COG is pending.
· R5.4.1 The Committee sought clarification on any potential conflict of interest and how this will be managed.
· The Committee raised two issues they had with the two children’s assent forms: The two key issues to emphasise in the documents are 1) the definition of research i.e the clinicians do know in advance which treatment will be best 2) What specific ways will research participation differ from standard treatment.  These are covered in the current assent forms but could be emphasised more clearly.
· The Committee congratulated the researcher on providing a flow chart to illustrate the complicated study design. 

Decision 

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

· Please amend the Participant Information Sheet to address the Committee’s concerns above. (Ethical Guidelines for Intervention Studies para 6.22).
· Please submit outstanding documents as addressed above (Ethical Guidelines for Intervention Studies para 4.3, para 6-.).
· Please address the Committee’s concerns regarding the potential conflict of interest. (Ethical Guidelines for Intervention Studies, para 6-)
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/15 

	 
	Title: 
	The Massive Transfusion Registry 

	 
	Principal Investigator: 
	Dr Krishna Badami 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	10 August 2012 


Dr Amanda Zatta was present in 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 noted this is a relatively low risk study but raised concern about the waiving of consent for identifiable data sent overseas and that those identification codes are kept for an indefinite period and patients would not be made aware of this.  

· The Committee discussed whether this study (data registry) is an audit of current practice. 

· The Committee noted 6.41 of revised Guidelines places the onus on the researcher to explain why data is not de-identified. 

· A1.6. The Committee raised concern about the consultation process for seeking consent, particularly with regards to Maori. 
· The Committee discussed Section.8.11 – justification of data and linkage between records without consent where participants are identified and subsection A the identity of participants are not disclosed except for the purposes of record linkage and not retained once record linkage has been completed.  The committee sought clarification on the process of data collection and indication of de-identification of linkage to data during this process. 

· Discussions also covered the fact that the potential was there for the researchers to obtain further information from the de-identified data in the future, and this included where a subject had multiple transfusions.  The researcher acknowledged that this was the case in a subject who had multiple transfusions and might also be the case with subjects who has not had multiple transfusions dependent on the data required for this study.    

· The Protocol raised concerns for the Committee on gaining consent and consultation with Maori as this has not been made a requirement.  The Committee advised the researcher that Health Research with Maori is conducted according to guidelines and that these require appropriate consultation.  In response, the researcher clarified consultation has been sought from Christchurch.  
· The Committee requested the expansion of the NZ governance process to include 3 New Zealand representatives, including at least Maori health representation.  
· The Committee referred to Section 3.39 of the Privacy Act 1993 -http://www.legislation.govt.nz/act/public/1993/0028/latest/DLM296639.html 
· The Committee remains concerned about the storage of identifiable data without consent held off shore in perpetuity.
· Researcher discussed removing table with identifiable data and stored separately but it would still be linked to registry.
· Each of the localities need Maori consultation and written evidence of each will need to be submitted to the Committee.   
· Approval to be given for five years on condition the researcher re-applies at that point ; and if approval disallowed the existing data must be de-identified.
Decision 
This application was provisionally approved by consensus subject to the following information being received. 

· Please address the Committee’s concerns about appropriate consultation processes, particularly for Maori.  (Ethical Guidelines for Intervention Studies para 6.22).
· Please clarify for the Committee the process of data collection and indication of de-identification of linkage to data during this process. (Ethical Guidelines for Intervention Studies para 5 - ). 
· Please confirm the Committee request to expand the NZ governance process to include 3 New Zealand representatives, including at least Maori health representation.  (Ethical Guidelines for Intervention Studies, 4.17). 
This following information will be reviewed, and a final decision made on the application, by Dr Dean Quinn and Sandy Gill
General business

  1.
The Committee noted the content of the “noting section” of the agenda.
  2.
The Chairperson updated the Committee on the outcomes of the Chairperson’s meeting with the Director-General of Health, Dr Kevin Woods. 

3. 
The Committee undertook a discussion on how ‘peer review’ is defined in the new SOPs.  The Chairperson confirmed the scope is broad but that it needed to be someone independent of the study.

4.
The Chair reminded the Committee of the date and time of its next scheduled meeting, namely:

	Meeting date:
	17 September 2012, 12:00 PM

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



The following members tendered apologies for this meeting.

The meeting closed at 3.15pm.
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