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		Minutes





	Committee:
	Northern B Health and Disability Ethics Committee

	Meeting date:
	05 November 2013

	Meeting venue:
	Novotel Ellerslie, 72-112 Greenlane Rd East, Ellerslie, Auckland



	Time
	Item of business

	12.17pm
	Welcome

	
	Confirmation of minutes of meeting of 01 October 2013

	
	New applications (see over for details)

	
	 i 13/NTB/156
  ii 13/NTB/155
  iii 13/NTB/159
  iv 13/NTB/163
  v 13/NTB/165
  vi 13/NTB/168
  vii 13/NTB/170
  viii 13/NTB/172
  ix 13/NTB/173

	
	

	4.20pm
	General business:
Noting section of agenda

	4.35pm
	Meeting ends




	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

	Mrs Raewyn Sporle 
	Lay (the law) 
	01/07/2012 
	01/07/2015 
	Present 

	Mrs Maliaga Erick 
	Lay (consumer/community perspectives) 
	01/07/2012 
	01/07/2014 
	Present 

	Mrs Mary Anne Gill 
	Lay (consumer/community perspectives) 
	01/07/2012 
	01/07/2015 
	Present 

	Mrs Kate O'Connor 
	Non-lay (other) 
	01/07/2012 
	01/07/2015 
	Present 

	Mrs Stephanie Pollard 
	Non-lay (intervention studies) 
	01/07/2012 
	01/07/2015 
	Present 

	Dr Paul Tanser 
	Non-lay (health/disability service provision) 
	01/07/2012 
	01/07/2014 
	Present 

	Ms Kerin Thompson 
	Non-lay (intervention studies) 
	01/07/2012 
	01/07/2015 
	Present 


 

Welcome
The Chair opened the meeting at 12.17pm and welcomed Committee members.

The Chairperson announced Ms Mary-Anne Gill’s resignation.  Ms Gill’s last meeting will be December 3rd 2013. Ms Gill said she had enjoyed her time on the committee and thanked everyone for how much she has learnt during her time.

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 1 October 2013 were confirmed.

New applications 

	 1  
	Ethics ref:  
	13/NTB/156 

	 
	Title: 
	OPEN-LABEL DUPILUMAB IN PARTICIPANTS OF PREVIOUS DUPILUMAB CLINICAL TRIALS. 

	 
	Principal Investigator: 
	Dr. Gordon Dean Miller Coote 

	 
	Sponsor: 
	Regeneron Pharmaceuticals, Inc. 

	 
	Clock Start Date: 
	24 October 2013 


 
Dr. Gordon Dean Miller Coote 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 is a phase III study for people who have previously participated in a controlled study using the same study drug.
· The application states the participants have been treated with study drug (B.1.3). The Committee noted that participants may have only received a placebo and would receive the drug for the first time in this study. Dr Coote acknowledged this.
· The Committee queried whether SCOTT approval had been sought (B.2.2.2), as the study concerns a new medicine. Dr Coote responded he would check to see whether SCOTT approval had been sought. The Committee noted this would need to be submitted before approval.
· The Secretariat checked with SCOTT and the application has approval. 
· The Committee asked why the information in the electronic case report sent to the sponsor (R.2.2) would include identifiers, such as the initials and Date of Birth of participants when in question (R.2.4.1) it stated that only participant coded number would be sent to sponsor. Dr Coote responded that he had to confirm with the sponsor what information was being sent to the sponsor.
· The Committee expressed a preference that the sponsor received de-identified data. Dr Coote agreed.
· The Committee queried whether participants will have access to the best intervention after the study, as indicated in (F.3.1). Dr Coote clarified that if Medsafe approves the drug for use in New Zealand by the end of the trial the drug would be available. The Committee noted there is a substantial difference in access between the drug being approved and being funded. 
· The Committee queried whether there were any responses from the researchers to the questions raised by the FDA peer review. Dr Coote said he was not sure whether this information was available. The Committee requested clarification in relation to the comments made by the FDA peer review.
· The Committee queried the FDA assessment of the itchiness scale and whether the researchers had addressed any of the changes suggested. Dr Coote clarified that the research team felt that the process in place to identify relevant information pertaining to itchiness, explaining the questions in place. The Committee was satisfied with the response.
· The Committee asked if study participants are able to use their existing medications while participating in the study. Dr Coote confirmed participants could continue their current treatment. 
· The Committee queried why study results would only be published in internal reports (B.4.1) and not more widely. Dr Coote explained that any publications for this state of the study would relate more to the development of the study drug and was dependent on the sponsor. There is no intention to limit the availability of the information generated, noting there are regulatory authorities that have requirements to satisfy. The Committee asked if there was an intention to publish in peer reviewed journals. Dr Coote was not aware of any intention for this stage of the study, adding it was standard practice to publish at a later stage.
· The Committee noted the research team has an ethical obligation to disseminate study results and findings to the scientific community and to participants. Researcher clarified they would talk to sponsor about firm publication plans.
· The Committee noted the DLQI questionnaire contained fields for identifiable information. Please remove these fields. 
· The Committee noted that the study involves standard procedures, such as blood tests, which may generate results unrelated to the study (R.4.1) and requested what processes are in place to ensure any identified problems are addressed and participant safety is ensured. Dr Coote acknowledged that there was a possibility that participants could have a unrelated finding between the blood tests of the prior study and the current study, even if it was a low change. Dr Coote explained that the participant would have any unusual or unexpected findings explained to them in person, followed by referral to their general health practitioner for further follow up.
· The Committee asked the research to explain why they ticked ‘Yes’ to using Maori research methodologies (P.4.4). Dr Coote explained that the research team have a close working relationship with kaumatua and the local iwi so that the research is consistent. The Committee noted this question relates to very particular methodologies rather than the consultation process involved for research, and in future should be ticked ‘No’.
· The Committee requested clarification on whether the DSMC was independent or internal, noting the conflicting answers between (R.1.4 and R.1.5). The Committee requested information on the terms of reference or the composition. 
· The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
· The Committee suggested using the ethnicity data collection question from the New Zealand Census to ensure all relevant ethnicities are recorded (pg.5)
· The Researcher confirmed the emergency card was contactable 24/7
· The Committee suggested adding that if a participant withdraws from the study their data can be withdrawn too. Researcher confirmed they would add this to the PIS.
· Please include information about samples being sent overseas.
· The Committee noted the condition for information to be submitted to government organisations was not relevant to a New Zealand context and requested the statement be removed.
· Please consider using the word withdraw or stop participating rather than revoke (pg.11). This applies to the sub-study as well.
· Participants should not have to withdrawing in writing. Participants can stop participation by any means appropriate.
· Please clarify ‘no funds have been set aside’ (pg.12). It must be clear what this statement means for participants.
· The PIS must detail the ACC equivalent compensation in place, which includes payment of wages. Currently the PIS states wages will not be covered. 
· Committee suggested reviewing the HDEC template PIS for ACC statements.
· Remove reference to international law (pg.4 – sub study, pg.12 main PIS)
· Review the study title in the PIS/ CF and make it shorter, and accessible to lay participants.
· FLESCH score is blank on pg.24 application. Please conduct this test in future applications.
· The Committee requested that it was clear to participants that they could continue use of existing treatment.
· The Committee requested that it was clear to participants that there is a chance the drug will not be either available or funded, post study.

Decision 

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

· Amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).
· Provide details of the Data Safety Monitoring Committee’s composition and monitoring plan (Ethical Guidelines for Intervention Studies para 6.50).
· Please submit amended questionnaires. 

This following information will be reviewed, and a final decision made on the application, by Ms Raewyn Sporle and Ms Kate O’Connor.


	 2  
	Ethics ref:  
	13/NTB/155 

	 
	Title: 
	Abnormal Scaring and Fibrotic Conditions 

	 
	Principal Investigator: 
	Professor Swee T Tan 

	 
	Sponsor: 
	Gillies McIndoe Research Institute 

	 
	Clock Start Date: 
	24 October 2013 


 
Dr Tinte Itinteang, a co-investigator, 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.

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 involves looking at conditions associated with abnormal scarring, keloid scars, and hypertrophic scars. It is a spectral disease, meaning there any many different kinds and forms. The aim of the study is to find commonalities and differences. The understanding of these tissues is not fully understood, which the study hopes to address.
· This application is for adding tissue from surgeries to the tissue bank.
· The Committee clarified that this application concerns use of tissue for future unspecified research applications which will require future ethical review in order to use the stored tissue. 
· The Committee noted that the application has far more information about what the tissue bank research may involve where the PIS does not include any real information.
· The Committee asked if the tissue bank set up in the prior ethical application had any tissue in it. Dr Itinteang noted there was prospective tissue stored in the hospital, though these samples are not stored in the new tissue bank and were not related to this ethics application. The Committee noted that they would need to seek consent to store this tissue.
· The Committee asked for clarification about re-consenting children as they come of age (P.1.7.1). Dr Itinteang explained that many of the children would be managed long term, as outpatients. As time progresses the children will know they have had tissue taken as part of surgery. Dr Itinteang added they planned to contact these children, particularly those who have cultural requirements relating to their tissue. 
· The Committee queried the likelihood of having contact with the participants by the time they come to consenting age. Dr Itinteang admitted the likelihood would be a case by case basis, noting it was dependent on where the people were geographically located and the age of consent when the issue was taken. 
· The Committee queried if there are any generic tissue bank leaflets available to the general public in health facilities. Dr Itinteang responded no. The Committee suggested putting information about consenting to tissue or enquiring about stored tissue in leaflets to increase awareness of potentially stored tissue.
· The Committee queried the peer review, asking for more information about the company. Dr Itinteang explained the company is a commercial scientific review committee. The company is independent and is qualified to review methodologies and validity of studies. The Committee was satisfied with the response. 
· The Committee noted the child PIS was not written ‘for’ the child.
· The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
· The Committee queried if the child PIS had been previously approved. The researcher stated that they needed to clarify this.
· Please refer to ‘your child’s ethnicity’ to ensure data relates to participant.

Decision 


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

· 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 Mrs Mali Erick and Mrs Stephanie Pollard.


	 3  
	Ethics ref:  
	13/NTB/159 

	 
	Title: 
	Novaco Anger Management Study 

	 
	Principal Investigator: 
	Miss Ashleigh Clarke 

	 
	Sponsor: 
	Regional Forensic Psychiatry Service 

	 
	Clock Start Date: 
	24 October 2013 


 
Miss Ashleigh Clarke 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 noted that peer review was provided, but internal to the organisation. Ms Clarke confirmed there had been no independent peer review, in particular relating to statistical power or methodology. Ms Clarke added her supervisor told her that the level of review undertaken would be sufficient. 
· The Committee queried the use of Ms Clarke’s Gmail address rather than Massey University, noting that the researcher will be working with forensic patients with anger management problems. Ms Clarke stated the Gmail address was for professional purposes, but confirmed she would use a Massey email account.
· The Committee queried whether the researcher was assuming that the intervention works. Ms Clarke clarified that it was assumed that it works in overseas populations but not in a New Zealand context.
· The Committee noted the assumption that the programme will work was evident in the PIS i.e. ‘you will benefit from participation’. If you don’t know that the intervention works in a New Zealand context then it should not state that benefits are certain.
· Committee queried the discrepancy between health providers being notified about study participation or not. Ms Clarke confirmed that key workers at the Mason Clinic and general practitioners would be informed. 
· The Committee queried whether taking part in the anger management study would be evidence that they are taking steps towards their ‘treatment’. Mrs Clarke confirmed research participation would be counted towards their treatment to ‘progress’ through the Mason Clinic. The Committee felt that this created a strong coercion to take part in the research.
· Ms Clarke clarified that the participants can choose to take part in the standard programme run by the clinic but not in the research, so there is a clear option not to participate. The Committee noted that this was a key message that must be made clear to participants, adding it was not clear from the application. 
· The Committee requested further information be given to participants to mitigate the conflict of interest and or coercion in participation. 
· The Committee queried the level of Maori consultation noting the high proportion of Maori in the Mason Clinic. Ms Clarke explained that the Mason clinic has Maori advisors and they would work with the researchers if the participants were largely Maori. The Committee noted that up to 80% of Mason Clinic residents were Maori. Ms Clarke responded saying that she did not think there would be many Maori participants in the study, adding there was a ‘Maori’ anger management programme at the locality which was available to Maori. Ms Clarke explained that the intervention is not designed for Maori and has no specific cultural element to it. The Committee asked that Maori participants in the study were able to be referred to Maori advisors to talk about cultural issues.
· The Committee felt the Maori consultation was not sufficient due to the high population of Maori in the Mason Clinic. The Committee referred to the HRC guidelines concerning research with Maori participants.
· The Committee queried whether there was any intention to publish in a peer reviewed journal. Ms Clarke stated this was personal preference and there was no expectation to publish at Masters level.
· The Committee queried the qualifications of the co-investigators (R.1.1). Ms Clarke responded that there will be two clinical psychologists. One is employed at the Mason Clinic. The other is employed by the DHB. One has also attended the NOVACO training workshop. 
· The Committee noted question R.1.7 was answered no in the application, however the registered health professional requirement would be met by the clinical psychologists. The Committee will send researcher questions that were not populated due to the way the researcher has completed the form. 
				r.1.7. Will any participants seek or be given treatment by or at the direction of a registered health professional (as defined in the Accident Compensation Act 2001) as part of your intervention study? 
[image: Ethical Guidlines for Intervention Studies]
8.1-8.5 

			Yes
	No


















				r.1.7.1. Will any of these participants have given written consent to participate? 
[image: Ethical Guidlines for Intervention Studies]
8.1-8.5 

			Yes
	No


















				r.1.7.1.1. Does your intervention study involve trialing a medicine or item? 
[image: Ethical Guidlines for Intervention Studies]
8.1-8.5 

			Yes
	No


















· The Committee felt that the deception involved in having staff record ‘angry outbursts’ of the participants post study to assess effectiveness was problematic and  should be communicated to participants. 
· The Committee asked for more information on the control group. Ms Clarke explained that the participants for control would be the waitlisted people at the clinic who had not been accepted into the study.
· The control group would be consented by the existing Mason clinic consent process.
· The control participants will be told that they have been referred to an anger management but that they are not part of the current programme. They will be told that they need to take the pre and post assessments and will partake in any future running of the programme. 
· The Committee queried why participants in the placebo group, or the participants, did not receive information about what cognitive behavioural therapy is, as there is no information in the PIS. Ms Clarke responded that they were trying to reduce length. The Committee said it was pivotal that the participants knew what they were consenting to.
· The Committee stated the consent process for the control group should be identical to the intervention group and the method of assigning or randomising to each arm of the trial should be clear to participants.
· In order to have equipoise both groups will need to be informed about cognitive behavioural therapy.
· The Committee queried whether any participants were psychopaths. Ms Clarke responded that there was no intention to have psychopaths recruited into the study. Ms Clarke was not sure whether any of the people being recruited were going to be psychopaths though it would be added as exclusion criteria, along with intellectually disabled people.
· The Committee noted that 14 participants, with 7 active and 7 control individuals, may not be enough to generate data and or scientifically valid conclusions.  Ms Clarke explained they were hoping to have 10 in each group, citing resource constraints and management issues in providing the intervention were factors involved in limiting the participant size. Ms Clarke added that the number of participants was given approval as Masters level research.
· The Committee added that it was still a relevant ethical factor for research on humans to not conduct research that was not able to answer the study question.
· The Committee queried whether the assessment of anger, and outcomes, was staff assessment or self-assessment. Ms Clarke confirmed it was a mixture of both, with more staff assessment. Patient’s key workers who are primarily responsible for the patient would fill out the staff assessment. Ms Clarke explained that as the participants come from different units of the clinic the assessors will be different.
· The Committee noted that if the assessors are different people, the cohort is small and the level of complexity of the individuals it creates a very difficult research environment, with too many factors. Ms Clarke cited the impracticality of having a single assessor. 
· The Committee queried if there was any data safety monitoring in place, such as a group of independent psychologists, to monitor outcomes. Ms Clarke clarified that they have the head psychologist at the Mason Clinic, who is listed as a co-investigator for the study, who will be looking at the study overall.
· The Committee clarified that this intervention fell under medical treatment / medical tool. 
· The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
· Please review the PIS/CF template on HDEC website.
· The Committee noted spelling was generally American – please review.

Decision 

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

4.9 Any potential cultural and ethical issues pertaining to Māori must be addressed through appropriate engagement with Māori, which may include discussions with appropriate representatives of specific whānau, hapū and iwi as determined by the scope and method of the study. 

5.5 Scientific soundness is ethically important. Projects without scientific merit needlessly expose participants to risk and misuse their time, and waste resources. 

5.6 The intended number of participants in an intervention study should be sufficient to generate reliable study findings, and the consequent recruitment targets should be realistic. Statistical issues relating to trial design, sample size and analysis can be complex, and usually require expert advice. 

5.7 The study protocol should contain an overview of the planned statistical analyses, and these planned analyses should be adhered to in conducting the study. 

6.12 Investigators should effectively communicate to participants the purpose and practical implications of all key study features, including any randomisation, placebo control or blinding (see also ‘Features of intervention studies’, paragraphs 2.7–2.11). 

6.22 Informed consent is essentially a matter of good communication between people. Information should be provided to potential participants in a form and in a way that assists their informed decision-making. Please view 6.22 of the Ethical Guidelines for Intervention Studies for further information. 




	 4  
	Ethics ref:  
	13/NTB/163 

	 
	Title: 
	Positive Psychology for Suicidal Behaviour (PPSB) 

	 
	Principal Investigator: 
	Mr Kosta Tabakakis 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	24 October 2013 


 
Mr Kosta Tabakakis was present via 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 that the phase two part of the application was not able to be reviewed as the study documentation was not finalised. The Committee informed Mr Tabakakis that they would only review the first phase of the study. Mr Tabakakis understood this.
· The Committee asked about the informed consent process involved, noting that recruitment was going to occur in the emergency department which suggested potential participants would not have time to consider participation. Mr Tabakakis noted that this was not the case and that consent was easier to get either over the phone or a week after discharge, in person. 
· The Committee noted an important part of informed consent is time to consider participation as well as the ability to discuss consent with independent people.
· Mr Tabakakis explained that an invitation to participate would be made by telephone. The participant would be given time to consider and discuss involvement with family if appropriate. A researcher would call back to see if the person was willing to participate. The Committee noted that informed consented needed to be in writing, requesting a formal outline of the consent process and written consent follow up.
· The Committee noted that health practitioners would be informed of study involvement (R.1.2). If this is the case the option on the PIS should not be an option, but mandatory. Please remove the Yes/No option.
· The Committee requested that future applications reference the protocol, noting that monitoring arrangements were outlined in detail in the protocol but lacking on the application (R.1.5).
· The Committee noted that participants will be receiving their standard treatment from registered health professionals (R.1.7). Secretariat to send questions concerning ACC that are skipped due to incorrect form answers:
· The Committee noted the participants are vulnerable, as they may have mental illness. Mr Tabakakis agreed. The Committee requested questions skipped due to question (P.3.2) being filled out incorrectly are submitted. 
· Committee noted Maori may have cultural requirements, for instance it might be group decision to take part in research (P.4.2). Mr Tabakakis agreed, noting the PIS included option to talk with family.
· Researcher added that Canterbury Maori Consultation will be sent mid-November.  
· The Committee noted potential participants would be in an emotional state, agitated and generally very vulnerable. 
· The Committee noted that screening question H should be no. 
· (P.2.6.1) only applies to phase two. 
· The Committee noted peer reviewers are co-investigators on the study (B.2.2.2). The Committee queried if there were any statistically qualified reviewers. Researcher confirmed one co-investigator had some data skills but no independent reviewers nor qualified bio-statisticians had peer reviewed the protocol. 
· Mr Tabakakis added the data in the protocol has come from an independent bio statistician, John Horwood. 
· The Committee requested further independent peer review.
· The Committee noted that medical records and mental health records were often not stored together so the investigators might not be getting the full picture. Please address this issue.
· The Committee queried if it was acceptable for participants to be recruited by a student, particularly given the context of recruitment.
· The Committee queried the exclusion criteria of not having two telephone numbers (F.2.1). Mr Tabakakis explained that this was for follow up reasons. Committee queried whether it has to be personal numbers. Mr Tabakakis stated it could be a family member. Committee suggested making the exclusion criteria less prescriptive, such as ‘unable to follow up’ rather than two phone numbers.

· The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
· Committee queried whether researcher has resources to provide interpreters (pg.6). Mr Tabakakis confirmed they can’t provide this service and will remove the statement.
· The Committee asked if there was an alternative way to get study results other than email. Mr Tabakakis said post would be an option. Please add as an option for participants.
· Include correct HDEC name

Online Forms Questions:

	Will your study involve potentially vulnerable people – that is, people who may have a restricted ability to make independent decisions about their participation?
	|_|	yes 
	|_|	no 

	Please explain how your study’s informed consent process takes the needs of these potentially vulnerable people into account.


	Will informed assent also be sought from people responsible for the welfare of potentially vulnerable people involved in your study?
	|_|	yes 
	|_|	no

	Please explain why you will not obtain such assent.


	A generic version of the information sheet that will be provided to people interested in or responsible for the welfare of potentially vulnerable people involved in your study must be uploaded in the “Documents” tab before submission to an HDEC.  You don’t need to submit information sheets specific to each study locality.  
Please explain how informed assent will be obtained.
[<100 words]
     



				r.1.7. Will any participants seek or be given treatment by or at the direction of a registered health professional (as defined in the Accident Compensation Act 2001) as part of your intervention study? 

				Yes or No





















				r.1.7.1. Will any of these participants have given written consent to participate? 
[image: Ethical Guidlines for Intervention Studies]
8.1-8.5 

				Yes or No





















				r.1.7.1.1. Does your intervention study involve trialing a medicine or item? 
[image: Ethical Guidlines for Intervention Studies]
8.1-8.5 

			Yes or No


















Decision 


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

· 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).
· Please provide evidence of favourable independent peer review of the study protocol (Ethical Guidelines for Intervention Studies Appendix 1).
· Address missing Online Forms questions listed above.

This following information will be reviewed, and a final decision made on the application, by Ms Raewyn Sporle and Ms Kerin Thompson.


	 5  
	Ethics ref:  
	13/NTB/165 

	 
	Title: 
	EGFR Testing in New Zealand 

	 
	Principal Investigator: 
	A/Prof Mark  McKeage 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	24 October 2013 


 
A/Prof Mark McKeage 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.

Ms Kerin Thompson declared a potential conflict of interest. Ms Thompson is part of the approval process within the ADHB for this study and must sign the approval document. The Committee decided to have her leave the room for the discussion of the application and the decision.

Summary of ethical issues

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

· A/Prof McKeage explained study is partly a laboratory audit / quality control. Tissue samples would be tested against existing assays within each particular locality. This study is to verify that their standard assays are performing well, or to consider replacing their assays with better ones.
· There are 28 different assays used for this purpose. They include the two analytical techniques that are going to be used in this study. Some laboratories would use, as routine, the two used in this study. This kind of research normally would not require any individual or additional patient consents as it was comparing two assays. The Committee noted that usually there would not be any linking information to health data.
· The Committee queried if participants had consented for their tissue to be used for research at the time of diagnosis and or collection. A/Prof McKeage responded that the consent was not explicit.
· A/Prof McKeage stated this research was related to health care quality and service improvement (diagnosis), and is a typical part of high quality healthcare delivery.
· A/Prof McKeage noted that the approach outlined in the study was appropriate and had been approved by ethics committees many times in New Zealand.
· The Committee noted that usually access to tissue without consent was in reference to the HRC guidelines (section 3.1.0) relating to reasons for not gaining consent. Ethics committees can approve when it is ‘Impossible, impractical or excessively costly’ to seek consent. The Committee noted the researchers were justifying based on the existing consent, noting this was not necessarily for research. A/Prof McKeage responded that the study is ambitious and large and that this level of testing is required and a strength of the study. To seek consent would be difficult. 
· The Committee queried when the data would be made anonymous.  A/Prof McKeage clarified that once the data analysis is complete on a particular / individual patient then the data would be de-identified. There would still be a study code link, but no NHI or other identifier. 
· A/Prof McKeage explained that the National Health Committee has identified the need to assess arrays and diagnosis testing as an important problem and has requested further information so they can make future decisions about funding. 
· Committee asked whether there is any evidence to suggest that one test would be better than the other. A/Prof McKeage answered no, no evidence as yet. A/Prof McKeage confirmed there was equipoise here. 
· Committee noted that the study was not purely retrospective and queried why explicit consent can’t be sought from tissue samples going forward. A/Prof McKeage cited logistical difficulties and it would limit the representativeness of the study population if they were forced to seek consent.
· The Committee asked how EGFR testing would be introduced into New Zealand if not through this study. A/Prof McKeage explained it would be through an ad hoc, inequitable mechanism. The demand for the test is driven by clinical and commercial forces. This study aims to show how there is an equitable way to roll it out over the whole country. The study may show either geographical regions or patient groups who are missing out on the testing currently so allow effective prioritisation. 
· The Committee queried why this test was important. A/Prof McKeage explained that from a series of randomized trials the outcomes are much better for patients. When the EGFR can be identified in a patient it will affect which treatment is offered and will increase personalised healthcare. There are even cases where if someone has EGFR and receives standard treatments they could be harmed.
· The Committee queried if there had been any consultation with the cancer patient community of using tissue without explicit consent. A/Prof McKeage explained that there has been consultation with Maori about these issues (Helen Wihongi) and A/Prof Papaarangi Reid in relation to this particular protocol. Also the Maori leadership group was very supportive of this approach. 

Decision 

This application was approved by consensus.


	 6  
	Ethics ref:  
	13/NTB/168 

	 
	Title: 
	Effects of low dose everolimus and/or BEZ235 on vaccine response in the elderly 

	 
	Principal Investigator: 
	Dr Dean Richard  Quinn 

	 
	Sponsor: 
	Novartis Institutes for BioMedical Research, Inc. 

	 
	Clock Start Date: 
	24 October 2013 


 
Dr Dean Richard Quinn 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. 

· Dr Quinn explained that this study follows a study conducted 2 years ago. A lot of the groundwork for this study was done in the previous study. 
· The Committee queried if the PIS had come from America noting it was long and wordy. Dr Quinn clarified that the sponsor has a lot of mandatory information which adds length but not necessarily clarity. 
· The Committee noted the repetition and Americanised spelling throughout the PIS and suggested there was an option to have a summary PIS to accompany the fuller version. 
· The Committee noted that the researcher would have to verbally go over the PIS if a shortened PIS was to be given to participants. Dr Quinn confirmed this was standard practice, noting it could take up to 25-30 minutes however it was crucial to go page by page before seeking consent.
· The Committee asked if the study was going to be conducted over one or two flu seasons. Dr Quinn clarified that the recruitment would occur before the flu season and the researchers expect to start recruiting in January and finish by February. Dr Quinn confirmed the aim was to be finished over one flu season.
· The Committee requested clarification on what DSMC was in place, noting the answer in (R.1.4 and R.1.5) states there will be an independent DSMC and the protocol states “N/A”. Dr Quinn explained that all SAEs and AEs were reviewed by the sponsor’s pharmacovigilance structure. The Committee noted that this is internal. Dr Quinn explained that while it was internal the sponsor was a very large company and the people reviewing the safety information were fairly independent. 
· Committee queried if there were any committees set up to oversee trial conduct or any other trial related issues. Dr Quinn explained that there is a very close link between the site and the medical monitor who is running the study, in relation to safety monitoring. 
· The Committee queried why the sexual function questions were only required for males. Dr Quinn explained that the questions are being asked because of anecdotal evidence from a prior study that suggested there might be some ‘advantages’ related to the study drug. The sponsor was interested in the potential beneficial side effects of the study drug that were unrelated to the main treatment. 
· The Committee queried whether males can refuse to answer specific questions if they were uncomfortable. Dr Quinn confirmed they can leave the questions blank. The Committee suggests making it clear that they can leave certain questions blank.
· The Committee queried the lack of payment for time and travel to come to screening if potential participants fail eligibility. Dr Quinn confirmed he would follow up with sponsor.
· The Committee asked whether the side effect risk profile that is listed could include similar risks for ‘elderly volunteers’ as well as current information for cancer patients. Dr Quinn agreed. 
· The Committee noted NEAC Ethical Guidelines for Intervention Studies clearly state studies can’t be terminated for purely commercial reasons (R.1.6).
· Committee queried the format the results would be given to participants (P.2.9). Dr Quinn clarified it would be a one page summary.
· The Committee asked how ethnicity data was being collected (P.4.6). Dr Quinn was not sure what format would be used or options were available to participants, noting they did plan to use their own worksheets to collect data. The Committee recommended reviewing the New Zealand Census ethnicity questions to ensure the options are exhaustive. 
· The Committee queried how the study would address inequalities (F.1.2). Dr Quinn responded that Maori have a higher prevalence of infection, generally. Being able to provide treatment that improves vaccinations effectiveness in the elderly would be particularly beneficial for Maori. This study won’t address access to healthcare or other elements that perpetuate inequalities however this will have a greater benefit for those who have more risk of catching these infections. 
· The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
· The Committee requested the statement about study involvement impacting entitlements be removed as the Government Superannuation is not affected by income.
· Please address wording on ACC equivalent information. The Committee suggests checking the HDEC template for wording on ACC.
· The Committee felt the section on ‘Partial discontinuation of participation’ was confusing (pg.15). Please simplify for participants, for example: ‘stop drug, continue follow up’ or ‘stop drug entirely’.
· Please include an option or pathway of not participating in the trial in the image/diagram (pg.19)
· The Committee queried what care options are available for participants after study participation. Dr Quinn explained that the drug is available, but only for specific conditions. The participants are healthy individuals. As such it will not be available for them. The Committee requested that the statement about the drug being available after the study is reworded to be specific about when and how it is available.
· The Committee requested the yes/no options (pg.21) were only optional if they were truly an option. For example ‘I consent to my study samples to be sent overseas’ is currently a yes/no, where a no option would result in study exclusion. Please address the sub-study too.
· Please make the dietary and liquid requirement rules clear to participants. 

Decision 

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

· 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 Mrs Mary-Anne Gill and Ms Stephanie Pollard,
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	Ethics ref:  
	13/NTB/170 

	 
	Title: 
	MK 431A 289 A Study of the Safety and Efficacy of MK-0431A XR in Pediatric Participants With Type 2 Diabetes Mellitus Inadequate Glycemic Control on Metformin  

	 
	Principal Investigator: 
	Dr Craig  Jefferies 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	24 October 2013 


 
Dr Craig Jefferies 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.

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. 

· Dr Jefferies noted that the participant size was small but there was not much they could do about that as the study population is both rare and difficult to identify, adding that it was important to see if these alternative agents and treatments worked.
· The Committee noted the need for treatment for this patient population.
·  The Committee noted NEAC Ethical Guidelines for Intervention Studies clearly state studies can’t be terminated for purely commercial reasons (R.1.6). Dr Jefferies noted he has already raised this with the sponsor.
· The Committee noted that R.2.4 and R.2.4.1 were filled out incorrectly and recommended Dr Jefferies view the NEAC guidelines on Intervention Studies for reference on terminology relating to data storage.
· The Committee asked how young participants would be re-consented at 16 (P.1.7.1). Dr Jefferies explained that the research team was told they would need to sit down with the children once they turn 16 they would be spoken to about giving consent for continued participation. There will only be 2 children per year which means CI will be able to physically contact them. Dr Jefferies added he would be in continued contact with participants and they were likely to be visiting his clinic for treatment already. Committee was satisfied with consent process in place. 
· The Committee asked how ethnicity data was being collected (P.4.6). The Committee recommended reviewing the New Zealand Census ethnicity questions to ensure the options are exhaustive. 
· The Committee noted that F.2.3 was filled out incorrectly. Please answer the below questions, as they were skipped in the application. 
· F.2.3.1 (skipped question). Please explain why the use of placebo is justified in your study.
· Dr Jefferies explained that there are roughly 15 children diagnosed a year with the hopes of recruiting roughly 3 a year.
· The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
· Replace current title with a short, lay language study title (pg.1).
· Remove references to United States law and ensure spelling is not Americanised.
· Add 24/7 access number to the Alert Card.
· The Committee asked for more information on the sexual development assessment. Dr Jefferies explained that study participants have to be ‘in puberty’. It would be a brief clinical exam. Administer can be female or male. If someone was very shy can use diagrams. Explain to participants what is involved in the sexual development assessment, including its relevance and process involved.
· Explain what photographs are to be taken (pg.13).
· Please provide a context for side effects – quantification or chance of occurring (pg.8)
· Committee queried the nominal gifts. Dr Jefferies explained they are vouchers for Westfield shopping centre.
· Remove the insurance company may be responsible for care statement (pg.12).
· please add Maori support numbers (Pg.15)
· Please make the child assent form language age appropriate.
Decision 

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

· 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).
· Please explain why the use of placebo is justified in your study

This following information will be reviewed, and a final decision made on the application, by Ms Raewyn Sporle and Ms Kerin Thompson. 
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	Ethics ref:  
	13/NTB/172 

	 
	Title: 
	Aged Residential Care Healthcare Implementation Project (ARCHIP) 

	 
	Principal Investigator: 
	Professor Martin Connolly 

	 
	Sponsor: 
	Waitemata District Health Board 

	 
	Clock Start Date: 
	24 October 2013 


 
Professor Martin Connolly 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.

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. 

· Professor Connolly noted typographical errors in the PIS/CF that have been identified and corrected. The Committee requested any new versions of documents to be submitted before approval. 
· The Committee queried what ‘evidence based’ meant. Professor Connolly explained that ARCHUS, a prior study, preceded this application. It was the first randomised trial to look at ways to reduce unnecessary hospitalisation. 
· Early studies showed that 20-25% of hospitalisation can be reduced by having experienced people in residential care. The ARCHUS trial showed that this was not the case. 
· ARCHUS showed that COPD, heart failure, stroke and pneumonia were reduced. Professor Connolly explained that when you have disease specific interventions then those targeted conditions are reduced.
· ARCHUS was a generic intervention. This protocol has been modified with those findings, and includes targeted interventions for specific diseases. 
· This study will look at reductions as well as potential increases, in other areas and in general, as a result of looking closely at certain interventions.  
· Professor Connolly explained that the focus groups were to get feedback on ARCHUS from the localities that ran the programme in the past study.
· Professor Connolly explained the two kinds of participants. One type are the General Practitioners and people who will be part of the focus groups and the intervention arm is the facility group, consented by facility managers. 
· Professor Connolly clarified the facility will consent and the individuals, who will ‘receive’ the intervention, within that organisation are not specifically being consented. 
· Professor Connolly confirmed that identifiable health data would be analysed, of the residents, without consent. The Committee asked whether participants had the option of opting out of the research. The prior study, like this one, will advertise the study being conducted at the residential care areas. If a participant or their family do not want their data to be in the study they can opt out. 
· The Committee requested Professor Connolly submit the information that will be posted around the residential care areas. 
· The Committee noted the study makes good medical sense and good institutional sense.
· The Committee queried what facilities will take part. Professor Connolly responded that all facilities within Waitemata DHB would be approached to take part, excluding the ones who have already run ARCHUS – these facilities will be part of the focus group aspect of the study.
· Please provide a process to opt out that is clear and easy for participants.

Decision 

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

· Provide a copy of the advertising or leaflets to be displayed at the localities.
· Explain the process by which participants opt out of having their health information included in the study. 

This following information will be reviewed, and a final decision made on the application, by Mrs Mali Erik and Dr Paul Tanser.
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	Ethics ref:  
	13/NTB/173 

	 
	Title: 
	NETwork! Genomics retrospective project 

	 
	Principal Investigator: 
	Dr Benjamin Lawrence 

	 
	Sponsor: 
	The University of Auckland 

	 
	Clock Start Date: 
	24 October 2013 


 
Dr Benjamin Lawrence, Dr Cherie Blenkiron, Professor Mike Findlay and A/Prof Cristin Print 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.

Mrs Stephanie Pollard and Ms Kerin Thompson declared a potential conflict of interest. Stephanie has a Professional association with the organization in an advisory basis. Kerin is part of the approval process within the ADHB for these studies and must sign the approval document.

The Committee decided to have both leave the room for the discussion of the application and the resulting decision. 

Summary of ethical issues

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

· The Researchers explained that the motivation behind the study is that the current standard of care is not good enough, and the only way to move this area forward is through well designed research.
· The study will build a clinical and scientific network involving a multidisciplinary approach in an effort to find new answers and treatment options.
· This application is one third of the full project. This part is to use cancer tissue samples which are currently stored but unused in order to try and increase understanding of cancer.
· The Researchers acknowledged the ethical and cultural issues surrounding tissue, consent and research. To address these issues the researchers have consulted with ethics committees, Maori, clinicians and pathologists both at a national and local level.
· The researchers acknowledge the need to protect participants while facilitating research that provides benefits for future patients.
· The Committee queried what issues were identified during Maori consultation. The researchers explained that they had been talking to Papaarangi Reid. This consultation involved a hui with local iwi. There are regular meetings with Maui Hudson on behalf of the HRC. Issues identified relate to tissue collection, parts of your own body ‘not going home’ or going overseas. Tissue being stored next to other types of tissue, growing human tissue in another species. The researchers noted there were many perspectives to take into account and maintaining a dialogue was the key aspect of moving forward. 
· The Researchers acknowledged there are also wider ethical concerns about governance of genetic data, noting that this is an area of research that is growing.
· Committee queried the size and quality of existing tissue samples. The researchers explained that tissue size was not an issue. Researchers clarified that techniques had been developed to retrieve DNA from old samples. 
· The Committee commended the quality and reflection of the study, noting the patient networks, testimonials and consultation processes in place. 
· The Researchers explained that the tissue samples will be made anonymous after the tissue has been linked with the health information. There is no need to update health information, particularly due to the fact that the tissue samples are historical. In studies where we are getting consent we keep it re-identifiable in case there is something that needs to come back to the participants, however this is not required for this study.
· The Committee queried if surrounding tissue would be analysed so they can distinguish what differs between the tumour and the baseline or ‘normal’ genetic information. The researchers confirmed that normal, or baseline, tissue was used to contextualise the tumours or genetic mutations.
· Anonymous tissue will be stored due to its potential future use. The Committee notes that storage of tissue approved for this study can be stored indefinitely however use of stored tissue without consent will require HDEC review in every instance.

Decision 

This application was approved by consensus

General business

1. The Committee noted the content of the “noting section” of the agenda.

· The Committee discussed declarations of interest and the process the Committee would follow in cases where a member had a substantial conflict

The Committee requested the conflict of interest document be included in the next agenda for committees to ensure it is read by all.

· The Committee noted there was confusion around who the sponsor was, in particular with a university environment. The Committee requested clarification or guidelines around when a sponsor is appropriate and when it should be recorded on ethics applications. The 

· Committee noted first meeting of year must not be in Auckland due to Melbourne Cup. 

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

	Meeting date:
	03 December 2013, 12:00 PM

	Meeting venue:
	CEO Meeting Room, L3, Hocking Building, Waikato Hospital Campus



	The following members tendered apologies for this meeting.

· Ms Kate O’Connor

3. Problem with Last Minutes

The minutes of the previous meeting were agreed and signed by the Chair and Co-ordinator as a true record.
[bookmark: _GoBack]
The meeting closed at 4.25pm
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