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		Minutes




	Committee:
	Northern A Health and Disability Ethics Committee

	Meeting date:
	19 September 2017

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



	Time
	Item of business

	1:00pm
	Welcome

	1:05pm
	Confirmation of minutes of meeting of 15 August 2017

	
	New applications (see over for details)

	
	 i 17/NTA/171
  ii 17/NTA/177
  iii 17/NTA/173
  iv 17/NTA/174
  v 17/NTA/175
  vi 17/NTA/176
  vii 17/NTA/178
  viii 17/NTA/180
  ix 17/NTA/183
  x 17/NTA/187
  xi 17/NTA/188
  xii 17/NTA/189

	
	Substantial amendments (see over for details)

	
	 i 13/NTA/130/AM09

	6:45pm
	General business:
· Noting section of agenda

	6.45pm
	Meeting ends



	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

	Dr Brian Fergus 
	Lay (consumer/community perspectives) 
	11/11/2015 
	11/11/2018 
	Present 

	Dr Karen Bartholomew 
	Non-lay (intervention studies) 
	13/05/2016 
	13/05/2019 
	Present 

	Dr Christine Crooks 
	Non-lay (intervention studies) 
	11/11/2015 
	11/11/2018 
	Present 

	Dr Kate Parker 
	Non-lay (observational studies) 
	11/11/2015 
	11/11/2018 
	Present 

	Dr Catherine Jackson 
	Non-lay (health/disability service provision) 
	11/11/2016 
	11/11/2019 
	Present 

	Ms Toni Millar 
	Lay (consumer/community perspectives) 
	11/11/2016 
	11/11/2019 
	Present 

	Ms Rochelle Style 
	Lay (ethical/moral reasoning) 
	14/06/2017 
	14/06/2020 
	Present 


Welcome
 
The Chair opened the meeting at 1.05pm 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 15 August 2017 were confirmed.


New applications 

	1  
	Ethics ref:  
	17/NTA/171 

	 
	Title: 
	Testicular cancer in New Zealand study 

	 
	Principal Investigator: 
	Dr Jason Gurney 

	 
	Sponsor: 
	

	 
	Clock Start Date: 
	24 August 2017 



Dr Jason Gurney was not present for discussion of this application.

Potential conflicts of interest

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

Dr Catherine Jackson declared a potential conflict of interest, and the Committee decided to not have Dr Jackson participate in discussion or vote on the decision. 	

Summary of Study

Testicular cancer (TC) is by far the most common cancer to afflict young men: however, the exposures that cause this disease are still poorly understood.  The Researcher(s) know that rates of TC are increasing over time, and their own research has shown that Māori men have the highest rates of this disease in New Zealand which is a puzzling observation, since internationally TC is most commonly a disease of European men. 
The overall aim of the current study is to identify the key exposures in the development of TC in New Zealand, and explore which factors might explain the difference in incidence of TC between Māori and non-Māori in New Zealand.  

Summary of ethical issues (outstanding)

The main ethical issues considered by the Committee and which require addressing by the Researcher are as follows.

The Committee noted that individuals who willingly give samples for the purpose of studying a disease of interest might be at risk of having their sample used to study other research questions.
The Committee noted that case matching for healthy controls is usually through sources other than NHI, and asked why this method was chosen, noting it had not been justified (use of identifiable health records without consent). The Committee noted this would be university researchers who would be accessing health records, not health professionals, which also increased the risk involved by disclosing identifiable records. 
The Committee noted the whole genomic sequencing is not justified in the protocol other than on the grounds of costs, and that this method does have ethical implications (particularly other clinically relevant or incidental findings and the management of these). 
The Committee asked if the researcher understands difference between whole genome sequencing and exome sequencing (coding regions) less than 1 precent of genome. The Committee queried when the Researcher has outlined a series of genes of interest, why the information could not be more limited.
The Committee noted stigma is a very possible risk in this study due to the wide nature of the claims that the research may make. The risk of stigma requires much more thought mitigating it and managing it if it arises.  
The Committee queried if interviews will be recorded. Please provide a better data management plan.
The Committee noted there is no Māori governance for what information is going out into public domain, in particular Maori input into the interpretation of the results. Although the lead researcher is Māori, and prior consultation has been noted, the Committee could not see what the plan is through the remainder of the research.
The Committee noted that destroying the DNA, but retaining the whole sequence as data, does not change the risks. 
The Committee noted that the application appears to have a lack of understanding of essential elements (risks) within the study.
The possibility of incidental findings from WGS has not been sufficiently discussed. There should be a very strong plan about this. The literature around WGS and return of genomic results makes it clear that the secondary use of samples and data pose not only privacy and confidentiality issues but also potential threats to the autonomy of individual research subjects and groups. 
The Committee noted that there is an ethical issue if participants decline to provide some private information and then that same private information is sought from the mothers (as the questionnaires are the same).    
The Committee noted some of the questions might not be appropriate for self-reporting, for example self-reported ‘low birth weight’. 
The Committee noted the research question is a reasonable proposition – but what the tests are, how this is explained, particularly when it is simply posted out –is problematic as a means of recruitment. 
For example: r.1.2.1 no information resulting from the current study could feasibly influence the participant’s current or future health”. The Committee noted this is not certain. R.1.1 the researchers state they have removed the risk of physical harm, but they have not addressed the informational harm, or clinically significant results as causing potential harms.
The Committee noted the researchers have stated in b.4.4 that data generated might be used for future research. A plan needs to be in place which covers: the nature and likelihood of incidental findings; the categories of findings that may be detected; the options available to participants for return of some, all, or none of the findings; the benefits and risks associated with return of incidental findings; and associated information, such as confidentiality of the data, implications for family members, and how data will be handled in the event of a participant’s death or disability. 
The Committee suggested the researchers rethink the recruitment strategy. The NZ Cancer Registry Act provides, in section 4, that one of the purposes of the Registry is to provide a basis for cancer survival studies and research programmes. The reporting of cancer is mandatory. However, it is unlikely that the TC participants will have any knowledge that personal details about them and their cancer have been entered onto a Register, which could be used for research purposes. The Committee would like to know a little bit more about the use of the Cancer Register to contact people for research purposes and the sensitivity with which it is proposed to be done.  For example, some potential participants might be upset to receive a letter “out of the blue” from the researchers
Involvement of Mothers: The Committee think this needs to be done with greater sensitivity – the mothers could feel upset/guilty if they think that something they did while pregnant has been causal in their son getting TC. The PIS for the participants as well as the mothers needs to address issues of potential distress. 
The Committee presumes the mothers of the healthy volunteers will not be contacted, please confirm. The consent form for the male participants needs to include contacting their mothers. Presumably it must be birth mothers, please clarify. There could be quite a few distressing issues around this that need to be considered.
The consent form for the male participants needs to include consent to contact their mothers. Presumably it must be birth mothers, please clarify. There could be quite a few distressing issues around this that need to be considered, including unanticipated disclosure around paternity/adoption etc.
The Committee queried phone interviews for mothers, what do the researchers plan to do if the mother becomes very distressed while they are on the phone? Is it possible for the males and the mothers to have a support person? 
The Committee would like to know a little bit more about the use of the Cancer Register to contact people for research purposes. The NZ Cancer Registry Act provides, in section 4, that one of the purposes of the Registry is to provide a basis for cancer survival studies and research programmes. The reporting of cancer is mandatory. It is unlikely that the TC participants will have any knowledge that personal details about them and their cancer have been entered onto a Register, which could be used for research purposes. Please explain further. 
What will happen if there is no funding for the balance of the research? Will there be sufficient statistical power or will the 120 participants have been put at risk (with no benefit to them individually at all) for no benefit to anyone else in the future. The Committee asked how much of this study was feasible due to the lack of funding, noting the peer review also commented on this aspect of the study. 
The Committee asked about the return of results, in terms of what, if any, results would be provided and any mitigation around risk from return of results. The Researcher(s) need to establish a plan about these matters and explain it in the PIS.  
The Committee noted the study involved collection and discussion of sensitive information, such as illegal drug use. The ramifications of providing this information are not adequately disclosed, there is not enough information on protecting confidentiality and lastly the researchers cannot guarantee information will not be disclosed to other agencies (depending on the information given). 
The Committee suggested having a multidisciplinary group for example with oncologists or geneticists could alleviate some of the concerns the Committee had. 
In addition, the researchers have said that whole genome data could, in future, contribute to international genome-wide association studies investigating the etiology of testicular cancer (access to which would be governed by a Specimen Governance Group”) – this is not mentioned in the PIS. Please clarify this aspect of the study. 
The Committee requested the inclusion and exclusion criteria involve age ranges. 
Victim blaming is a real risk in this research and must be acknowledged and mitigated.
Remove American language from study documentation. 
The Committee noted there are maternal birth and environmental birth factors –provide a response with regards to the study controlling for bias of results.
Please provide evidence of support from the Ministry of Health regarding releasing NHI. 

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

The Committee noted it must be clear for participants how their contact information was obtained by the researchers 
Add harm mitigations when collecting information, for example the ability to stop the interview, make it clear there is no need to answer every question etc.
Harms such as psychological stress must be explained in the PIS.
The risks of genetic testing need to be explained, very carefully, in the PIS. Currently, it is not covered at all. 
Please review the HDEC template for informed consent and update the ACC compensation information https://ethics.health.govt.nz/home 
The Committee queried the lack of a Māori tissue statement in the Participant Information Sheet. The committee recommended the following statement: “You may hold beliefs about a sacred and shared value of all or any tissue samples removed. The cultural issues associated with sending your samples overseas and/or storing your tissue should be discussed with your family/whanau as appropriate. There are a range of views held by Māori around these issues; some iwi disagree with storage of samples citing whakapapa and advise their people to consult prior to participation in research where this occurs.  However, it is acknowledged that individuals have the right to choose.”
The Committee noted there are no direct benefits for participants in the study and benefits are generally overstated in the PIS. 
The Committee noted participants should explicitly consent for their mothers to be contacted and they should be made aware of the types of questions the mothers will be asked and the possibility of them causing distress to the mothers
The Committee noted that the study would involve Future Unspecified Research of human tissue, due to the nature of the work, and should therefore contain more information – please see https://ethics.health.govt.nz/home under quick links for information on Participant Information Sheet checklist information and guidance on seeking consent for future unspecified research.
After the discussion, participants should be asked to choose which, if any, results they would want to receive from those categories that the study has decided to make available to them (e.g., evidence of: serious conditions that are preventable or treatable, serious conditions that are not medically actionable but may affect life planning, carrier status, pharmacogenetic status). The decision should be embodied in the consent form, by means of participants’ signatures or initials. 

Decision 

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

Please amend the information sheet and consent form taking into account the suggestions made by the Committee (Ethical Guidelines for Observation Studies para 6.11).
Issues relating to Māori cultural and ethical values should be addressed in discussion with Māori concerned, in particular in relation to the interpretation of study outcomes (Ethical Guidelines for Observation Studies 4.4)
The study design must minimise risk of harm (Ethical Guidelines for Observation Studies para 5.5).
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	Ethics ref:  
	17/NTA/177 (ClOSED) 

	 
	Title: 
	exciteBCI for stroke rehabilitation 

	 
	Principal Investigator: 
	Dr Denise Taylor 

	 
	Sponsor: 
	AUT University 

	 
	Clock Start Date: 
	07 September 2017 



Dr Denise Taylor, Dr Nada Signal and Mr Richard Little 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 Study

This study supports the iterative design of a new device, using a Brain Computer Interface (exciteBCI) for stroke rehabilitation. 
The exciteBCI improves movement after stroke by integrating brain signals with muscle activity at the same time. The device is small, portable and user friendly. It consists of three components: a headset, a mobile 'app', and a muscle stimulator. 
ExciteBCI has been developed by a team of engineers and clinicians at Auckland University of Technology and the design has been based on expert opinion of clinicians and feedback from people with stroke. 
The next stage is to test and refine the design by seeking further opinion from clinicians and people with stroke. 
Acceptability of the device when used within a physiotherapy programme will also be ascertained from two people who have had a stroke after they complete a three week intervention using the device within a physiotherapy programme.  

Summary of ethical issues (resolved)

The main ethical issues considered by the Committee and addressed by the Researcher are as follows.

The Committee asked about recruitment of the physio participants. The Researcher(s) explained they are recruiting physio they work with, but they are also trying to find some who are not associated with their group. The Researcher(s) stated they would seek contact through professional networks.
The Committee asked about the outcomes measure, if this is a feasibility and usability study, why are outcomes a study endpoint? 
The Committee ask if publication will be free from influence from the development / commercial side. The Researcher(s) stated it would be.  
The Committee noted two PhD students are on research team. The Researcher(s) stated this data would not go towards their PhDs.
The Committee asked if there are conflicts of interest within the research team. The Researcher(s) explained the relationships between the researchers and AUT, and the knowledge sharing around clinical aspects and commercial development (engineers). There are also links that help direction of development and market development. 


Summary of ethical issues (outstanding)

The main ethical issues considered by the Committee and which require addressing by the Researcher are as follows.

The Committee asked how SAEs would be reported/recorded. The Committee can’t see anything in the protocol about this although it is referred to in the application (r.1.5). 
Add information in the PIS about the visits particularly that it is only one visit and how long the visit is. The Committee suggested taking information from the protocol. 
The Committee noted there are intellectual property issues. The application says that this research is not primarily for the benefit of the manufacturer of the neuromodulatory brain computer interface device – please clarify and explain this viewpoint.  The Committee noted the researchers hope to gain design improvement insights and usability information to improve the product that may result in commercial gain. 
This is emphasised by the fact the Researchers requested a closed meeting to avoid prejudicing a future commercial position (app 9.1.1). 
The Committee queried if this is a sponsor initiated or investigator initiated study. The Researcher(s) explained it is both. While the investigators are leading the project the sponsor is involved to ensure commercial success. 
The Committee stated this was likely a commercially sponsored intervention study and would require insurance certificates and information on providing ACC equivalent compensation in the event of trial injury. Please clarify this for the Committee.
The Committee noted this is an intervention study but about usability not therapeutic benefit - do not claim direct benefits to individuals, rather experience of the device and potentially contributing to improvements for stroke patients in the future or similar. 
The Committee asked about recruitment. The Researcher(s) stated they will look at a database of people who have done similar studies and consented to be contacted about future studies. The Researcher(s) would also put an advert into clinic waiting rooms. The Committee requested advertisements be submitted for review. 
The Committee noted if social media advertising is going to be conducted they would need to see the advertisements. 
The Committee discussed the electrodes. The Researcher(s) will try to find one that is suitable for those with allergies, but would likely have to use the standard clinical electrodes as per standard practice. 

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

The application states that data won’t be used for future research but will they be doing further research after this one on any design modifications that uses the data from this pilot. Please clarify.
The Committee note there are two separate PIS for physios and participants. The stroke participant PIS might benefit from a more clearly outlined procedure such as in the protocol and also time involvement (as also outlined in the protocol) as well as the application (r.1.1). 
Add information on headaches (e.g., as detailed in the application) to the PIS. .
Transcriptions – make the process for these clear for participants - what happens and how they will be undertaken. 
Add Māori support details to the PIS. These contacts will come from consultation, though also view the HDEC informed consent template for information on important contact details https://ethics.health.govt.nz/home. 
The Committee suggested a photo of the device in the PIS  The Researcher(s) explained they want to record the initial reaction and understanding of the device as a study measure (usability and patient views), so would rather avoid a picture. In those circumstances, the Committee suggested the PIS should include a better description of the parts of the device, what it is and how it works (for example, as described in the protocol) but were also cognisant of confidentiality issues to protect possible future commercialisation.  
Remove “yes” and “no” tick boxes on the consent form where the statement is not truly optional. Also remove those that are not relevant for this study.  
The Committee suggested mentioning Maori/tapu issues in the PIS.
The Committee asked who the physios would use the device on. The Researcher(s) stated the device would be used on the researchers. Please make this clear in the PIS for the physios. 
The Committee noted there should be an IP statement regarding ownership and commercial benefit and whether or not the participants will be entitled to any royalties etc. 
The Committee noted participants should have the choice of data (if still identifiable and not in a dataset or analysis) being withdrawn if they decide to leave the study. The Committee noted the researchers might ask a participant who withdraws to keep their data up until withdrawal in the study for reasons of scientific bias and the importance of negative results. Please make the withdrawal process clearer.

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).
Submit advertisements (Ethical Guidelines for Intervention Studies para 6.2)
Please submit evidence of CI indemnity. (Ethical Guidelines for Intervention Studies para 4.20)
Please submit evidence of sponsor insurance. (Ethical Guidelines for Intervention Studies para 8.4).
Provide further information on the study design, in particular the management of SAEs (Ethical Guidelines for Intervention Studies para 5.4)

This following information will be reviewed, and a final decision made on the application, by Mrs Toni Millar and Dr Karen Bartholomew. 




	3  
	Ethics ref:  
	17/NTA/173 

	 
	Title: 
	ALLG MM20

	 
	Principal Investigator: 
	Dr Ruth Spearing

	 
	Sponsor: 
	Canterbury District Health Board

	 
	Clock Start Date: 
	07 September 2017



Helen McDermott 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 Study

Multiple myeloma (MM) is a malignant disease of monoclonal plasma cells and has a 5-year survival rate below 50%. 
The purpose of this study is to evaluate the addition of a new drug, elotuzumab, with a common and approved drug combination used to treat multiple myeloma, - cyclophosphamide, thalidomide and dexamethasone (CTD). 
Elotuzumab is a manufactured protein directed against a target found on multiple myeloma cells.  Elotuzumab was observed to kill myeloma cells in laboratory studies, and results of earlier clinical studies in patients with myeloma showed encouraging results when used in combination with lenalidomide and dexamethasone.  
Thalidomide is a more readily available drug from the same family as lenalidomide.

Summary of ethical issues (resolved)

The main ethical issues considered by the Committee and addressed by the Researcher are as follows.

The Committee noted p.3.2 – says no vulnerable people involved – for the sake of completeness, the Committee note this is incorrect – the participants have an incurable disease. 
The Committee queried the correlative studies section of the protocol – 16.1, noting these are not acceptable as mandatory in New Zealand.  The Researcher(s) responded that New Zealand is not participating in these aspects of the study. The Committee requested this is clear in the protocol and any participant documentation. The PIS for New Zealand participants should only include information which is relevant to them.
The Committee asked for more information on the claim that the sponsor may stop the study for business reasons (page 5). The Committee asked if there was a commercial sponsor. The Researcher(s) stated ALLG is the (non-commercial) sponsor but Bristol-Myers Squibb (BMS) is supplying the study drug. Andrew Spenser, part of ALLG, is leading the study. The Researcher(s) explained the language covers the situation where if the drug provider had some sort of manufacturing issue it would impact the study, as ALLG could not then provide it.
Incidental findings r.4.1.1 – it is not satisfactory to state that the investigators will ‘handle’ incidental findings – this needs to be developed more in the protocol by way of a clear plan and explained in the PIS and consent form. 
The Committee noted the PIS has a very good explanation of pregnancy risks and contraception.


Summary of ethical issues (outstanding)

The main ethical issues considered by the Committee and which require addressing by the Researcher are as follows.

Length of follow up – please clarify the overall duration of the study - on page 13 of the PIS, it states the study doctor will contact participants 12 weekly after the last does of medication but it does not state for how long this will continue. 
f.3.2 – the researchers have not answered the question about equipoise – randomisation is not an answer. Please address the equipoise of the study. 
The Committee asked about the intellectual property for the drug – is this protected for BMS not ALLG? This is confusing, and gives the impression that BMS is the sponsor. Please clarify this, as there are legal repercussions for participants’ ACC access. See application section on publishing – and intellectual IP. 
The Committee noted that the researcher(s) are making it mandatory for participants to agree that if they withdraw early, use of their data has no limits. The Committee do not think this is appropriate. If a participant’s data has not been analysed, s/he should be able to withdraw it. 
Include whanau wording Page 2 – showed encouraging results – amend to clarify what the results showed in terms of increasing disease free progression – participants should not think the drug is curative. Wording on page 5 of PIS is good and could be used. 
Page 4 – you may keep the sentence that some sites will be collecting samples for on-going research but delete the paragraph which appears under it. The information is not relevant for New Zealanders and adds to the length of the PIS. Please amend Page 5 – does not ‘usually’ cure myeloma – has it ever cured it? If not, remove the word ‘usually’.
The Committee noted the criteria for being able to participate in a follow-up study are unclear, please explain further to the Committee and ensure it is clear for participants. 
The Committee noted participants must first consent to the study doctor contacting a participant’s other health care providers to obtain information about them before they can get the information and add it to the study record. As with the pregnancy PIS, it would be preferable for the participants to list the providers they consent to being approached 
- 4th line under the heading “What will happen to information about me?”- ensure the reference is to the ‘study’ doctor’- this typo appears elsewhere in the PIS – please check it carefully. 
R.5.4.1 does not provide any procedures which might provide some distance between the clinician and the researcher in gaining informed consent. Please consider mitigating factors for conflicts of interest.
Please consider who will discuss with the pregnant women the possible risks to the foetus - there is nothing in the PIS for pregnant women about this.
Is it possible to offer participants the option of returning their samples? If so, the PIS should make this clear, in addition to stating that samples will be destroyed of as ‘standard pathology laboratory practice” (page 13 of the PIS).  The option, if it is to be given, should be included in the consent form.

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

Top of page 2 of pregnancy consent form – The Researcher(s) confirmed de-identified information released to ‘parties above’. Please explain who these parties are. 
The Committee noted the side effects must be detailed. Referring to a package insert is not acceptable.
Please state in the consent form what participants are consenting to – i.e. information being sent overseas, participation in the study etc. List a range of major options. Please review the HDEC template for informed consent for guidance https://ethics.health.govt.nz/home.
The Committee noted that participants could withdraw from the study verbally. Please make this clear in the PIS. 
Remove references to Australia – i.e. making a compliant. Generally the documentation should be reviewed and amended to be applicable to a New Zealand audience. Need to refer to NZ laws please – not just Australian ones. Include a statement that the Australian privacy laws may differ from the NZ laws and may offer greater or lesser protection. Include the NZ avenues for complaint.  
Page 14 - Anonymity cannot be guaranteed – amend the wording that ‘you cannot be identified’ to “will not be published in a form that could reasonably be expected to identify you“(HIPC rule 11).
Please use ACC compensation wording from the HDEC PIS template. Note that in case of any disputes, Australian law will apply.
Remove witness section from consent form - this is not a NZ requirement
PIS for pregnancy – is this pregnancy information or information about the child once born. Please re-consent once born, as the child is not a legal entity until born. This can occur on the phone to decrease burden of participation, but must occur prior to data being collected, and involve relevant information on the data that will be collected. Make it clear that it is voluntary for a pregnant partner to consent for data collection. 
The pregnant women should also consent to the study doctor giving their health providers relevant information. This PIS has not been adapted for NZ and needs to be localised please. 
Where is data being sent? The Researcher(s) stated data will be sent to ALLG in Melbourne. Please make this clear in the PIS. Participants should know that their data, albeit de-identified, is being sent overseas. 
The Researcher(s) confirmed no samples will be sent overseas and there would be no Future Unspecified Research.
Please add information on when a bone marrow biopsy is needed. Explain what it involves. The Researcher(s) noted they might be able to use results from a previous biopsy The Committee asked that the PIS make it clear if a new biopsy is required just for the study. 
Change the  approving ethics committee to the Northern A HDEC
The PIS needs greater clarity about the return of individual results or of study findings – it is not clear whether participants are able to receive their individual results. (p.2.9). Amend the consent form accordingly to provide relevant options for return of individual results and/or study findings.
Incidental findings also need to be addressed in the PIS. 
Add an item in the consent form that participants agree to send data overseas.
The Committee asked who has provided limited funding, BMS or ALLG? The Researcher(s) stated ALLG is providing some funding. Please make this clear. 
The Committee noted the frequency of risks is well covered in the PIS but there is no indication of severity – The Committee noted there should be both.
Regarding contacting participants’ other doctors if a participant is lost to follow-up, the researchers are asking a participant to agree they can contact other health providers and ask about a participant’s health and add it to the study record. This needs to be clearly spelt out in the consent form (PIS page 13) and, as with the pregnancy PIS participants should be given the option to elect which health providers they are consenting to being approached. 
PIS Page 1 – remove the words ‘likely to be of benefit to you’ and amend to ‘may be of benefit to you but it may not’.
The Committee queried the lack of a Māori tissue statement in the PIS the committee recommended the following statement: “You may hold beliefs about a sacred and shared value of all or any tissue samples removed. The cultural issues associated with storing your tissue should be discussed with your family/whanau as appropriate. There are a range of views held by Māori around these issues; some iwi disagree with storage of samples citing whakapapa and advise their people to consult prior to participation in research where this occurs.  However, it is acknowledged that individuals have the right to choose.”


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 ensure the Participant Information Sheet and Consent Form for the use of tissue for future unspecified research meets all criteria outlined in the guidelines for seeking such consent (Guidelines for the Use of Human Tissue for Future Unspecified Research Purposes, para 2).

This following information will be reviewed, and a final decision made on the application, by Ms Rochelle Style and Dr Kate Parker. 
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	Ethics ref:  
	17/NTA/174 

	 
	Title: 
	IMROZ 

	 
	Principal Investigator: 
	Dr Hillary Blacklock

	 
	Sponsor: 
	Sanofi Australia

	 
	Clock Start Date: 
	07 September 2017



Dr Blacklock 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 Study

The purpose of this study is to demonstrate the benefit of isatuximab in combination with bortezomib, lenalidomide and dexamethasone in the prolongation of progression free survival as compared to bortezomib, lenalidomide and dexamethasone in patients with newly diagnosed multiple myeloma not eligible for transplant.
Following screening, eligible consented patients will be randomly assigned using an interactive response technology system in a 3:2 ratio to one of the following arms:
• IVRd: isatuximab in combination with bortezomib, lenalidomide, and dexamethasone (experimental arm)
• VRd: bortezomib, lenalidomide, and dexamethasone (control arm).
Patients randomized in the VRd arm will be allowed to crossover to receive isatuximab in combination with lenalidomide and dexamethasone only in case of progression during the continuous treatment period. Patients who permanently discontinued lenalidomide and dexamethasone due to an adverse event, consent withdrawal, or for any reason other than progressive disease (PD), will not be eligible for crossover.
Patients will continue treatment until their disease worsens, unacceptable side effects, or patient decision to discontinue the study, whichever occurs first.
The study will last approximately 7 years, with an aim to recruit 440 participants worldwide. There will be 3 sites in New Zealand aiming to recruit 15 participants.

Summary of ethical issues (resolved)

The main ethical issues considered by the Committee and addressed by the Researcher are as follows.

The Committee noted that the drug is not available after the study. 
The Researcher(s) confirmed ethics has been approved in some other countries. 
The Researcher(s) confirmed there is no danger of the study drug running out. 
The Committee asked if randomisation was 50-50. The Researcher(s) clarified it was 3 to 2. 
The Researcher(s) explained the study design (cross over and randomisation). 



Summary of ethical issues (outstanding)

The main ethical issues considered by the Committee and which require addressing by the Researcher are as follows.

The Committee noted that genetic information is important and when incorporated into decision-making can enhance autonomy. Returning results recognizes a participant’s contribution to research. These factors should be considered and addressed.
The Committee recommends that a researcher anticipate these findings and make a plan that addresses which findings will be communicated to research participants and how. 
Please use the HDEC pregnancy template. The Secretariat can send this to you prior to its publication, please request from hdecs@moh.govt.nz    
Please explain who tells a pregnant partner about the potential risks - consent form should include advising the female's doctors/mid-wife/gynae once child is born they will need another consent form. 
The Researcher(s) explained there are monthly pregnancy tests, as well as contraception methods. The Researcher(s) are treating risks in pregnancy as if it was thalidomide.
Please put time limit on collection of health information – the Researcher(s) stated median survival is 5 years, and that researchers will check if participant if they are alive through the registry. 
Please remove the withdrawal forms – participants can withdraw verbally.
The pregnancy information sheet should also be a stand-alone document. 
Future Unspecified Research Participant Information Sheet states samples are stored for 5 years. Please check with the sponsor if the duration of storage is correct, usually storage for Future Unspecified Research is longer than 5 years. 
The Committee noted risks relating to human tissue are not only related to the actual blood draws, they are related to stigmatization, incidental findings, privacy issues etc. Please communicate to the sponsor that these are the issues under risks for future unspecified research. 
The Committee noted the return of results is focused on individuals. The Committee asked whether there would be any family implications from genetic findings, asking if they would they be informed. The Researcher(s) stated they do not expect to find any familial findings, as myeloma is not a familial disease. However the Researcher(s) did confirm if anything was raised that was clinically relevant they would seek the views of the participants. 
The Researcher(s) explained that this wording related to the FDA who may ask to stop the trial. The Committee stated the described situation would be a scientific reason, which is acceptable, but it is not what is explained in current documentation. 
The Committee asked how long data collected on a child if one were born either from a participant or from a partner of a participant. The Researcher(s) stated it is collected for risks in utero and in early stages of pregnancy. If data is to be collected about the child once it is born further consent must be sought from the parents, after the birth. 

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

The Committee stated it is not clear whether this is blanket consent or specific (broad) for myeloma research. The Researcher(s) stated it would be for myeloma research. Please make this clearer for participants. 
Add consent form tick box for samples being sent overseas. Make this distinction clear. 
Page 19 – states no identifiable records will go to other groups (sponsor etc). Other section states give consent for records to go to ‘other people’. Please make it clear that other groups means in the hospital.
Consent form needs tick boxes where appropriate and also destruction of tissue, return of results/study findings, understands compensation provisions, agree to genetic analysis (as better described in the PIS).
The Participant Information Sheet needs to include section on why health information will be sought from the participant's other health care providers. 
Main Participant Information Sheet – withdrawal section – on section 7 states follow up will occur even if participants withdraw. Please explain follow up even if participants withdraw, and be explicit about what happens in the participant information sheet.
Please amend the ACC text – please email hdecs@moh.govt.nz for guidance.
The Committee requested the randomisation and design is very clear in the Participant Information Sheet. 
Pg. 20 – sponsor cannot terminate the study for commercial interests. Please remove from the Participant Information Sheet. 
Page 8 of Participant Information Sheet had tables that were very clear. Please include these tables in other participant documents.
The Committee asked about the age range for participants, and the rationale for the age limit. The Researcher(s) stated rationale is the transplant age is 65 to 70. 
The Committee asked if PK testing is compulsory. The Researcher(s) stated yes. It currently just states ‘20 samples’. Please add sentence explaining when they are taken and how long. 
The Committee asked whether any results in the Future Unspecified Research would be returned. The Participant Information Sheet does not discuss return of results. The Researcher(s) stated that they would always return results if it was relevant to the participant. Please view the https://ethics.health.govt.nz/home checklist for informed consent, in particular the section on Future Unspecified Research. 
The Committee also noted that the guidelines for seeking consent for future unspecified research should be reviewed to ensure participant documentation is fully compliant https://www.health.govt.nz/system/files/documents/publications/guidelines-use-of-human-tissue-may07.pdf
The Committee questioned the mandatory requirement for immune related genetic testing. The protocol states this is an ‘exploratory’ aspect of the study. The Committee noted that only procedures that are required to answer the study question should be mandatory (as part of participation) and anything further is required to be optional. Page 11 reads as if this is future unspecified research, so please revise. 
The Researcher(s) explained the possible results from the genetic testing, acknowledging it was possible to identify whether a gene would be relevant in determining effectiveness of further treatments, but most of the analysis would not be focused on aspects of an individual’s health. Please explain this in all of the participant information sheets as it facilitates informed consent. 
The Committee noted the Maori tissue statements were different between the Participant Information Sheet forms, but added they may be site specific. Please double check prior to use.
Please check for consistency between the Future Unspecified Research and the main Participant Information Sheet. The Future Unspecified Research should stand alone as its own document. Particularly where tissue is stored. Please do not refer to each document. 
Please remove the signature for the witness (for both forms). 

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 ensure the Participant Information Sheet and Consent Form for the use of tissue for future unspecified research meets all criteria outlined in the guidelines for seeking such consent (Guidelines for the Use of Human Tissue for Future Unspecified Research Purposes, para 2).

This following information will be reviewed, and a final decision made on the application, by Dr Brian Fergus and Dr Karen Bartholomew. 
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	Ethics ref:  
	17/NTA/175 

	 
	Title: 
	IKEMA 

	 
	Principal Investigator: 
	Dr Hillary Blacklock

	 
	Sponsor: 
	Sanofi Australia

	 
	Clock Start Date: 
	07 September 2017



Dr Hilary Blacklock 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 Study

The purpose of this open label study is to evaluate the benefit of isatuximab in combination with carfilzomib and dexamethasone in the prolongation of progression free survival (PFS) as compared to carfilzomib and dexamethasone in patients with relapsed and/or refractory multiple myeloma (MM) previously treated with 1 to 3 lines of therapy.
Following screening eligible consented patients will be randomly assigned to an experimental arm or control arm using an interactive response technology (IRT) system in a 3:2 ratio:
Isatuximab in combination with carfilzomib and dexamethasone. 
Carfilzomib and dexamethasone.
There are four parts to the study: screening, treatment, end of study visit and follow-up and the time for each participant in the study depends on how they respond to the treatment. 
Study treatment will be given in 28 day cycles. Participants will receive study treatment unless their disease worsens or they experience unacceptable side effects, or until their study doctor decides to stop the study medication.
The study will last approximately 6 years, with an aim to recruit 300 participants worldwide. There will be 2 sites in New Zealand aiming to recruit 10 participants.

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

The Committee asked if PK testing is compulsory. The Researcher(s) stated it was part of the main study protocol. 
The Committee noted the documentation currently just states ‘20 samples’ are taken. Please add sentence explaining when they are taken and how long it will take. 
The Committee asked whether any results in the Future Unspecified Research would be returned. The Participant Information Sheet does not discuss return of results. The Researcher(s) stated that they would always return results if it was relevant to the participant. Please view the https://ethics.health.govt.nz/home checklist for informed consent, in particular the section on Future Unspecified Research. The Committee also noted that the guidelines for seeking consent for future unspecified research should be reviewed to ensure participant documentation is fully compliant https://www.health.govt.nz/system/files/documents/publications/guidelines-use-of-human-tissue-may07.pdf 
The Committee questioned the mandatory requirement for immune related genetic testing. The protocol states this is an ‘exploratory’ aspect of the study. The Committee noted that only procedures that are required to answer the study question should be mandatory (as part of participation) and anything further is required to be optional. Page 11 reads as if this is future unspecified research, so please revise. 
The Researcher(s) explained the possible results from the genetic testing, acknowledging it was possible to identify whether a gene would be relevant in determining effectiveness of further treatments, but most of the analysis would not be focused on aspects of an individual’s health. Please explain this in all of the participant information sheets as it facilitates informed consent. 
Please check for consistency between the Future Unspecified Research and the main Participant Information Sheet. The Future Unspecified Research should stand alone as its own document. Particularly where tissue is stored. Please do not refer to each document. 
Please remove the signature for the witness (for both forms). 
Add how long required for each visit. Add how often. The Committee noted 28 day cycles and goes for 6 years, but does not outline in detail. 
Regarding compensation - ‘can be’ reimbursed. Please reword to will be available, as the insurance is available. 
Page 17 of 21 – clarify if records are de-identified. Please make the Participant Information Sheet clear that future use of data will be de-identified. 
Provide information on who will access the data and in what form it will be. 
Add pregnant partner information and risks about the study drug to the main PIS. Make it clearer. Make it clear that it applies to males and their partner as well as females in this study. 
The Committee asked about duration of the trial. The Researcher(s) stated if participants are responding well they stay in the study, if they relapse then it will be determined if they are in the control arm and will be moved to the experimental arm. If they are in experimental arm and have regression they must be withdrawn, but those on control will be moved to study drug.
The Researcher(s) stated do not expect those with active therapy to be on for more than a year. Therapy continues as long as benefit exists and no adverse events. If it is too intolerable they can also withdraw. 
Future Unspecified Research – declaration by participant – please reword to reflect main Participant Information Sheet language. 
The Committee requested the table format from IMROZ is used in this study documentation. 
Please clarify that this is a phase 3 study on front page of main PIS.
Future unspecified research PIS - p15 Please clarify what is meant by 'most blood and urine' samples will be destroyed.

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 ensure the Participant Information Sheet and Consent Form for the use of tissue for future unspecified research meets all criteria outlined in the guidelines for seeking such consent (Guidelines for the Use of Human Tissue for Future Unspecified Research Purposes, para 2).

[bookmark: _GoBack]This following information will be reviewed, and a final decision made on the application, by Mrs Toni Millar and Dr Christine Crooks. 
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	Ethics ref:  
	17/NTA/176 

	 
	Title: 
	Suprascapular block with infraclavicular block in shoulder surgery 

	 
	Principal Investigator: 
	Mr llia Elkinson 

	 
	Sponsor: 
	

	 
	Clock Start Date: 
	07 September 2017



Mr Ilia Elkinson and Dr Maya Williams 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 Study

1. This study aims to identify an alternative form of regional anaesthesia to the interscalene block for use in shoulder surgery.    
2. The objective is to compare the suprascapular and infraclavicular block combination with the interscalene block (current standard) in terms of analgesia (non-inferiority) and effect on lung function (superiority).
3. Patients undergoing shoulder surgery will be randomized to one of two groups and have pre and post-operative analgesia and lung function assessed.  
4. The Researcher(s) explained that if the intervention arm was shown to be as good as the standard of care it would result in reducing clinical risk and discomfort. 

Summary of ethical issues (resolved)

The main ethical issues considered by the Committee and addressed by the Researcher are as follows.

5. The Committee asked if this was an investigator led study. The Researcher(s) confirmed it was. 
6. The Committee asked if use of painbuster would result in unblinding. The Researcher(s) stated it would not. 
7. The Committee asked about recruitment. The Researcher(s) stated the surgeon, who is also the CI, sees potential participants  first.. The plan is  for the CI to inform potential participants about the trial, give them written information and then the potential participants would have several weeks to consider participation. 
8. The Committee asked about the ‘interim analyses’ noting they were planned ‘as needed’. To conduct an interim analysis would reduce power of the study, and the Committee suggested not doing it unless there was a reason. The Researcher(s) confirmed they would only do it if they thought there was a big difference between the group and had concerns about safety. 
9. Consider returning results to participants advising  what intervention they had. 

Summary of ethical issues (outstanding)

The main ethical issues considered by the Committee and which require addressing by the Researcher are as follows.

10. The Committee ask if the Researcher(s) are testing for recreational drug use (exclusion criteria). The Researcher(s) stated not extensively. Be clear in the PIS regarding what is being tested for and why. 
11. The Committee asked about the double blind design. The Researcher(s) explained that anaesthetists are not blinded but they are also not investigating the outcomes.  Nurses in the Post- Operative Care Unit (PACU) will be collecting data. The Committee noted that information on the intervention will be in the participant’s file. Please explain what prevents investigators accidentally or intentionally breaking the blind. The Researcher(s) stated they could separate the study information from the participant’s file or describe it in more generic terms , including more specific information in the study notes for emergency unblinding.  The Committee supported a measure to protect scientific validity while maintaining participant safety. 

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

12. The Committee noted the PIS and Consent Form are not up to standard. Please view HDEC templates and take into account the formatting and content suggestions.
13. For example, the consent form needs to include consent to follow-up calls, consent to contacting GPS, and consent to individual return of results and study findings.  
14. The PIS needs to include a study title/lay title, description of the randomisation process, a standard ACC statement, contact details for Maori support independent support (HDC) and HDEC contact details. Generally please use lay language, add important inclusion exclusion criteria, risks (including occasional frequency risks and mitigations if a complication occurs, and quantify current standard of care ‘breathing problems’ if possible) and lastly please add a picture to aid understanding. The Researcher(s) were asked to consider wording around assuring patients that the procedure would be carried out by specialist anaesthetists who perform such procedures commonly, or similar.
15. Please provide more clarity in the PIS around electronic data storage and retention periods.  . Please also develop a data management plan in the protocol. Please make it clear participants cannot withdraw from the study once the treatment has been given, and if a withdrawal does occur, a participant’s rights upon withdrawal relate to data and follow up. The PIS should be clear about what participants can withdraw (eg, individual data if it has not been analysed) and cannot withdraw (eg, study data that has already formed part of the study analyses). 
16. The Committee asked about the sham procedure. The Researcher(s) explained it is an 18 gauge needle with skin puncture. Please make it clear in the PIS that nothing will be injected into a participant who receives the sham procedure.  The Committee accepted the Researcher(s) rationale for a sham procedure (blinding), but noted that participants need to be clear about what this is and the rationale for it and suggest including a paragraph/subheading about the sham in the PIS. 
17. The description of the risks of the procedures should be better explained in the PIS. Also explain that, if a complication were to occur, ongoing follow up will be provided for the duration required, including beyond the study period. Referral to appropriate specialty care will be made as needed. The PIS should be explicit about these matters.  For the intervention please explain what is being injected, local anaesthetic and how long that might last. 
18. Please include a statement in the PIS that study findings will not be published in a form that could reasonably be expected to identify the individual concerned
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 Observation Studies para 6.11).
· Amend protocol taking into account Committee suggestions. 

This following information will be reviewed, and a final decision made on the application, by Ms Rochelle Style and Dr Christine Crooks. 
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	Ethics ref:  
	17/NTA/178 (CLOSED)

	 
	Title: 
	A study of R131 vaginal ointment in health women volunteers and in women with low-grade cytological abnormalities of the uterine cervix

	 
	Principal Investigator: 
	Dr Noelyn Hung

	 
	Sponsor: 
	Douglas Pharmaceuticals Limited

	 
	Clock Start Date: 
	07 September 2017



Dr Noelyn Hung and Dr Tak Hung 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 Study

1. The purpose of this study is to investigate the efficacy, safety and tolerability of R131 vaginal ointment containing ritonavir and lopinavir. Ritonavir and lopinavir are medications that have been used in combination to successfully treat patients with human immunodeficiency virus (HIV). These medications may also be effective against another virus, human papilloma virus (HPV), and the changes it causes in the cervix.  
2. This study will be conducted in 3 cohorts with different dose levels. Cohorts 1 and 2 will be recruited by Zenith Technology and Cohort 3 will be recruited at multiple sites. 
3. Cohorts 1 and 2 will be conducted in healthy volunteers and will be comparing different doses of R131 ritonavir and lopinavir vaginal ointment with a placebo vaginal ointment in both single and multiple doses (one dose on day 1 and 21 doses from days 2-22 (Cohorts 1 and 2), and 1-21 (Cohort 3)).  Cohorts 1 and 2 require 9 participants, 6 of whom will receive the active formulation and 3 of whom will receive a placebo. Cohort 3 will recruit up to 36 women with low grade cervical smear changes due to HPV of whom 12 will receive placebo.  The data from each cohort (beginning at cohort 1) will be reviewed by a Data Safety Monitoring Board (DSMB) and the next cohort will not proceed until the DSMB recommendations are received.  The Cohort 3 dose will be decided by the DSMB following cohorts 1 and 2.
4. Blood sampling, vital signs, ECG, safety assessments, and a vaginal questionnaire will be completed at various intervals over the study period in each cohort. Stages 1 and 2 of the application were provisionally approved by consensus, subject to the following information being received. Stage 3 was not considered and will require an amendment back to full for 3 prior to initiation (see below). 

Summary of ethical issues (resolved)

The main ethical issues considered by the Committee and addressed by the Researcher are as follows.

5. The Researcher(s) explained they have conducted healthy volunteer studies with no active ingredient.
6. The Researcher(s) explained the co-investigators involvement (gynaecologists). 
7. The Researcher(s) explained that they have a DSMB review before the start of each study section.
8. The Committee explained the ethical issues with umbrella protocol design. The Committee stated they are not willing to consider part 3 of the study until the prior parts are completed. The process for this will be through an amendment that is reviewed by the full Committee, with supporting documents from the DSMB and an update from the investigators on the trial. 
9. The Committee noted this study is not powered to support a change in practice, but noted it is possible to result in benefit, but it is not a therapeutic study. 
10. Confirmed some study procedures occur in clinic not at Zenith. 
11. The Committee noted studies cannot be terminated for purely commercial reasons.

Summary of ethical issues (outstanding)

The main ethical issues considered by the Committee and which require addressing by the Researcher are as follows.

12. The Committee noted that even if participants had a normal smear before the study, they could now be HPV positive (there is a high HPV rate in women < 30 years). 
13. The Researcher(s) explained any abnormality would be referred to a GP. The Committee explained that a high risk HPV result needs referral to a gynaecologist for colposcopy, not a GP, as this is a specialist test. The Researcher(s) explained the gynaecologists would be the ones who will refer and manage these cases as they have expertise. The Researcher(s) are to confirm the process for management of any HPV positive results.  
14. The Committee asked whether the results of the HPV test will be found prior to enrolment (and any resulting intervention), and whether, if the identified results are  positive for HPV, there would be any costs for seeking treatment. 
15. The Committee asked if referral would  be to a private gynaecologist. The Researcher(s) confirmed it would be and that the sponsor company will cover the costs. The Committee noted this must be clearly explained, particularly that the result of this may be classified as a cervical screen and automatically go to the National Cervical Screening Programme (NCSP)Register (and remain there forever), if tested in a usual laboratory. The Researcher(s) noted they would be using a special HPV test, and that they would confirm whether these results are electronically reported to the GP or to the NCSP Register or not.  These elements, including management of a positive HPV result, should be outlined in the protocol
16. The Committee noted that this subject area is very sensitive and important and any information that is generated must involve women and they must be told, including the risk and management of any HPV positive test in the participant information sheet. 
17. The Committee noted that there is currently nothing in the PIS which states that this (intervention) is not standard treatment, and involves withholding standard of care. The Researcher(s) explained that they do not plan to withhold any standard of care, involvement in this trial will not delay standard of care because it will not hold up any DHB appointments / treatments. The Committee requested confirmation that there would be no delay due to involvement in the research. 
19 Regarding the language of the recruitment flyer – please remove the statement: ‘spaces are limited’.. Please also remove the statement “If you have any friends that are interested in attending please also let us know that they will be attending”.  Participants should not be recruiting.  Please consider simplifying the language in the following: “This is a medicine that may be used to treat dysplasia, cervical intraepithelial neoplasia -CIN, squamous intraepithelial lesions -SIL, (cervical pre-cancer / early cancerous changes) in the cervix caused by the human papillomavirus (HPV).” Why: the description of these conditions are unlikely to mean anything to lay volunteers - needs to be simplified.
20 Please note that participants must be individually consented – an Information Reading is not sufficient. 
21 Remove any publication limits that are unrealistic or unduly restrictive.
22 The Researcher(s) confirmed participants can get all their results if they want them. 
23 Membership and charter for the DSMB is still to come (r.1.5). Please submit charter.
24 Confirm insurance is adequate to provide cover for ACC equivalent compensation. Please note that all participants may have their insurance affected – not only international students – please amend.


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

25 Please outline to healthy volunteer participants what a positive HPV result means, the risks and the proposed management (eg referral to private gynaecologist for colposcopy at no cost to participant), Please outline whether the results will be sent to their GP and the cervical register. 
26 The Researcher(s) stated the participants have 3 months between screening and enrolment. Please add this to Participant Information Sheet 
27 Note that for future amendment, please clarify if there is any withholding of standard of care, explain standard treatment, explain any delay, and explain any risks to them by delaying standard treatment.
28 Colposcopy at 3 months and cervical biopsy is not explained in the PIS. Please include all study procedures and generally anything that is study specific. Please be clearer about pap smear requirements (there is information in the PIS but it is not easy to see/understand). 
29 The Committee noted potential Maori concerns about cervical screening and exams. The Committee suggest they consult about this, add any resulting information to Participant Information Sheet 
30 Under the heading ‘benefits’ – the results should be offered to participants and they should be given the option to decline – they should not have to ask for the results.
31 Delete the sentence “The results of this study could potentially help with the treatment of depression and anxiety in the future”
32 Note for future amendment that Cohort 3 talks about healthy volunteers in Participant Information Sheet 
33 Risks, even if rare, must be explained, as well as the rationale for testing.  For example, the investigator’s brochure states that Upper RTIs are very common. There are other similar examples. The PIS and the investigator’s brochure should be consistent. Risks are easier to understand if described both in frequency (using numeric descriptors) and severity.
34 Explain how samples are managed – for example, can samples be returned if requested or otherwise destroyed . 
35 Nothing for urine or swabs is outlined, only covers bloods. Please review. 
36 The Committee noted that the ’internet viewing’ of treatment administration as is usual Zenith practice.  However as this is not oral administration it is not appropriate to live-stream the application of the ointment.  Researcher should remove this from PIS
37 Page 2 – approved by Northern A HDEC, not Southern HDEC.
38 Under the heading “Monitoring of clinical site room’  the PIS is confusing – how can the images not be recorded? The sponsor can access the images via the internet.  This is not appropriate without appropriate security measures.  Please provide a plan about data/image management to ensure the participants’ confidentiality is protected, particularly given the sensitive nature of this research.     

Decision 

Stages 1 and 2 of the application were provisionally approved by consensus, subject to the following information being received. Stage 3 was not considered and will require an amendment back to full for 3 prior to initiation. 

· 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 clarify level of sponsor insurance. (Ethical Guidelines for Intervention Studies para 8.4).
· Provide details of the Data Safety Monitoring Committee’s composition and monitoring plan (Ethical Guidelines for Intervention Studies para 6.50).
· Provide further information on the study design, in particular management of incidental findings (Ethical Guidelines for Intervention Studies para 5.4)

This following information will be reviewed, and a final decision made on the application, by Dr Karen Bartholomew and Dr Catherine Jackson. 
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	Ethics ref:  
	17/NTA/180 

	 
	Title: 
	Intravenous lidocaine in postoperative ileus

	 
	Principal Investigator: 
	Dr Michael Russell

	 
	Sponsor: 
	Canterbury District Health Board

	 
	Clock Start Date: 
	07 September 2017



Dr Michael Russell was not present for discussion of this application.

Potential conflicts of interest

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

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

Summary of Study

1. Aim: to evaluate the ability of lidocaine to reduce postoperative ileus in patients undergoing elective colorectal surgery.
2. Hypothesis: that lidocaine will reduce the duration of postoperative ileus compared to placebo after elective colorectal surgery.
3. Primary outcome: Time until recovery of gastrointestinal function (when a patient is tolerating semi-solid oral meal, and passed stool).
4. Secondary outcome: Postoperative inflammatory markers, complication rates, length of stay in hospital, adverse events secondary to medication.
5. Methodology: All patients undergoing elective colorectal resection at CDHB, without formation of ileostomy, will be approached for consent. Consenting patients will be randomised to receive either 2mg/kg bolus of intravenous lignocaine followed by 2mg/kg/hr infusion for the duration of the procedure and 2 hours following the procedure, or a matching volume of saline. Patients, staff and researchers will be blinded to allocation. The Researcher(s) plan to enrol 140 patients at Christchurch Hospital.

Summary of ethical issues (resolved)

The main ethical issues considered by the Committee and addressed by the Researcher are as follows.

6. The Committee asked for a justification of equipoise, noting a Cochran review already supports the intervention. 
7. The Researcher(s) explained the evidence base is not as strong for this indication.
8. The Researcher(s) confirmed that patients have appropriate time between being given information and surgery to consider participation. 
9. The Committee noted Maori cultural considerations may be raised during consultation.

Summary of ethical issues (outstanding)

The main ethical issues considered by the Committee and which require addressing by the Researcher are as follows.

10. Regarding adverse events the Committee noted SAE are not reported to ethics committees. Please provide detail on alternative management of SAEs. 
11. Please clarify sample management.
12. The Committee asked whether samples can be returned.  
13. The Committee asked whether bloods are standard of care or additional, include in the participant information sheet. 
14. The Committee noted it is not clear how blinding is maintained. Please clarify. 
15. Please consider options to mitigate conflict of interest between clinicians recruiting their participants for research. 

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

16. Add frequency around side effects
17. The Committee noted the documentation was missing some risks that are on application but not on the Participant Information Sheet 
18. Explain that treatment is available for any adverse events.
19. Under what are my rights – add that participants can access information on what they received (or any information about them) but this will result in withdrawal from the study.
20. Add detail on how long study data kept, where stored, what form (identifiability) it is stored in.
21. On consent form – partner becoming pregnant - clarify what contraceptive measures are acceptable.  This is normally in PISCF.  If pregnancy occurs will there be a separate PIS to follow the pregnancy
22. Revise consent form statements – i.e. tissue is not going overseas, remove yes/no statements unless truly optional

Decision 

This application was provisionally approved by consensus, 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).
· Provide further information on the study design, in particular management of SAEs and management of samples. (Ethical Guidelines for Intervention Studies para 5.4)
· Explain how the conflict of interest resulting from care provider being the researcher is addressed (Ethical Guidelines for Intervention Studies para 4.19)

This following information will be reviewed, and a final decision made on the application, by Mrs Toni Milliar and Dr Catherine Jackson.


	 9  
	Ethics ref:  
	17/NTA/183 

	 
	Title: 
	Infection rate for paediatric distal humerus fracture 

	 
	Principal Investigator: 
	Dr Chuan Kong Koh 

	 
	Sponsor: 
	NZOA Research Foundation 

	 
	Clock Start Date: 
	07 September 2017 


 
Dr Chuan Kong Koh, Hamish Crawford, Al Presh Patel, Dr Wesley Bevan were present in person for discussion of this application.

Potential conflicts of interest

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

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

Summary of Study

1. There is no general consensus in leaving K-wires proud or buried in Middlemore Hospital following percutaneous K-wire fixation for paediatric distal humerus fracture. K-wires were left proud or buried beneath the skin depending on surgeon preference. Traditionally, K-wires were buried for fear of higher infection rate but there is no clinical evidence to suggest this.
2. This is a multi-centre prospective randomized controlled trial to investigate rate of post operative surgical site infection in patient who had distal humerus fracture treated with K-wires fixation that were left proud to skin and buried beneath skin. 
3. Paediatric patient presenting to Emergency Department in Middlemore Hospital, Starship Hospital and Christchurch Hospital with a diagnosis of distal humerus fracture will eligible for the study. Patients/ parents/ primary caregiver will be advised of intervention, complication and risk involved, post-operative follow up and management plan. Patient information sheet will be given. Assent and consent will both be obtained if applicable.
4. Patients will be randomized according to sealed opaque envelope to determine if the K-wires will be left proud or buried.
5. All surgery will be carried out by an experienced orthopaedic surgeon or registrar (minimum 10 cases of experience done without assistance/ supervision). All post-operative protocol and follow up will be routine follow up at 2 weeks for wound check, at 4 weeks for removal of K-wires, and then at 6 weeks for another wound check. All clinical follow up will be carried out by orthopaedic registrar/ surgeon. Patients with sign of superficial and deep infection will be treated as clinically indicated in a routine manner.

Summary of ethical issues (resolved)

The main ethical issues considered by the Committee and addressed by the Researcher are as follows.

6. The Researcher(s) stated there is no evidence in literature that either method is superior, or on infection rates. There is a clinical need to determine whether they should be buried or proud.
7. The Committee asked if wire removal in clinic without anaesthetic may cause pain. The Researcher(s) stated generally no, it is routinely done in clinic. 
8. The Researcher(s) explained that a retrospective audit has just been completed, and indicated that there was a 2.8% infection rate buried compared to 5.8% when left proud. 
9. The Committee explained that this study had been previously declined and another very similar study has been declined. The Committee explained that it was not related to the reason for the study, rather the quality of the application, protocol and the Participant Information Sheet were poor in both instances. Although this application is improved, it is noted that there is still no literature review, study purpose/question or endpoints/outcomes outlined in the protocol.
10. The Committee noted meta-analysis on this question was published this year. Please justify equipoise between the arms. The Researcher(s) explained this was not really a meta-analysis, more of a review of studies. The Researcher(s) explained that there are key differences in service provision with these studies and therefore they do not impact equipoise for this study. 
11. The Committee asked if there is a clinical need for one treatment over another  will the patient be excluded. The Researcher(s) stated yes, referring to the excluding criteria. 
12. The Committee note that ethnicity data is required to be collected using the census question as per the Ministry of Health Ethnicity Data Protocols http://www.health.govt.nz/publication/hiso-10001-ethnicity-data-protocols-health-and-disability-sector 

Summary of ethical issues (outstanding)

The main ethical issues considered by the Committee and which require addressing by the Researcher are as follows.

13. Please explain why this research cannot be conducted with older children who can consent form themselves. The Committee also asked for more information on when assent will be used. 
14. The Committee asked for information on recruitment procedures. The Researcher(s) stated that an on call registrar have pamphlets that provide an explanation of k wires (clinical documents). This occurs as standard of care and translations are available. Following this, the consent for research involves Participant Information Sheet documents. The on call registrar (or Researcher(s)) will consent patient or parent/primary care giver. They plan to talk through consent process – done by on call registrars that are available, adding they plan to hire a clinical nurse once funding is provided. The Committee noted importance of explaining the different arms, randomisation (features of the research) and explain patient choice (do not have to participate).  
15. The Committee explained their concerns with on call registrar consenting participants. The Researcher(s) stated they cannot run the study if need to have a research assistant to conduct the consent procedures. The Committee noted that participants/parents need sufficient time to decide whether to participate.
16. The Committee need to be sure that the registrars can ensure informed consent occurs. This can be done by providing a further explanation to the Committee how training will occur for the registrars. 
17. The Committee suggested GCP training is an option, this is not a requirement, but please look into it. 
18. The Committee queried the sample size, asking whether this was superiority, equivalence or non-inferiority. The Researcher(s) explained a statistician from Middlemore provided the figure 250. The Committee queried this, with some suggestion a sample size of approx. 800 might be needed. The Committee also queried the statement about interim analyses as these reduce study power. Please provide further information and a clear justification from a statistician and explain study outcomes.
19. The Committee noted that the audit 250 records and 12 infections – is it feasible to recruit 250 cases of infection.  The Researcher(s) stated yes as this was only Middlemore data. 
20. Data management – keep data for 10 years after child turn 16. 
21. Note that questionnaires appear to contain information unrelated to the study objectives (perhaps from a previous version of the study), and that the questions are unusual. Researcher(s) could consider standardised quality of life questionnaires. 
22. Note that questionnaires appear to contain information unrelated to the study objectives (perhaps from a previous version of the study), and that the questions are unusual. For example, the questionnaire has economic questions in it – which is irrelevant to the aim of the study.  Similarly, the time related questions (time off work and time spent in the hospital/clinics). Researcher(s) could consider standardised quality of life questionnaires. 
23. Please improve data management plan – for example, the study data should be firewalled from the hospital server. Data sent from the other hospitals should be encrypted to improve protection of participant’s confidentiality.  What will happen to the paper notes? The application (b.4.4) says that data generated will not be made available for future research – please confirm

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

24. Add more information on who has data access how it is stored, identifiability etc. 
25. Please include a Return of results and study findings section in the PIS and consent form
26. Add more detail on risks in the PIS (for example the risks referred to in the application r.1.1) 
27. Correct for ‘my child’ to ensure the consent relates to the child – for example, in section 2 and 10 of the consent form.
28. Aim to prove X – remove this, it presupposes the outcome. Amend the aim is to change practice or improve outcomes.
29. Please explain all study procedures, including randomisation, access to medical/surgical records and follow up, observation of infection. 
30. Please have lay language explanations (review and amend) and check the PIS for typos.
31. Please note parents are asked to complete a questionnaire. 
32. Take anything out that is not relevant to the study. 
33. Describe K wire removal in more detail.
34. Provide the correct ACC statement.
35. Remove Y/N from consent form unless truly optional.
36. Note that withdrawal after the procedure is only relevant for data withdrawal only, as procedure already completed.
37. In New Zealand participants do not need to make a declaration in the consent form – please amend.

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).
· Provide further information on the recruitment process (Ethical Guidelines for Intervention Studies para 6.2)
· Studies should be undertaken only by investigators and research teams with the necessary skills and resources to do so. (Ethical Guidelines for Intervention Studies para 5.36)

This following information will be reviewed, and a final decision made on the application, by Ms Rochelle Style and Dr Karen Bartholomew.



	 10  
	Ethics ref:  
	17/NTA/187 

	 
	Title: 
	WEAN SAFE  

	 
	Principal Investigator: 
	Dr  Paul Young 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	07 September 2017 



Dr Paul Young and Mr Raulle Sol Cruz 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 Study

1. Worldwide assessment of weaning patients (following severe respiratory failure) from ventilator assistance. Approximately 5,000 participants worldwide (45 countries) with 200 in NZ.
2. It is claimed the process is observational and non-interventional, that the only data being collected is that collected in the course of routine patient treatment.
3. Data will be anonymised before being sent overseas.
4. The non-intervention aspect relates to a nurse reviewing the information recorded in the hospital information system about the weaning process.
5. The researcher believed that as the process of looking at the data was retrospective, that the researcher did not require participant consent.
6. The researcher argued that most of the patients on ventilation will be unable to consent due to their decreased level of consciousness
7. The Committee accepts the clinical reasons advanced about resolving issues around ventilator weaning.
8. The study will look at admissions to ICUs over a 4 week period. Day 1 is the day of admittance to ICU and connected to a ventilator and on Day 2 patients on IMV will then be recruited into the study (info from the Protocol)

Summary of ethical issues (outstanding)

The main ethical issues considered by the Committee and which require addressing by the Researcher are as follows.

9. The Committee and The Researcher(s) discussed the study design. The application states (b.2.1) that it is a ‘prospective observational study’- it also states (a.1.5) that the period of observation is 24 hours. It covers issues of participant consent, and the inability to obtain it with some of them because of a decreased level of consciousness. (a.1.6) (p.1.3) (p.1.6) (f.2.1).
10. The Committee noted that the study was construed as both retrospective and prospective. The Committee determined that in its current form this was a prospective non-consensual observational study. The Committee stated that the application in its current form was not able to be approved. This is because there is a distinction made around retrospective access to existing health information and the prospective enrolment of a study. 
11. The Health Information Privacy Code Section 11 permits disclosure of identifiable health information for research purposes if any necessary approval from an ethics committee has been obtained and the information will not be published in a form that could reasonably be expected to identify the individual concerned.  In this research, Guideline 6.43 of the NEAC Guidelines for Observational Studies  enables an ethics committee to approve an application that involves access to identifiable information without consent  provided three conditions are met and justified to an ethics committee. The conditions are:

Access to identified or potentially identifiable data for research without the consent of the people the data identifies or makes potentially identifiable may be justifiable when: 

a) the procedures required to obtain consent are likely to cause unnecessary anxiety for those whose consent would be sought; or the requirement for consent would prejudice the scientific value of the study; or it is impossible in practice to obtain consent due to the quantity or age of the records; and 
b) there would be no disadvantage to the participants or their relatives or to any collectivities involved; and
c) the public interest in the study outweighs the public interest in privacy. NEAC guideline 6.43

12. NEAC Observational Guideline 6.45 provides that an investigator who proposes not to seek informed consent for the use of identified or potentially identifiable data for research must explain to an ethics committee the reasons for not seeking consent, and how the study would be ethical in the absence of consent
13. NEAC Observational Guideline 6.46 provides that the investigator must show how safeguards will be maintained to protect confidentiality, and that the study has the goal of protecting or advancing health. 
14. NEAC Observational Guideline 7.1  provides that When identified or potentially identifiable data are used in a study, the information must not be used in a way that causes disadvantage to any participant
15. However when a study is prospective, either in terms of identification of participants and subsequent enrolment into a study, or in terms of collection of information, Right 7 of the Code of Health and Disability Services Consumers’ Rights (the Code) gives patients the right to make an informed choice and to give informed consent (unless an exception applies).  The rights in the Code apply when a consumer is participating in research (Right 9). Where a consumer is not competent to make an informed choice or to give informed consent and no one who is entitled to consent on behalf of the consumer is available, the services may be provided, ie, the research may proceed, provided that the very clear criteria of Right 7(4) of the Code are met.  Those criteria are that first, the services/research are in the ‘best interests of the consumer’ and secondly, reasonable steps have been taken to ascertain the views of the consumer and either, if they have been ascertained the provider believes on reasonable grounds that the provision of the services/research is consistent with the views of the consumer if they were competent, or in the absence of obtaining the consumer’s views, the provider takes into account the views of other suitable persons who are ‘interested in the welfare of the consumer and available to advise the provider. 
16. The Committee noted the restrictive legal environment for observational non-consensual research. 
17. The Committee noted that arguments based solely on lack of resource to seek consent are not enough to warrant not seeking consent.  
18. The Committee noted that the only way this study would be able to be considered is if it was entirely retrospective, and a further justification for not seeking consent for use of data in research was made, or if consent was sought prior to enrolment in accordance with the Code. The Committee also questioned whether this study did not involve any additional data collection from standard of care, and requested that this point is clarified. 
19. The Researcher(s) stated they would seek independent legal advice. The Committee noted this and requested the advice was submitted to the HDEC. 

Decision 

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

· The Committee supports the concept of the research and the benefits it might bring . However,  it is not convinced this is a retrospective observational study, and therefore are not convinced that the researchers have currently justified the study in terms of New Zealand’s ethical guidelines or adequately considered the provisions of the Code of Patients’ Rights.
· The Committee noted that even if it was a retrospective study the justification to consider such an application had not been made by the researchers.  An investigator who proposes not to seek informed consent for use of identified or potentially identifiable data for research must explain to an ethics committee the reasons for not seeking consent, and how the study would be ethical in the absence of consent (Ethical Guidelines for Observation Studies)
· The investigator must show how safeguards will be maintained to protect confidentiality, and that the study has the goal of protecting or advancing health. (Ethical Guidelines for Observation Studies 6.46)
· When identified or potentially identifiable data are used in a study, the information must not be used in a way that causes disadvantage to any participant. (Ethical Guidelines for Observation Studies 7.1)

This following information will be reviewed, and a final decision made on the application, by Dr Brian Fergus and Dr Christine Crooks.  



	 11  
	Ethics ref:  
	17/NTA/188 

	 
	Title: 
	SPAR 

	 
	Principal Investigator: 
	Assoc. Professor Michael Jameson 

	 
	Sponsor: 
	Australasian Gastro-Intestinal Trials Group 

	 
	Clock Start Date: 
	07 September 2017 


 
Assoc. Professor Michael Jameson 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 Study

1. This clinical research trial aims to show that the cholesterol-lowering drug simvastatin can improve treatment given for cancer of the rectum. Rectal cancer is often treated by combined chemotherapy and radiation (CRT), before surgery is performed to remove the cancer several weeks later. However, if the cancer is not very sensitive to this treatment (which happens in more than half the patients) then the risk of cancer relapsing is much higher. Retrospective studies show much better cancer responses and fewer short-term and long-term side effects in patients taking a statin drug during radiation for a variety of cancers, including rectal cancer. 
2. This study will randomize 222 New Zealand and Australian patients to take a 40mg simvastatin capsule or matching placebo capsule every day for 3 months (starting 1 week before CRT and continuing until 6 weeks afterwards) to see if simvastatin can improve the rate of good tumour responses and reduce the side effects of this treatment.
3. The main endpoints we are looking at include: 1) the rates of favorable tumour regression after CRT (assessed firstly by magnetic resonance imaging (MRI) scan 6 weeks after CRT, and subsequently by a pathologist examining the tumour removed by the surgeon after the MRI scan); 2) side effects of CRT during treatment and over the next 3 years; and 3) how many patients remain well without recurrence or death from rectal over the next 3 years. The Researcher(s) will also evaluate the effect of simvastatin on inflammation in the body as well as specific effects on immune cells in the tumour and surrounding tissues.

Summary of ethical issues (outstanding)

The main ethical issues considered by the Committee and which require addressing by the Researcher are as follows.

4. Previous biopsy tissue taken, any left for clinical purposes – please confirm.
5. Justify the follow up of participants. 

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

6. Review for typos.
7. Where are samples going, are bloods going overseas? Be explicit. 
8. Is blanket or broad (limited) consent for Future Unspecified Research, please consider. 
9. Risks of genomic findings, return of results etc. 
10. ACC wording requires updating – please see HDEC informed consent template.
11. The Committee noted participants do not need to use the form for withdraw consent – they can withdraw verbally
12. Participants cannot withdraw once data is in study analyses – explain this to participants.
13. Add how long tissue stored for.
14. Explain tissue and study information is going to Australia and add when tissue be destroyed
15. Take out consent form tick box that not truly optional. 
16. Explain what a placebo is.
17. The Committee queried the lack of a Māori tissue statement in the Participant Information Sheet. The committee recommended the following statement: “You may hold beliefs about a sacred and shared value of all or any tissue samples removed. The cultural issues associated with sending your samples overseas and/or storing your tissue should be discussed with your family/whanau as appropriate. There are a range of views held by Māori around these issues; some iwi disagree with storage of samples citing whakapapa and advise their people to consult prior to participation in research where this occurs.  Add Maori contacts. 

	18. Future Unspecified Research (FUR) consent requirements - For more information see the Guidelines for Future Unspecified Research http://www.health.govt.nz/publication/guidelines-use-human-tissue-future-unspecified-research-purposes-0  




Decision 

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

· Please provide a separate Participant Information Sheet and Consent Form for the use of tissue for future unspecified research (Guidelines for the Use of Human Tissue for Future Unspecified Research Purposes, para 2).
· 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).
· Provide further information on the study, in particular leftover tissue and follow up (Ethical Guidelines for Intervention Studies para 5.4)

This following information will be reviewed, and a final decision made on the application, by Mrs Toni Millar and Dr Kate Parker. 



	 12  
	Ethics ref:  
	17/NTA/189 

	 
	Title: 
	Breslow thickness Assessment in Melanoma 

	 
	Principal Investigator: 
	Dr Ben Tallon 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	07 September 2017 


 
Dr Ben Tallon 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 Study

1. The Researcher(s) are conducting the study to know whether the measurement of Breslow thickness changes depending on the amount of levels assessed.  
2. Cases of cutaneous invasive Melanoma from 2016 from PathLab filed cases will be assessed.  The Breslow thickness on the first level showing melanoma will be compared to the third level, 5th level and 10th level, as available on file.  Cases that change category from <0.8 to 0.8mm or greater on subsequent levels will be counted.

Summary of ethical issues (resolved)

The main ethical issues considered by the Committee and addressed by the Researcher are as follows.

3. The Committee queried why the study needs to be conducted. The Researcher(s) stated they work in academic institute who aim to develop methods and new knowledge on melanoma. 
4. The Researcher(s) stated they want to audit the initial diagnosis by going back at looking at how they looked at the sections and resulting thickness.  
5. The Committee asked what happen if result in different diagnosis, or different stage, that might be clinically relevant. The Researcher(s) stated we will only go up to previous Breslow, so early level and whether it was less than what they could have assessed, which makes no different to staging. 
6. The Researcher(s) confirmed sample size (200). 
7. The Researcher(s) explained that there was potentially no Maori tissue. If there were it would be very unusual - not many have melanoma. The Researcher(s) confirmed they are not accessing ethnicity. 
8. The Committee suggested Maori consultation if there might be samples that are from Maori. The Researcher(s) acknowledged some Maori have strong views around use of tissue, particularly unconsented use.
9. The Researcher(s) explained the access of records. No detailed medical notes.
10. The Committee asked if there will be comparisons between pathology labs in New Zealand. The Researcher(s) stated no, but will benchmark against international section use. 
11. Below is information around audit involving use of tissue without consent, for the researcher’s information:
Audits and related activities: An audit or related activity requires HDEC review only if it involves the use, collection or storage of human tissue without consent, other than in accordance with a statutory exception (set out at section 20(f) of the Human Tissue Act 2008 and Right 7(10)(c) of the Code of Health and Disability Services Consumers’ Rights 1996).



Section 20(f) of the Human Tissue Act:

the carrying out, to assure or improve the quality of services, and by using for a secondary purpose tissue that is a body or is collected from a living individual or a body, or by using non-health-care tissue for donor analysis, of all or any of the following activities:

(i) a professionally recognised quality assurance programme:
(ii) an external audit of services:
(iii) an external evaluation of services

Code of Rights 7, 10 (c):
10) No body part or bodily substance removed or obtained in the course of a health care procedure may be stored, preserved, or used otherwise than
(a) with the informed consent of the consumer; or
(b) For the purposes of research that has received the approval of an ethics committee; or
(c) For the purposes of 1 or more of the following activities, being activities that are each undertaken to assure or improve the quality of services:

(i) a professionally recognised quality assurance programme:
(ii) an external audit of services:
(iii) an external evaluation of services.

Summary of ethical issues (outstanding)

The main ethical issues considered by the Committee and which require addressing by the Researcher are as follows.

12. Please justify not seeking consent for the use of tissue. The Researcher(s) explained not really using the tissue, just auditing the information that is there.  Please view guidance below, it relate to use of health information or human tissue without consent.

The use of health records or human tissue for research without the authorisation of the individual concerned should only be undertaken subject to certain extra condition(s).

Justification –scientific 

The reasons for not seeking consent should be justified to the ethics committee. These reasons may be scientific, practical or ethical. 

The main scientific reason for not seeking consent to use health records for research is that failing to locate individuals to seek their consent may lead to less complete ascertainment of cases for study, and therefore possibly a biased (and hence incorrect) result. This is because the people who are hard to locate may differ in their health problems or the outcome of their treatment from those who are easy to locate. 

Justification - practicality 

Another reason for not seeking consent is practical. Sometimes access to records is required in order to determine who will be potential participants in a study. The researcher must identify the names of individuals with a certain condition prior to approaching the individuals to seek their consent to take part in the study. 

It is usually impracticable for the individual’s own doctor to seek his or her patient’s consent for the release of the name to the researcher, because the records will not usually be held by the individual’s own doctor, but will be held by hospitals or disease registries. Other practical difficulties occur when there are very large numbers of records and many of the individuals may be untraceable or deceased. 

Justification – undue anxiety

In some situations the process of seeking consent may cause undue anxiety or distress to individuals. This might arise where researchers were investigating a tentative link between an exposure and a serious disease.

If a justification has been made there must also be benefit:

The potential benefits of the research must be described to the ethics committee, which must weigh up these potential benefits against the loss of privacy.

The potential benefits of the research may include a contribution to the identification, prevention, or treatment of illness or injury, scientific understanding relating to health, the protection of the health of individuals or communities, or the improved delivery of health services. The loss of privacy may be regarded as more important for very sensitive information, for instance termination of pregnancy, or genetic information that might have implications for other individuals.

NEAC Guidelines state that use without consent is justifiable when:

a)  the procedures required to obtain consent are likely to cause unnecessary anxiety for those whose consent would be sought; or the requirement for consent would prejudice the scientific value of the study; or it is impossible in practice to obtain consent due to the quantity or age of the records; and 
b)  there would be no disadvantage to the participants or their relatives or to any collectivities involved; and 
c)  the public interest in the study outweighs the public interest in privacy. 

Decision 

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

· Justify use of data and or tissue without consent. 

This following information will be reviewed, and a final decision made on the application, by Dr Brian Fergus and Dr Kate Parker. 



Substantial amendments

	1  
	Ethics ref:  
	13/NTA/130/AM09 

	 
	Title: 
	NZ Cerebral Palsy Register 

	 
	Principal Investigator: 
	Prof N.Susan Stott 

	 
	Sponsor: 
	Danah Cadman 

	 
	Clock Start Date: 
	21 August 2017 


 
Prof N.Susan Stott was present in person for discussion of this amendment.

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 (outstanding)

The main ethical issues considered by the Committee and which require addressing by the Researcher are as follows.

1. The Researcher(s) noted that they wanted to access MoH administrative data to identify more people with CP in order to approach them for the registry. 
2. The Committee and The Researcher(s) discussed the level of data for ascertainment, after which the registry can start to report. 
3. The Committee asked if any benefit has come from the registry to date. The Researcher(s) explained that they are linked with Australia. Their registry is about diagnosis, early work on epidemiology on birth of CP. 
4. Standards of care in our health systems for CP are very disparate. 
5. Have done ethnicity review to identify if need to put more recruitment strategy in place for Maori. This was an audit to track recruitment.
6. The Researcher(s) confirmed national register, locality lead across DHBs.
7. What are barriers for ascertainment? The Researcher(s) stated they can continue with current process but the Ministry data would potentially help with identification of potential participants.  
8. The Committee cited the low quality of the data - 11 percent incorrect diagnosis in hospital records for some other conditions, 20 percent second incorrect diagnosis. The Researcher(s) may get twice patients back that asked for, of whom many do not have CP. The Committee noted contact details may be incorrect as well. 
9. The Committee suggested seeking de-identified records based on local DHB data-warehouse hospital data and then see the volume that would be given in order to inform next steps.
10. The Committee explained separation from PHO database and NHI minimal data set for address current and historic address. 
11. Capture re-capture study, look at gaps, estimate true incidence. The Committee stated they would not approve this until other options to seek this data had been explored, as to avoid a fishing exercise which may involve a lot of unnecessary disclosure of identifiable records.  
12. The Committee noted the privacy risks – people may be harmed by the disclosure (both those with CP and those without), so it must be well justified. Currently the justification was insufficient. 




Decision 

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

· The study design must minimise risk of harm (Ethical Guidelines for Observation Studies para 5.5).
 

General business

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

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

	Meeting date:
	17 October 2017, 01:00 PM

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



	The following members tendered apologies for this meeting.

· Dr Catherine Jackson
· Dr Christine Crooks
· Dr Karen Bartholomew 


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.

The meeting closed 6.50pm
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