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		Minutes



	Committee:
	Southern Health and Disability Ethics Committee

	Meeting date:
	24 January 2017

	Meeting venue:
	Sudima Hotel, Christchurch Airport, 550 Memorial Drive, Christchurch



	Time
	Item of business

	12.00pm
	Welcome

	12.05pm
12.10pm
	Confirmation of minutes of meeting of 13 December 2016
Substantial amendments (see over for details)
16/STH/104/AM01

	
	New applications (see over for details)

	12.30pm







5.10pm
	 i 16/STH/238
  ii 16/STH/240
  iii 16/STH/241
  iv 16/STH/243
  v 16/STH/245
  vi 16/STH/247
  vii 16/STH/249
  viii 16/STH/250
  ix 16/STH/251
  x 16/STH/252
  xi 16/STH/253
  xii 16/STH/254

	5.15pm
	General business:
· Noting section of agenda

	5.30pm
	Meeting ends



	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

	Ms Raewyn Idoine 
	Lay (consumer/community perspectives) 
	27/10/2015 
	27/10/2018 
	Present 

	Mrs Angelika Frank-Alexander 
	Lay (consumer/community perspectives) 
	27/10/2015 
	27/10/2018 
	Present 

	Dr Sarah Gunningham 
	Non-lay (intervention studies) 
	27/10/2015 
	27/10/2018 
	Present 

	Dr Nicola Swain 
	Non-lay (observational studies) 
	27/10/2015 
	27/10/2018 
	Present 

	Dr Mathew  Zacharias 
	Non-lay (health/disability service provision) 
	27/10/2015 
	27/10/2018 
	Present 

	Dr Devonie Eglinton 
	Non-lay (intervention studies) 
	13/05/2016 
	13/05/2019 
	Apologies 

	Assc Prof Mira Harrison-Woolrych 
	Non-lay (intervention studies) 
	27/10/2015 
	27/10/2018 
	Present 

	Dr Fiona McCrimmon 
	Lay (the law) 
	27/10/2015 
	27/10/2018 
	Present 

	Miss Tangihaere
	NTB – Lay (Cultural perspectives)
	NTB Co-opt
	NTB Co-opt
	Present


 


Welcome

[bookmark: _GoBack]The Chair opened the meeting at 12.00pm and welcomed Committee members, noting that apologies had been received from Dr Devonie Eglinton, Mrs Angelika Frank-Alexander and Dr Fiona McCrimmon.

The Chair noted that fewer than five appointed members of the Committee were present, and that it would be necessary to co-opt members of other HDECs in accordance with the SOPs.  Miss Tangihaere MacFarlane confirmed her eligibility and was co-opted by the Chair as members of the Committee for the duration of the meeting.

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 13 December 2016 were confirmed.

New applications 


	 1  
	Ethics ref:  
	16/STH/ 

	 
	Title: 
	New Sheathless Guide Catheter First in Man Study 

	 
	Principal Investigator: 
	Dr Scott Harding 

	 
	Sponsor: 
	BIO-EXCEL (AUSTRALIA) PTY LTD 

	 
	Clock Start Date: 
	16 January 2017 


 
Dr Scott Harding and Ms Diane Middleditch 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. A new sheathless guide catheter has been developed by the sponsor with a new accessory called a peel-away dilator which will allow introduction of the new sheathless guide catheter into the radial artery without initial placement of an introducer sheath.  
2. This is a pilot study of the new device in 15 patients in one hospital in Wellington, New Zealand. The aim of this study is to assess the efficacy of this new sheathless guide catheter for radial access, coronary angiography and PCI.


Summary of ethical issues (resolved)

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

3. The Researcher(s) confirmed that the reason they use the radial artery is due to less risk of bleeding and complications.
4. The Committee noted there is no comparator arm in this study, adding that the researchers should be careful about the claims they make about the device due to the study design. The Committee noted this is a pilot study. 
5. The Committee queried whether there had been any animal or cadaver studies to support the safety profile of the device. The Researcher(s) responded that this device is not actually that novel; rather it is a blend of existing products. The introduction sheath is something that has been used elsewhere but it has not been combined with this particular (study) product. 
6. The Researcher(s) explained the components that make up this particular device, concluding that while none of the parts are novel the combination is.  
7. The Committee noted insurance certificate is not up to date, adding that the Committee was aware these are updated annually. The Researcher(s) confirmed that the certificate is annually updated and would be updated before the study started.  The Researcher(s) confirmed that participants will be covered in any unforeseen events or an injury, adding that they felt this was a low risk study.
8. The Committee queried whether insurance provided by the sponsor would cover all injuries or just device related injuries. The Researcher(s) explained that compensation depends whether an injury relates to the trial. The Committee and the researcher discussed injury and compensation and agreed that the participants should not be left without cover from ACC or the sponsor. The Committee confirmed the importance of ensuring access to compensation in event of injury and confirmed the wording in the Participant Information Sheet was broad enough to avoid participants being out of cover.
9. The Researcher(s) confirmed the advertising outlined in the application was not required and would not be used.

The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
10. The Committee noted that the Participant Information Sheet was written from a medical perspective and was written to an audience of clinicians, not participants. Please revise the document taking into account readability, lay language and structure. The Committee strongly suggested referring to the HDEC template Participant Information Sheet for guidance, as well as the informed consent checklist. Both can be found at http://ethics.health.govt.nz/   
11. Some examples to take into account are explaining the term 'first-in-man' in lay language. The Committee suggest the first paragraph is reorganised to put the second sentence first, as a better introduction. References to the company name should be removed.
12. The section ‘if such complications arise etc.’…is too long, involved and wordy.
13. Terminology such as ‘radial artery’ must be explained in lay language. 

Decision 

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

· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).

This following information will be reviewed, and a final decision made on the application, by Mrs Raewyn Idoine and Assistant Professor Mira Harrison-Woolrych.  



	 2  
	Ethics ref:  
	16/STH/240 

	 
	Title: 
	Platelet activation, infection and anti-platelet medication 

	 
	Principal Investigator: 
	Miss Kathryn Hally 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	16 January 2017 


 
Miss Kathryn Hally 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. The study involves asking healthy volunteers to take part in a study that is investigating how platelet activation in response to infection is reduced following administration of anti-platelet therapy.

Summary of ethical issues (outstanding)

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

2. Please confirm participants will have researcher support when they complete the questionnaires as the questionnaires contain complicated language.
3. The Committee noted that while the peer review was supportive could the reviewer provide comment on the study design and other features of the study that are missing from the peer review. Please view the HDEC template peer review form for a list of requirements for peer review, set out by the National Ethics Advisory Committee guidelines. 
4. Please confirm that the Co-ordinating Investigator (CI) will be available for contact if something goes wrong. If the CI is not going to be widely available please consider providing a contact number that is more accessible for participants. 
5. Please add a participant safety card that includes the corresponding number and instructions for what to do in event of injury. 

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

6. The Committee required more information about the risks of bleeding for the study drugs. 
7. The Committee noted there are bleeding risks, both major and minor, for instance major intracranial bleeding. Such risks must be clear, as well as additional risks if you injure yourself during the study. Please include a statement to the effect that if participants begin to feel faint or suspect any bleeding to attend hospital emergency department as a priority with their participant safety card.
8. The Committee noted the lack of a Māori tissue statement. 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.”
9. Remove statement about how people are selected, the first part – ‘invited through poster advertisements’. It is not relevant for participants. 
10. Remove interpreter statement unless the interpreters are actually available. 
11. The Committee suggested payment or compensation, explaining that due to the age range of the participants they will likely have jobs. The Committee noted there should be reimbursement for time and study visits. Study participation should not cost individuals. 
12. The Committee queried whether mentioning infection in the title was disconcerting as while the study is about infection the Infective agent was to added to the serum in-vitro. Please explain what happens at the beginning of the Participant Information Sheet to avoid any misunderstanding about what happens in relation to blood draws, infections and the participant. 
13. The Committee noted that the applicants should review the HDEC template Participant Information Sheet and the checklist for informed consent at http://ethics.health.govt.nz/ for guidance on format, content and structure of the Participant Information Sheet. 
14. The Contact details are unclear please revise for clarity.  
15. Please swap risks of antiplatelet drugs and risks of blood sample taken. The Committee noted the most important risks go first. Please also quantify the risk.
16. Under; ‘what are the benefits?’ The Committee noted there is no direct benefit – put this first. The Committee noted the most important information should always go first. 

Decision 

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

· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).
· Please provide evidence of favourable independent peer review of the study protocol (Ethical Guidelines for Intervention Studies Appendix 1).
· The level of risk that is acceptable is primarily a matter for potential participants to decide. For this reason, informed consent is a central concept   (Ethical Guidelines for Intervention Studies 3.9).
· Add a participant safety card to ensure participant safety is maintained. 

This following information will be reviewed, and a final decision made on the application, by Dr Sarah Gunningham. 



	 3  
	Ethics ref:  
	16/STH/241 

	 
	Title: 
	Bacterial transformation of milk lipids 

	 
	Principal Investigator: 
	PhD Mariza Gomes Reis 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	16 January 2017 


 
Mariza Gomes Reis 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 Researchers aim to determine whether transformation of fatty acids occurs in the infant bowel by analysing faeces for lipid metabolites. 
2. Detection of these metabolites in faeces will inform us as to whether in vitro observations reflect real life, and thus determine whether further research on lipid metabolites is worthwhile in relation to the effects of the bowel microbiota on infant nutrition.

Summary of ethical issues (resolved)

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

3. The Committee queried how participants are recruited. The Researcher(s) stated the participants are invited from Waikato Hospital, in particular from a unit where mothers go to learn how to breastfeed and look after their new babies. 
4. The Committee asked who would invite the mothers to participate. The Researcher(s) stated the nurses. 
5. The Committee queried whether there is any selection bias in babies selected from this house. The Committee and The Researcher(s) debated this point and concluded that because the mothers are there for social reasons rather than medical reasons it will not create a bias in study results. 


Summary of ethical issues (outstanding)

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

6. Please provide an additional peer review. The Researcher(s) responded that peer review has taken place and that they will ask the Hospital to provide peer review comments. The Committee noted this would be sufficient provided it demonstrated evidence of favourable peer review. 

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

7. The Committee requested a substantial re-write of the Participant Information Sheet and strongly suggested referring to the HDEC template Participant Information Sheet for guidance, as well as the informed consent checklist. Both can be found at http://ethics.health.govt.nz/ 
8. The Committee noted the lack of a Māori tissue statement. 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.”

Decision 

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

· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).
· Please provide evidence of favourable independent peer review of the study protocol (Ethical Guidelines for Intervention Studies Appendix 1).

This following information will be reviewed, and a final decision made on the application, by Dr Mathew Zacharias and Mrs Raewyn Idoine. 



	 4  
	Ethics ref:  
	16/STH/243 

	 
	Title: 
	A study to evaluate safety and efficacy of PTG-100 in patients with moderate to severe ulcerative colitis 

	 
	Principal Investigator: 
	Assoc Prof Michael Schultz 

	 
	Sponsor: 
	Covance New Zealand Limited 

	 
	Clock Start Date: 
	16 January 2017 


 
Assoc Prof Michael Schultz 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 find out about the safety and efficacy of PTG-100 for the treatment of moderate to severe active ulcerative colitis (UC). 
2. The study drug can specifically block a key protein found on the surface of lymphocytes (a type of white blood cell) and thereby has the potential to decrease the gut inflammation that causes the symptoms of UC.
3. Current treatments for this disease may not be fully effective, have unacceptable side effects, or cannot be used long-term as they suppress the immune system and may increase the risk of serious infection or cancer.

Summary of ethical issues (outstanding)

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

4. Please clarify whether this study induces remission. 
5. Please clarify whether it is correct that there will be continued access to study drug after the study. This is stated in the application (F.3.1).  
6. Is discontinuation of current medication required? Please clarify for the Committee and if it is required make this clear in the Participant Information Sheet. 

The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
. 
7. Page 2 ‘favourable opinions’ – please remove this statement.
8. Page 1 ‘called an informed consent form’ this is incorrect, it is called a Participant Information Sheet. In any event, there is no need to explain what the form is called. Please remove this statement. 
9. Page 1 – ‘this document’ repeated 4 times. Please revise for repetition.  
10. Please list side effects with quantified risks, preferably with percentages.  Also review for language used and ensure the language is lay. 
11. Page 4 – review to ensure physical medical exam is not repeated and explain what is involved in one. 
12. The Committee noted that future unspecified research must be in a separate document as participation is optional. Please create a separate Participant Information Sheet for future unspecified research that contains all requirements set out in the Ministry of Health Guidelines for Consent for Future Unspecified Research 2008. 
13. The Committee requested the applicant did not submit marked up changes in future. 
14. Remove Americanisms. 
15. Reference Health and Disability Ethics Committee rather than health disability committee.
16. Ensure compensation and reimbursement is clear for participants. 
17. Separate out Maori health contact details from HDC advocacy team as the HDC does not provide this service.
18. The Committee noted the lack of a Māori tissue statement. 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.”
19. Page 9 – add frequency of events.

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).

This following information will be reviewed, and a final decision made on the application, by Mrs Raewyn Idoine and Dr Nicola Swain. 



	 5  
	Ethics ref:  
	16/STH/245 

	 
	Title: 
	Dabi 110 Study 

	 
	Principal Investigator: 
	Dr  Eileen  Merriman 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	16 January 2017 


 
Dr Eileen Merriman 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. Full dose anticoagulation therapy is standard of care for proximal vein deep vein thrombosis (DVT) and pulmonary embolism (PE). Dabigatran, an oral anticoagulant, was shown to be non-inferior to warfarin in the venous thromboembolism (VTE) treatment trials at a dose of 150mg BD. 
2. The 150mg BD dose is the only dose approved for VTE treatment. Studies of other oral anticoagulants, such as apixaban, have shown the dose can be reduced after an initial treatment period of 3-12 months of full dose anticoagulation, with no increase in recurrent VTE. 
3. The Researchers propose that the 110mg BD dose of dabigatran, after an initial period of 3-12 months anticoagulation for proximal DVT and PE, will be associated with low rates of VTE recurrence (less than or equal to 2%, and reduced rates of bleeding.
4. Three District Health Boards will take part with 150 participants.

Summary of ethical issues (outstanding)

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

5. The Committee noted the safety monitoring was internal. Please provide more detail on the monitoring arrangements. The Researcher(s) explained that once 100 participants had completed 1 year follow up they would conduct a complete snap interim analysis. The thresholds were if there were up to 6 events out of 100 the study would be stopped. 
6. The Committee asked about more real-time monitoring, for example what about participant number three? The Researcher(s) stated that event occurrence would be notified to the Co-ordinating Investigator. If a pattern or a concern was identified this would be monitored and addressed.  The Committee noted the response but felt that this study warranted an external data safety monitoring committee. Please establish one and let HDEC know composition and monitoring plan.
7. The Researcher(s) stated peer review was coming but that the reviewer was currently overseas.
8. The Committee asked for clarification around the comparator arm. The Researcher(s) stated there was another study that generated compatible data but acknowledged this is not a randomised trial.
9. The Committee asked whether the reduced dose may increase risk for some participants, for instance those who have DVT. The Researcher(s) stated other studies (published) showed no rates of recurrence in that group (and was half the dose). This study has a higher dose than the published studies. 	


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

10. The Committee requested the Participant Information Sheet is entirely re-written. The Committee has provided some examples for guidance. 
11 Page 1 of Participant Information Sheet – this whole first paragraph has been written for a haematologist, not a participant. Please revise.
17. Page 2 regarding the aim of the study is very wordy and unclear. Please revise.
18. Visit one – screening visit starts with bullet points, no need for an introduction. 
19. D-dimer – explain jargon. 
20. Remove bigger smaller signs – use 1 in 100 supported by less than or in between etc. 
21. Explain what a catheter is.
22. The Committee noted the lack of a Māori tissue statement. 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.”
23. Consent form is for wrong study. 
24. Remove interpreter statement unless it is actually provided. 
25. The Committee stated even if there is a possible risk for DVT as the dose is lower this should be included.
26. Add alternative to participation – to continue with 150 mg dose. Currently just states not to receive treatment.
27. Please remove promotional statements, for example the likely lower risk for bleeding – as this is what the study aims to show. 
28. Guidelines of Australia – remove and make relevant for New Zealand. 
29. Re-write instructions for taking the drug twice a day – i.e. when this is, one in morning and then another 8 hours later. 

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 details of the Data Safety Monitoring Committee’s composition and monitoring plan (Ethical Guidelines for Intervention Studies para 6.50).
· Please provide evidence of favourable independent peer review of the study protocol (Ethical Guidelines for Intervention Studies Appendix 1).

This following information will be reviewed, and a final decision made on the application, by Dr Raewyn Idoine. 



	 6  
	Ethics ref:  
	16/STH/247

	 
	Title: 
	Assessing the safety of co-administering medication and blood components 

	 
	Principal Investigator: 
	Dr Nicole  Chien 

	 
	Sponsor: 
	New Zealand Blood Service 

	 
	Clock Start Date: 
	16 January 2017 


 
Dr James Le Fevrve and Dr Richard Charlewood 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. The Committee noted the response to the decline from the Northern A HDEC. The Committee noted most of the ethical concerns had been addressed. 
2. The Committee noted importance of research and explained the outstanding ethical issue related to the informed consent for the expired blood sample group.
3. The Committee noted the importance of the research. 


Summary of ethical issues (resolved)

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

4. The Committee noted the peer review that had been submitted.

Summary of ethical issues (outstanding)

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

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

5. The Researcher(s) explained the rationale behind having 6 fresh samples and 6 expired samples and the current methods of consent and recruitment for each type of sample.
6. The Researcher(s) explained why the Participant Information Sheet for the fresh samples contained information that did not directly relate to the study – primarily due to reasons related to the processing of blood by the blood service. 
7. The Committee noted the consent process for the fresh samples was appropriate.
8. The Committee noted that the consent on the appendix provided for the expired blood was not alone enough to warrant use for this particular research project. Due to the numbers the Committee queried whether it was possible conduct an informed consent process with the donors of the expired blood samples. The Researcher(s) stated it was possible and queried whether they could send the documents out and seek consent on the phone. The Committee noted provided it was recorded in writing it would be acceptable. Please submit the phone script and Participant Information Sheet for the expired blood group.

Decision 

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

· Provide details on what processes are in place to accommodate recruitment (Ethical Guidelines for Intervention Studies para 6.2).
· Explain how informed consent occurs for both sample groups. (Ethical Guidelines for Intervention Studies para 6.22).

This following information will be reviewed, and a final decision made on the application, by Mrs Raewyn Idoine. 



	 7  
	Ethics ref:  
	16/STH/249 

	 
	Title: 
	av-Guardian Vascular Access System 

	 
	Principal Investigator: 
	Mr Thodur Vasudevan 

	 
	Sponsor: 
	Advent Access Pte Ltd 

	 
	Clock Start Date: 
	16 January 2017 


 
Mrs Eileen Bisley, Dr Than and Mrs Stephanie Pollard, Mrs Yvonne representative from Advent Access 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 the study is to assess the safety and performance of the av-Guardian Vascular access system, which comprises of the av-Guardian implant, and 3 accessories. 
2. The av-Guardian implant is a small titanium metal device that is placed in the subcutaneous tissue, just under the skin and above the fistula. The av-Guardian is designed to aid in a repeatable and reliable vascular access to the AVF (Arterio-venous fistula) for patients undergoing chronic hemodialysis, using a constant site method of needle insertion. 

Summary of ethical issues (resolved)

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

3. The Researcher(s) clarified that the area the access system is implanted is in the forearm. 
4. The Committee queried whether if device failed it would cause problems for participants receiving standard care. The Researcher(s) explained that this is taken into account, and that the device is implanted above AVS. If there is an issue they can remove device, we have done this in animals studies, without injuring the fistula. 
5. The Researcher(s) noted another option if device does not work is that it can safely be left in the body. The Researcher(s) ensure there is another site for AVF access before putting device in the chosen location.  
6. The Committee asked about trial progress to date and whether animal trials and first in man implantation had already occurred. The Researcher(s) stated confirmed there had been animal studies. With regards to this application it is a first in man study, however there are already two sites running in Singapore. The Researcher(s) stated four patients have been implanted. Two completed two are ongoing. Of the two who have completed the trial the device has shown to be safe in these patients and they are continuing to use the device post trial. 

Summary of ethical issues (outstanding)

7. Please provide more peer review, taking into account the features of peer review from the HDEC peer review template found at http://ethics.health.govt.nz/ 
8. The Committee queried why long-term follow up is an option. The Researcher(s) noted that the data is more or less about consumer feedback rather than ‘part of the study’ or safety related, but would justify this in the response to the Committee.

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

9. The Committee suggested using HDEC template for Participant Information Sheet revision. 
10. Section 4 – revise for lay language. 
11. The Committee requested study length is added and how long people will be involved for. 
12. Suggest remove heading – only have it on first page. Takes up a lot of space.
13. The Committee noted the study is to assess safety and performance – currently predetermines effectiveness. Please revise. 
14. Don’t use advent access (sponsor name) all the way through. You may refer to ‘the sponsor’ after the first explanation.  
15. The Committee commended the table for summarised side effects. Could the researchers please add frequencies (what is meant by uncommon for instance).
16. Add ‘there may be no benefit’ upfront. Currently misleading. 
17. Clarify what opt out means in terms of the device, does it stay in, is it removed etc.  
18. New Zealand spelling rather than American.

Decision 


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

· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).
· Please provide evidence of favourable independent peer review of the study protocol (Ethical Guidelines for Intervention Studies Appendix 1).

This following information will be reviewed, and a final decision made on the application, by Mrs Raewyn Idoine. 



	 8  
	Ethics ref:  
	16/STH/250 

	 
	Title: 
	Pilot TOPS study 

	 
	Principal Investigator: 
	Dr Kelly Jones 

	 
	Sponsor: 
	Auckland University of Technology 

	 
	Clock Start Date: 
	16 January 2017 


 
Dr Kelly Jones was present by teleconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of ethical issues (outstanding)

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

1. The Committee noted if participants aged 16 to 18 are to participate they must be competent enough to give their own consent. Under New Zealand law no one can consent to participate in research on behalf of an adult. The Committee therefore will accept an amended protocol that limits participants to 15 year olds and any older participants who can provide their own informed consent. 
2. The Committee thanked the researchers for the range of participant information sheets and assent forms, but requested a consent form in event that younger children can consent for themselves. 
3. The Committee requested that the peer reviewer confirms they have no conflict of interest. 
4. The Committee noted the need to ask for permission for researchers to speak with teachers and requested more information on how this works.
5. Parents questionnaires all pages numbers at page 23. Please revise.
6. The Committee noted there are missing questions on the child executive functions – starts at 14. Please review and submit complete questionnaires. 
7. The Committee was not sure about whether consent and completion of questionnaires of child and parent were completed together noting the results will be different depending on whether child or parent was in the room when completing the questionnaires. Please provide more detail on this aspect.

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

8. Consider adding more information about what TOPS is (an online problem solving application) and what completing TOPs involves.  
9. Add time required to complete the TOPS programme, perhaps by each session.  
10. You / my child / your child – please revise as inconsistent use throughout the participant information sheets. 
11. Add headers and footers. 
12. The Committee noted a discrepancy between the application and the participant information regarding reimbursement – ethics form states $40 per visit – participant information sheet states $20 per visit. Please amend for consistency. 

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).
· The Committee notes that proxy consent for adults is only legally acceptable in cases where the medical experiment would save the person’s life or prevent serious damage to the person’s health. This condition is not met by this study, therefore participants from 16 years and older must consent for themselves.  Please amend the protocol to outline this change. See the Health and Disability Commission Code of Rights for more information.

This following information will be reviewed, and a final decision made on the application, by Dr Sarah Gunningham. 



	 9  
	Ethics ref:  
	16/STH/251 

	 
	Title: 
	Outcomes of Patients Managed in New Zealand Blood and Cancer Centres 

	 
	Principal Investigator: 
	Associate Professor Michael Jameson 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	12 January 2017 


 
Associate 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.

Decision 

This application was approved by consensus.
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	Ethics ref:  
	16/STH/252 

	 
	Title: 
	The NEO trial 

	 
	Principal Investigator: 
	Dr Michelle Wilson 

	 
	Sponsor: 
	Princess Margaret Cancer Centre  

	 
	Clock Start Date: 
	12 January 2017 


 
Dr Michelle Wilson and Mrs Beth Caldwell 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.

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

1. Bold ‘you must not become pregnant’ for impact. 
2. Add lay language study title.

Decision 

This application was approved by consensus.
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	Ethics ref:  
	16/STH/254 

	 
	Title: 
	Assessing early immune cell inflammatory responses in healthy volunteers 

	 
	Principal Investigator: 
	Mr Carl Beyers 

	 
	Sponsor: 
	Victoria University of Wellington 

	 
	Clock Start Date: 
	12 January 2017 


 
Mr Carl Beyers and Anne La Flamme were present by teleconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of ethical issues (outstanding)

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

1. Please provide details on the peer review, for example who was involved and what was required. Provide detail on who was on the reviewing board.

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

2. Please reverse two paragraphs for study summary. 
3. The Committee noted study was not well explained – jargon, complex language. Revise and explain the study simply and clearly, in lay language. 
4. Please remove information explaining that participants are recruited from advertisements. This is not relevant for participants.  
5. The Committee noted there is no need to state that participation won’t impact current care as these are healthy participants.  
6. MPI regulations – participants will not know what this entails. Please clarify for participants if this is relevant.  
7. Explain what a phlebotomist is and generally revise the document for technical language. 
8. The Committee noted the lack of a Māori tissue statement. 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.”
9. Add detail about where the blood will be stored or analysed. 
10. Add page numbers, headers. 
11. Why do samples require identifiers? Is there an intent to re-contact participants? Could this information be collected without any identifiers? Just a study number? 
12. Interpreter box – remove unless all options are available for participants.  
13. Remove statement ‘I know who to contact about side effects’.
14. Amend ‘during the process’ to ‘during disposal’ regarding karakia. 
15. Change ‘a short appointments’ to singular as it is only one appointment. 

Decision 

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

· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).
· Please provide evidence of favourable independent peer review of the study protocol (Ethical Guidelines for Intervention Studies Appendix 1).

This following information will be reviewed, and a final decision made on the application, by Mrs Raewyn Idoine and Dr Sarah Gunningham.  




Substantial amendments


	1  
	Ethics ref:  
	16/STH/104/AM01 

	 
	Title: 
	Ketamine therapy among patients with treatment-res 

	 
	Principal Investigator: 
	Professor Paul Glue 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	11 November 2016 


 
Professor Paul Glue and Professor Loo were present by teleconference 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 require addressing by the Researcher are as follows.

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

1. The Committee noted that the amendment before them had been declined at the 13 December 2016 HDEC meeting. 
2. The Researcher(s) explained that this is a multicentre site with 7 sites Australia with 1 in New Zealand.
3. The Researcher(s) noted the documents that were submitted to the Committee. The Researcher(s) explained that the documents outline why blinding, and specifically the active comparator arm, are the main issue with prior research with ketamine, hence the importance of maintaining the blind. 
4. The Researcher(s) explained that saline had been used in prior studies but this was not a high quality-blinding agent.
5. The Researcher(s) explained that prior studies have supported the view that the side effects from these drugs is subjectively variable. 
6. The Researcher(s) noted the differences of the side effects between the two drugs.
7. The Researcher(s) noted the importance and impact on a successful blind had a strong correlation between information people are given at the start of the trial.
8. The Researcher(s) acknowledged that the two study drugs have different side effects. 
9. The Committee noted that the ethical issue is about withholding information about an active drug in a trial, and not explaining what the side effects for each drug is. The Committee noted the participants can’t be told they have similar effects – as it has been stated that they are not similar. This is deception and it currently remains unjustified. 
10. The Committee noted the ethical issue is about informing participants and less about the justification of the need for an active comparator. The Committee accepted the scientific justification regarding why an active placebo was needed but was not satisfied about how it was being managed with regards to informed consent 
11. The Researcher(s) noted the Participant Information Sheet has all side effects of the drugs. The Committee stated does it name both drugs? The Researcher(s) stated no, it states ketamine, comparator drug, all potential side effects. 
12. The Committee noted the current wording was not accurate. The Researcher(s) asked for alternate wording. The Researcher(s) asked whether a statement that said that the active comparator ‘produces psychotropic effects like X Y and Z’. 
13. The Committee noted not naming an active drug does not sit well in terms of disclosure of information. The Researcher(s) stated they would also prefer not to mention ketamine due to potential participants often seeking ketamine as a treatment. The Committee noted the fact that participants are self-selecting to participate to seek ketamine is concerning. 
14. The Committee expressed concern about the recruitment bias involved with the underlining desire for ketamine. 
15. The Committee queried whether it was possible to either blind both study drugs or name both study drugs, while providing full details of the side effects. 
16. The Committee noted the importance of unbiased studies, including taking into account who is being recruited and their motives for participation. This should be addressed. 
17. The Committee noted the researchers are well known for studies on ketamine which means participants seek their studies out. 
18. The Committee rejected the current wording of Participant Information Sheet, noting it was not acceptable because the drug side effects are not similar, as stated by researchers.
19. The Committee noted the National Ethics Advisory Committee Guidelines require a justification based on ethics not on scientific justification for concealment. 

Decision 

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

· Investigators are responsible for designing and conducting studies to maximise the validity and quality of participants’ informed consent. Ethics committees are responsible for checking that proposed study information sheets and consent forms enhance informed consent of this nature. (Ethical Guidelines for Intervention Studies para 6.13)

· Information should explain the study, including the purpose and practical significance of the use of blinding. Information should outline foreseeable risks, side-effects and discomforts. (Ethical Guidelines for Intervention Studies para 6.22)

· The Committee noted their concern with the scientific quality of the study if participants were self-selecting. Explain how scientific integrity is maintained due to this feature of the recruitment context. (Ethical Guidelines for Intervention Studies para 5.5)

· When an investigator believes deception or concealment is scientifically justified, the following criteria apply. (Ethical Guidelines for Intervention Studies para 6.31)

· There are no suitable alternative methods.
· Participants are not exposed to increased risk of harm.
· The extent of deception or concealment is defined in the study protocol.
· Adequate and prompt disclosure is made, and debriefing is provided, as soon as appropriate and practicable.
· Participants are entitled to require the withdrawal of study data that were obtained from them without their knowledge or consent.
· The deception or concealment will not compromise the relationship between the community and the investigators or research.
· The investigator justifies the deception or concealment to an ethics committee.

General business

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

2. The Committee queried whether their Committee could start at 11am. The Chairperson stated they would check with the Secretariat and the absent Committee members. 

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

	Meeting date:
	14 February 2017, 08:00 AM

	Meeting venue:
	Sudima Hotel, Christchurch Airport, 550 Memorial Drive, Christchurch



	The following members tendered apologies for this meeting.

· Mathew Zacharias would be overseas for the next two HDEC meetings.

4. 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 at 4.00pm
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