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	Committee:
	Central Health and Disability Ethics Committee

	Meeting date:
	29 January 2013

	Meeting venue:
	Deloitte House


	Time
	Item of business

	12 noon
	Welcome

	
	Confirmation of minutes of meeting of 11 December 2012

	
	New applications (see over for details)

	
	 i 13/CEN/1

  ii 13/CEN/3

  iii 13/CEN/4

  iv 13/CEN/9

  v 13/CEN/10

  vi 13/CEN/11

	
	

	
	

	
	

	
	General business:

Noting section of agenda

             Next meeting date and apologies

	
	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 12.00 and welcomed Committee members, noting that no apologies had been received.
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 11 December 2012 were confirmed.

New applications 
	 1  
	Ethics ref:  
	13/CEN/1 

	 
	Title: 
	Mortality in a population with bipolar disorder. 

	 
	Principal Investigator: 
	Dr Claudia Grott Zanicotti 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	17 January 2013 


Dr Claudia Grott Zanicotti, Prof Paul Glue and Dr Christopher Gale 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 asked the researchers whether they considered the study to be an audit and why the application was submitted to the HDECs for review.  The researchers advised that they considered their study to be similar to an audit but submitted the application because of the specific ethical issues relating to the study – the sensitive nature of the material, the vulnerability of the patients, and that the patients may not have consented to the use of their health information in this particular study.  
· The committee sought clarification on whether the patients for whom the original data was collected had consented to their information being used in future studies. The researchers explained that the original data was obtained from a mental health clinic 25 years ago and that clinic is now closed.  The patients did not give consent for the future use of their sensitive information and the researchers wish to access data from that clinic. 
· The committee asked whether the researchers had consulted with Sarah Romans (who originally collected the data), about what consent had been given at that time.  The researchers advised that they had consulted with her over the last year. The researchers intend to involve Ms Romans in the analysis of the data.  

· The committee asked how many of the patients are still alive.  The researchers advised that they do not know but that is something they hope to find out as part of the study. 
· The committee queried why the researchers have not sought peer review for this study. The researchers advised that they in the process of establishing a process for a workable peer review system, including contacting Sarah Romans and Kate Scott, who both collected the original data.
· The committee advised that the researchers might like to seek peer review formally in writing from Sarah Romans and Kate Scott. The researchers agreed that this would be a pragmatic approach and agreed to do so. 
· The committee advised the researchers that they need to explain the process of consultation with Maori to the committee in the application form.  As the application form cannot be altered after submission, the committee asked that the researchers send evidence that they have consulted with Maori to the HDEC secretariat.

· The committee clarified for the researchers what the r.6 Risk of stigmatisation question in the application form is asking:  i.e is the research team aware that there could be a risk of stigmatisation.  The researchers advised that they are aware that there may be such a risk and they have made attempts to manage it.

· The committee considered asking the researchers to gain consent from those still alive but decided to waive that requirement as per Ethical Guidelines for Observational Studies 6.4.3.

Decision 

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

· Please provide copies of peer review from Kate Scott and Sarah Romans.
· Please provide evidence that you have consulted with Maori.
This following information will be reviewed, and a final decision made on the application, by the Chair and Mrs Sandy Gill. 
	 2  
	Ethics ref:  
	13/CEN/3 

	 
	Title: 
	Diagnosis of Coeliac disease in New Zealand children 

	 
	Principal Investigator: 
	Dr Jonathan Bishop 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	17 January 2013 


Dr Jonathan Bishop 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. 

· Issue of consent.  The Committee noted that children under 16 can consent if deemed competent. The committee noted the study was low risk. The committee discussed with Dr Bishop the age ranges for the PIS, assent and consent forms.

· The Committee asked Dr Bishop how he intends to assess competency in the age range.  Dr Bishop advised that he intended to first discuss with the family and the child to get a view of which form would be appropriate (consent or assent). The committee noted they usually recommended the use of the age ranges 7-11 and 12-16.

· The committee advised that older, competent children could fill in the health questionnaire themselves when they come in for the procedure.
· Participant form for older children (approx. 12+ years)

· Please simplify the form  

· Page 4, second bullet point about what happens after the study has finished, please use ‘your child’ instead of ‘you’.

· Parent Information Sheet.  

· Section on participation – 3rd paragraph.  “If your child is fully able…”  If the child is competent it should be their consent that is required.  

· Please take out the section about children “unable to communicate”.

· Questionnaire

· Please use the New Zealand census reference/categorisations in the ethnic grouping section. 

Decision 

This application was approved by consensus. 
This approval is conditional upon the revision of the participant form for older children, the parent information sheet and the questionnaire taking into account the suggestions made by the committee. 
	 3  
	Ethics ref:  
	13/CEN/4 
	 

	 
	Title: 
	A study evaluating MK8742 in Hepatitis C Infected Males. 
	 

	 
	Principal Investigator: 
	Prof Edward Gane 
	 

	 
	Sponsor: 
	MSD 
	 

	 
	Clock Start Date: 
	17 January 2013 
	 


Prof Edward Gane 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 Committee asked for clarification about who the sponsor intends to submit the manuscript describing study results to.  Prof Gane said that he would investigate who the recipient of the manuscript would be after affirming he didn’t believe it was merely a publication on the website cited. 
· The committee asked Prof Gane to clarify who the “independent Maori Reviewer” stated at question p.4.3.1 on the application form is. Prof Gane advised the independent reviewer is a DHB reviewer with the Waitemata DHB.  

· Participant Information Sheet

· Please include the word ‘optional’ in the title of the sub-study PIS so that it is clear to participants that participation is optional.  

· Please include ‘Participant Information Sheet and Consent form’ in the title for both (main and sub-study), PIS and Consent forms.  
· Consent form.  

· The Committee asked the researcher about the use of ‘when possible’ and the researcher agreed to remove this.

· The Committee congratulated Prof Gane on the way in which he had addressed Maori Consultation issues. 
Decision 

This application was approved by consensus
This approval is conditional upon revision of the participant information sheet and consent form taking into account the suggestions made by the committee.   
	 4  
	Ethics ref:  
	13/CEN/9 

	 
	Title: 
	PF-00547659 versus placebo for ulcerative colitis (Protocol A7281009) 

	 
	Principal Investigator: 
	Dr Richard Gearry 

	 
	Sponsor: 
	Pfizer Australia and New Zealand 

	 
	Clock Start Date: 
	17 January 2013 


No members of the research team were 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.

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

· The Committee noted that there is sufficient support in the protocol that the medicine is safe for use.

· The Committee was concerned that the requirement to seek local Maori Consultation as part of locality authorisation has not been addressed correctly.  For future reference, in applications, the Committee advises that the researcher change ‘requested’ to ‘required’ at p.4.3.1.

· The Committee requests that the researcher make the language on the brochure relevant to the New Zealand context.  Especially the section on “how are my rights protected…” e.g. change the reference  from IRB to HREC; and remove/revise the material about “federal legislation” 

· P.3.3.1 regarding reimbursement. The Committee needs to know the details of the amount of reimbursement.  This detail also needs to be included in the participant information sheet. 

· The fourth dot point on the consent form regarding “access to health records for any future research” is so broad that it provides unrestricted access and is therefore unacceptable.  Please explain why this is necessary or restructure the statement so it only applies to the current study. 

· Page 19 of the PIS refers to future research with the use of participants’ health information.  Please clarify whether ‘health information’ means the same as ‘research data’ (also page 19), which will only be retained for 15 years.  If the health information is retained indefinitely (rather than for 15 years) the committee notes that it will only be used for UC research. 

· PIS for the main study. Please repeat the paragraph on page 3 of the PIS optional pharmacogenetic sampling study - regarding tissue samples being sent overseas - in the PIS for the main study. Participants who join the main study, but not the optional pharmacogenetic sampling study, still need to know that their samples will be sent overseas and that they may wish to discuss this with their iwi. 

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 at bullet points 3,4 and 5.
· Please amend the Brochure, Participant Information Sheets and Consent Forms taking into account 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 Chair, Gael Donoghue and Angela Ballantyne.

	 5  
	Ethics ref:  
	13/CEN/10 

	 
	Title: 
	Open-Label study to assess safety of PF-00547659 for Ulcerative Colitis (Protocol A7281010) 

	 
	Principal Investigator: 
	Dr Richard Gearry 

	 
	Sponsor: 
	Pfizer Australia and New Zealand 

	 
	Clock Start Date: 
	17 January 2013 


No members of the research team were 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.

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

· At R3.12 please clarify what will happen to the samples collected in this study after testing.  The Patient Information sheet indicates that the samples will be destroyed after 7 days post testing and in the consent form consent is requested or sample destruction at the end of the study. 

· In the PIS, please specify (as per page 34 of your protocol), what would be considered effective birth control for people participating in this study. 

· The Committee was concerned that the requirement to seek local Maori Consultation as part of locality authorisation has not been addressed correctly.  For future reference, in applications, the Committee advises that the researcher change ‘request’ to ‘required’ at p.4.3.1.
· The Committee noted that the drug identification numbers in A.1.5 on page 3 of the application form appear to be incorrect.  For future reference, please ensure accuracy. 

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 bullet point 1.

· Please amend the information sheet for participants taking into account the suggestion 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 Chair and Mr Dean Quinn. 
	 6  
	Ethics ref:  
	13/CEN/11 

	 
	Title: 
	Subliminal Priming differences between people with, and without depression 

	 
	Principal Investigator: 
	Miss Caitlin Aberhart 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	17 January 2013 


Miss Caitlin Aberhart 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 committee asked Miss Aberhart to describe the research and the proposed benefits. Miss Aberhart advised that the study aims to assess a negative frame of mind in people with depression. Both positive and negative information that cannot be consciously perceived will be used to see if people with depression are more prone to picking up the negative information and vice versa. The study aims to understand the cognitive processes involved. 

· The committee asked whether the results of the study would lead to a form of treatment or therapy for people with depression.  Miss Aberhart advised that the results wouldn’t likely be used for treatment but that they be useful to inform people that they are prone to picking up on negative messages. 

· The committee was concerned that the actual process and purpose of the study will not be disclosed until after the priming has taken place. The committee noted Section 6.3.1 of the Ethics Guidelines for Interventional Studies. 
· It was not clear to the committee where the research team sits with the amount of risk involved in this study.  The committee noted that there was no indication in the application about what might occur should a participant have an extreme adverse reaction at any time during or after the study.  Ms Aberhart advised that words that have a strong psychological arousal have been omitted from the study and that participants will receive a debrief sheet after the priming takes place. Ms Aberhart advised that a co-investigator could be on hand to assist if a participant becomes distressed during the study. The committee noted that further thought had to be put to ensure that mechanisms were in place to support participants that became distressed. 
· The committee was concerned about the safety of the participants and how this will be addressed. The committee noted that the research involves one vulnerable population (people diagnosed with depression).  The research also involves another potentially vulnerable population (people who have depression but may not have been assessed as having depression), and therefore this study may be potentially dangerous.  The committee noted that the study will be carried out in Christchurch and given the current situation there, the committee held heightened concern about the safety of the “non-depressed” group.  The committee asked how Ms Aberhart intended to ensure that this group of participants are not depressed before they take part in the study.   Ms Aberhart advised that participants will complete a questionnaire after completing the research.  The Committee questioned the effectiveness and safety of this approach. 

· The committee sought clarification on why it was stated that consultation with Maori is not required.  Ms Aberhart advised that ethnicity is not a factor in her study and that she will not collect any ethnicity data. For future reference, the committee advised that it would need to sight evidence of  consultation with Maori, as a pre-requisite for approval is that a researcher has formally addressed local cultural issues with an appropriate Maori review body.
· The committee noted that the potential for compensation for any form of harm needs to be addressed in application.

· The researcher clarified that ethical approval was also sought from the Canterbury University Ethics Committee.
· The committee suggested that Ms Aberhart refer to the HDEC  pro-forma PIS when she comes to resubmit her application. 

· The committee noted that the application had been submitted as an observational study but the committee believed it was an intervention study as the researcher was introducing stimuli in order to assess the health effects (cognitive function of depression) response to the stimuli. 

Decision 

This application was declined by consensus as the committee did not consider that the study would meet the following ethical standards.

The committee determined that the following provisions of the Ethical Guidelines for Intervention Studies were not met:
3.11 
It was not clear to the committee that the risks of the research were proportional to the benefits of the research. The researcher needs to be more explicit about the possible benefits of this research to people with depression and needs to mitigate the risks of the research. 

5.30 
Intervention studies should be conducted with vulnerable participants only if the risk to vulnerable people is at an acceptable minimum. The study should ask questions that matter to the participant’s community, and the answers should benefit the community.
“Studies should be undertaken only by investigators and research teams with the necessary skills and resources to do so. These skills and resources include those needed to deal with any contingencies that may affect participants.”  The committee noted that the CI was a Masters student dealing with a vulnerable group of participants, a difficult study design involving deception, and working in the context of Christchurch with significant undiagnosed depression.  Given the sensitive nature of the research the CI’s supervisors should be more actively involved ensuring that the safety of participates is met. For example, in the revised application please include the supervisors’ CVs. 
6.31 
The committee believes the researcher has to do further work to explain why the concealment does not pose an “increased risk of harm” to participants. 
6.66

· “Investigators have an obligation to ensure the availability of health care services that are essential to the safe conduct of a study and for any participants who suffer injury as a consequence of study interventions”.  
     The committee noted that no contact numbers were provided should a participant who is “depressed” or “non-depressed” have an adverse reaction following participation in the study.  The committee believes that in a study of this nature, safety measures are paramount. Given that there is the possibility that a participant may experience a flashback not only during, but also sometime after an event, appropriate safety measures must be in place.  The committee noted that assessment for possible depression prior to participation in the study would help ensure participant safety at the onset, but safety measures must also be available to participants after they have completed the study. 

General business

1. The Committee noted the content of the “noting  section” of the agenda.
2. The Committee discussed the timeline statistics (full applications, expedited applications and substantial amendments), for the Committee with Mr Rohan Murphy. 

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

	Meeting date:
	26 February 2013, 12:00 PM

	Meeting venue:
	Deloitte House, 10 Brandon St, Wellington, 6011



No apologies were tendered for this meeting.

The meeting closed at 3:49 pm.
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