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		Minutes





	Committee:
	Northern A Health and Disability Ethics Committee

	Meeting date:
	12 December 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 21 November 2017

	1.30pm
	New applications (see over for details)

	
	 i 17/NTA/248
  ii 17/NTA/250
  iii 17/NTA/251
  iv 17/NTA/253
  v 17/NTA/254
  vi 17/NTA/255
  vii 17/NTA/256
  viii 17/NTA/257
  ix 17/NTA/258
  x 17/NTA/260
  xi 17/NTA/261
  xii 17/NTA/262

	
	Substantial amendments (see over for details)

	
	 i NTX/11/11/102/AM22

	6.00pm
	General business:
· Noting section of agenda

	6.05pm
	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 
	Apologies 

	Dr Nicola Swain 
	Non-Lay Co Opt STH
	Non-Lay Co Opt STH
	Non-Lay Co Opt STH
	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 1.00pm and welcomed Committee members, noting that apologies had been received from Dr Kate Parker.

The Chair noted it would be necessary to co-opt members of other HDECs in accordance with the SOPs.  Dr Nicola Swain 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 21 November 2017 were confirmed.


New applications 

	 1  
	Ethics ref:  
	17/NTA/248 

	 
	Title: 
	Testicular cancer in New Zealand study 

	 
	Principal Investigator: 
	Dr Jason Gurney 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	17 November 2017 


 
Dr Jason Gurney was present by teleconference 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.

Dr Catherine Jackson declared a potential conflict of interest, and the Committee decided to have Dr Jackson stay in the room but not participate in discussion or decision of the application. 

Summary of Study

1. Testicular cancer (TC) is 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. 
2. 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.
3. The Committee noted this is a response to a previously declined application. The Committee thanked the applicant for their thorough response. The Committee noted nearly all of the outstanding ethical issues from the prior decline were adequately addressed. 

Summary of ethical issues (resolved)

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

4. The Committee asked whether the genotyping data is planned to be used for future, related, research. The Researcher(s) confirmed that they did want to use this data for TC research. The Committee noted this is extended consent, so it is not for any future research, but for TC research. This should be clear to participants so they understand that the data will continue to be used. The Researcher(s) explained the scientific rationale for keeping the data. The Researcher(s) confirmed they would seek further ethics review for use of data that was not covered in the current protocol. 

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

5. Please add that any genetic results or incidental findings will not be returned, due to early de-identification of the data prior to analyses.  
6. Please use the wording from the Health Information Privacy Code regarding publication identifiability, to reflect the reality of data confidentiality; “‘will not be published in a form that could reasonably be expected to identify you”.  
7. The Committee noted data can only be withdrawn prior to de-identification, and since this happens fairly quickly, this is a short window. Participants should know at the time of consent that their data will be unable to be withdrawn once it is de-identified. 
8. The Committee asked about the future research re-consent box on the consent form. The Researcher(s) confirmed it was to allow participants to opt in to be contacted for future TC research. The Committee requested that some information about this is added in the participant information sheet under the ‘what happens after the study’ sub-heading.
9. Please remove yes/no boxes that are not truly optional. 
10. Regarding the consent to approach mothers of participants, please add some information around this process to the participant information sheet as it is only in the consent form at the moment. The Committee suggested it is added to procedures section. 

Decision 

This application was approved by consensus with non-standard conditions. 


	 2  
	Ethics ref:  
	17/NTA/250 

	 
	Title: 
	TWIST: Time to Walking Independently after STroke 

	 
	Principal Investigator: 
	Associate Professor Cathy Stinear 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	30 November 2017 


 
Ms Cathy Stinear and Co-investigator Marie-Claire Smith 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. The Researcher(s) explained that walking is the most common rehabilitation goal after stroke. However, clinicians correctly predict the time taken to recover walking for less than half of patients. The Researcher(s) have recently found that 3 simple clinical assessments might predict, with > 90% accuracy, the week post-stroke by which a patient will walk independently (the TWIST algorithm). 
2. This information could be useful for clinical teams as they plan rehabilitation and the discharge destination for each patient. It could also be useful for patients and their families as they make arrangements for looking after their loved one at home after stroke. The Researcher(s) explained this information is not currently used in practice.
3. This project will validate the TWIST algorithm in a larger and more heterogeneous sample of patients, and compare its accuracy with clinical judgement.  Accurate predictions for individual patients will support realistic rehabilitation goal-setting and discharge planning for the thousands of New Zealanders who experience stroke each year.

Summary of ethical issues (resolved)

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

4. The Researcher(s) confirmed all potential participants have capacity for consent. 
5. The Committee asked for more information on how participants are determined to be able to provide consent. The Researcher(s) explained the various staff involved in the decision, adding it was not a single person involved in the determination. The Researcher(s) also explained that if required they wait for some level of recovery, which can result in regaining capacity. 
6. The Researcher(s) noted while this protocol does not include participants who could not consent, they raised the need to include this patient population in research, otherwise the algorithm would not be effective for them, noting the risks are very low and the benefits are for future people are substantial. The Committee and the Researcher(s) discussed non-consensual participation and agreed that there was a need to include these patients, and discussed the current ethical legal environment for such research. 
7. The Researcher(s) explained how other providers were looking to adopt the tool for their practice. The Researcher(s) and the Committee discussed if there were risks that the tool could be used negatively, in order to ration care or treatment. The Researcher(s) found that when the tool was used it was not used to ration care, rather it changed the goals for the person, leading to care plans being more realistic; however the amount of care or treatment was the same. The algorithm was designed to support this kind of supported decision making.  
8. The Researcher(s) explained how the algorithm was standard of care for some cases of stroke, for example with the upper limbs. This protocol assesses lower limbs and walking, which are in the validation stage. 
9. The Committee asked about the accuracy of the tool. The Researcher(s) explained that for upper limb it is 75% accurate and lower limb is 95% accurate.
10. The Researcher(s) explained the rationale behind why medications were not listed.
11. The Committee asked about researcher safety. The Researcher(s) explained their process and confirmed they have safety plans in place. 
12. The Committee noted that the researchers must also have a plan to manage incidental findings and should be upfront about what would happen if such findings are identified, for example suicidal ideation and the referral processes in place. 

Summary of ethical issues (outstanding)

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

13. The Committee noted the data collection from the therapist was data that formed part of the research. The Researcher(s) acknowledged this and discussed the relationships between the staff and the researchers. The Committee considered the nature of information and the relationships involved, and felt that due to the assessment, and role in the protocol, it would be beneficial to strengthen the process. Either the information could be inputted into patient notes with the understanding that it was part of the study, or they could inform them that their notes are used in the study, or a basic participant information sheet could be used by the therapists. The Committee noted the importance of staff members understanding that the data was for the study and was voluntary. 

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

14. Please review the documents and replace technical language with lay language. In particular, please revise the introduction of the participant information sheet. 
15. Repetition – please revise and remove any duplication. This would be assisted by looking at the HDEC template which may assist formatting and structure.
16. Please be clear what are research tests and what are part of usual care. 
17. Please strengthen data access and storage information, please view the HDEC template. 
18. Make it clear that there are home visits.
19. The Committee felt that the benefit for individuals was overstated, please make it clear that there is no benefit to the participants.  
20. The Committee suggested removing the three month period for data removal and instead make it clear that data that has been collected remains in the study, but if a participant withdraws no further data will be collected, and that any data already analysed was unable to be removed. 
21. The Committee asked about the screening log. The Researcher(s) explained that this data anonymous, no identifiers were collected. The Researcher(s) explained the scientific rationale for this. Please make the level of identification clear to those completing it. 
22. The Researcher(s) explained the follow up procedures. The Researcher(s) explained that it is low risk, and all participants can consent, though in some cases it may be necessary for someone to assist the actual delivery of answers. The Committee and the researchers discussed that this does not mean that the family member is a participant, or answering on behalf of the participant, rather it is a support role. This distinction should be clear in the participant information sheet.  

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

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



	 3  
	Ethics ref:  
	17/NTA/251 

	 
	Title: 
	Long term outcome in the EPO-TBI study 

	 
	Principal Investigator: 
	Ms Lynette Newby 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	30 November 2017 


 
Lynette Newby was present in person for discussion of this application.

Potential conflicts of interest

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

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

Summary of Study

1. Traumatic brain injury (TBI) can be a devastating and long term event for the individual, their family, society and the healthcare system.  There is no specific drug therapy to aid brain recovery. In 2010-2015 the EPO-TBI study enrolled 606 patients with moderate-severe traumatic brain injury, who received erythropoietin (EPO) or placebo up to 3 doses.  Participants, or their designated person, were interviewed at 6 months to ascertain functional outcome, using validated questionnaires.  The study results showed EPO did not improve recovery after TBI, but did show a small survival benefit. 
2. The Researcher(s) want to investigate if the survival benefit continues long term and determine the functional outcome and quality of life of those survivors.  
3. The questionnaires will be completed via a telephone interview, using the same validated questionnaires as the EPO-TBI study. Participants who withdrew or declined consent for the first interview will not be contacted/included. 
4. Regarding the initial contact, information and consent will be by the research nurse from the EPO-TBI study ICU (in New Zealand).  If a participant is interested, contact details would be sent to the Australian study team only after, and if, consent is given. The Australian assessor will conduct the interviews, explaining the scientific justification for having the same person conduct all of the interviews.  
5. The Researcher(s) explained that basic data for participants who have died is also part of the study. 
6. The Researcher(s) noted ethics approval has been received in Australia for the extended study. 

Summary of ethical issues (resolved)

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

7. The Committee asked about recruitment for the study, access to data, and how researchers will avoid contacting prior participants that had passed away. The Researcher(s) explained that New Zealand has a good patient management system that can be used to assess mortality. This is updated within 1-2 months. The Committee noted that the data quality was of a variable quality. The Researcher(s) explained that they would also contact a previous participant’s GP to ensure the participants were alive. The Researcher(s) explained that they would also Google to assist these searches. The Committee acknowledged there are many methods to try, and the Researcher(s) noted the risk remains that it is possible to miss a death, but that risk had been mitigated as much as possible. 
8. The Committee asked about competency for consent to participate in this follow up study. The Committee acknowledged that the prior study involved proxy consenting mechanisms, and noted that this was not an option for this study. The Researcher(s) explained they will seek consent from individuals, though with this patient population they may indicate their consent but not actually understand; as this is on the phone, if something does not sound right, even if they had already consented, they would ask to speak to their family member, and discuss with them to see whether the participant is giving free and informed consent. 
9. The Committee suggested that if something doesn’t seem quite ‘right’ the researchers should ask the participant if they are happy for them to speak to a family member.  If they are not, then the researchers will need to rethink what to do in these circumstances.
10. The researchers plan to ask questions over the phone by a person in Australia and expect three categories of participants:
· Participants who require no assistance to consent and answer the questions.  
· Participants who need some assistance from their ‘designated person’ in understanding and deciding about consent and answering questions 
· Participant shows level of competence is severely diminished in which case the researchers propose to ask the ‘designated person’ if the participant would have consented if they had been able to understand the information 
11. The Committee noted Right 7(4) of the Health and Disability Commission Code of Rights prevents the study approaching the third group for consent because the researchers make it clear that the follow-up study cannot be of personal benefit to the participants. Right 7(4) requires that the research be in the participant’s best interests. For group 2, it is possible for the researchers to ask a designated person to either answer the questions for the participant or to help the participant answer the questions provided that the level of competence of the participant is such that they understand what they are consenting to, ie, that someone else will either answer the questions or will help them to answer the questions. 
12. The Researcher(s) noted excluding the participants who are worse off is both negative scientifically, as well as in terms of access to research. The Committee noted this, and suggested mortality data could be collected about them to support the primary end point, as this is retrospective access to data without consent, which is able to be approved through the Health Information Privacy Code.  
13. The Committee discussed capacity as well as the prior study recruitment processes. The Researcher(s) confirmed participants had not consented for the follow up study, and explained the different types of consents given in the initial study. 
14. The Researcher(s) explained that there are 52 participants, and expected that it was likely that people could either consent themselves, consent and have support in answering the questions, or would have died (rather than lacking capacity to consent). 
15. The Committee noted that the study staff should have a two tiered approach prior to initiating contact whereby the first step is to check records to see if the participant consented to the prior study, and whether they are alive. 
16. The Researcher(s) acknowledged any dissent would be respected.
17. The Committee asked about harm or distress from being told they were in a study, if they did not recall. The Researcher(s) stated this is always a possibility, adding anecdotally, talking to patients in hospital, when contacted at 6 months for that study (any study, let alone one that occurred with varied consent) a fair number do not remember it at all. 
18. The Committee acknowledged this and asked whether there were any mitigation strategies, for example support. The Researcher(s) noted New Zealand researchers make the first contact so could manage such a situation. 
19. The Researcher(s) confirmed all participants would provide consent, with some engaging with 7(3) of the Code of Rights, relating to supported decision making. There will not be any proxy consent.  
20. The Researcher(s) confirmed there was no submission of data to ANZICU database. 


Summary of ethical issues (outstanding)

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

21. Please strengthen the procedures for incidental findings (emotional, mental health etc.) and add detail in the participant information sheet.
22. Add a form that researchers follow to document the consent process. 

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

23. The Committee noted participants must be informed that they do not have to answer all of the questions and can stop at any time. 
24. Please use the wording from the Health Information Privacy Code regarding publication identifiability, to reflect the reality of data confidentiality; “‘will not be published in a form that could reasonably be expected to identify you”.  
25. Please update the ACC information to be in line with the HDEC template wording.
26. The Committee queried the outcomes of the lancet paper, compared with the information from the protocol. The Researcher(s) explained that they had recently compared the information. The Committee requested the participant information sheet is revised as it overstates the results from the prior study. 
27. The Committee asked what happens if significant problems are raised during the interview, for example PTSD. The Researcher(s) explained that they have a doctor as a backup, but also as part of usual practice both encourage participants contact their healthcare provider, or seek consent to follow up or refer on their behalf. The Committee noted in some (extreme) cases mental health issues may require referral without consent. Please put information in the participant information sheet that outlines instances where referral would be made and what happens if incidental findings are identified.
28. Add how long study information is stored and in what form.
29. The Researcher(s) explained that the research log is kept in New Zealand and Australia. This includes contact details, but is kept separate from other health data. Please clarify this in the participant information sheet. 

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

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


	
 4  
	Ethics ref:  
	17/NTA/253 

	 
	Title: 
	The Cryterion Study 

	 
	Principal Investigator: 
	Dr Nigel Lever 

	 
	Sponsor: 
	Cryterion Medical, Inc. 

	 
	Clock Start Date: 
	30 November 2017 


 
Ms Jan Burd and Dr Nigel Lever 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.

Dr Christine Crooks declared a potential conflict of interest, and the Committee decided to allow Dr Crooks participate fully in the application. 

Summary of Study

1. The Researcher(s) explained that atrial fibrillation (AF) is a common arrhythmia that is characterized by chaotic contraction of the atrium. Symptoms can include light-headedness, chest palpitations, shortness of breath, fatigue, and exercise intolerance.  There is also a risk of thrombus formation in the heart, increasing the risk of systemic embolic events, including stroke. 
2. There are a number of different causes for AF. In some patients AF is triggered by a rapidly firing focus in the heart's electrical system. This can be treated with a localized catheter ablation procedure targeting the pulmonary veins and back wall of the left atrium. Ablation involves applying an energy source to the abnormally firing electrical pathway in order to disrupt it and stop the AF. Radiofrequency (heat) ablation remains the energy source of choice for ablation. However cryotherapy (cold) ablation is being increasingly used. There is currently one commercially available device for performing cryoablation for AF.
3. The study sponsor, Cryterion Medical Inc., has developed the Cryterion Cardiac Cryoablation System. The System is designed to thermally ablate cardiac tissue and represents a relatively innovative approach by utilising balloon technology. It is thought that the design of the Cryterion Cardiac Cryoablation System may simplify the AF ablation procedure and may increase its effectiveness.
4. This is a First-In-Man study that will assess the safety and performance of the Cryterion Cardiac Cryoablation System. Up to 30 participants will be involved in the study at up to three clinical sites outside of the US. Enrolment is anticipated to take 3-5 months. Participants will be followed up at discharge and at 30 days post procedure.

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 how standard of care is chosen, explaining that about one out of four or five potential participants will need a second procedure because the first ablation has been unsuccessful, and second procedure will always be RF because cryo was always the first procedure. 
6. The Researcher(s) stated they did not perceive a conflict of interest between the research and the treatment being offered.   
7. The Researcher(s) explained how the study was brought to New Zealand and the relationships between the sponsor, the researchers and the other devices on market. 
8. The Researcher(s) stated there were unaware of any patent issues. 
9. The Committee asked about the large number of New Zealand participants. The Researcher(s) explained they want New Zealand to be part of the larger trial, and to run the pre-trial here addresses clinician confidence, input into design etc. 
10. The Committee asked about data safety monitoring or a monitoring board. The Researcher(s) explained they planned a staggered enrolment process. The Committee noted a progress report – after 2-5 participants – should be submitted, that contains safety data. The Researcher(s) agreed to this.

Summary of ethical issues (outstanding)

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

11. The Committee asked about the independence of the peer review. The Researcher(s) explained that the reviewer is very qualified, however they did have some level of involvement in the device. The Committee asked for another local (New Zealand), independent review. 

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

12. Provide more information on data collected, that it will be used for future research related to developing device etc. This can be next to the section on publication. 
13. The Researcher(s) explained that this device has some important differences from the one(s) on the market, for example it targets a different area of atrium and aims to avoid complications from the current device. This device has a more compliant balloon, able to access different places, however there is no evidence to indicate if longer term this new design makes any clinical difference, adding that this study will hopefully be followed by a much larger RCT. 
14. The Committee requested that the explanation provided to the Committee by the researcher is incorporated into the introduction of the participant information sheet – the current wording does not adequately explain how this device is different. The language should convey the information on the device, and why this device is of interest i.e. technique of intervention is the same but the device has different specifications. 
15. On a similar note, the current wording in the introduction is confusing as it states the device has never been tested – it should be clear that it is similar to another device that has been widely used. 
16. The Committee asked for more information around what happens if something goes wrong during the procedure. The Researcher(s) explained with the current standard device if, during the procedure (surgery), it is found to be not effective they would try again, after failing a second time they then come back another day to use different device. In some cases where the problem is easily identifiable then within same session (surgery) they would try again with a different device. The Researcher(s) noted it depends on patient anatomy and also on what the problem is. 
17. Please add more information in the participant information sheet to explain what happens when something goes wrong, for instance if does not work we will do X Y and Z. The Researcher(s) clarified if this device does not work first time, would swap to the standard device.
18. The Committee asked about stents, citing the language in the participant information sheet. The Researcher(s) stated would remove this information, citing it as an error. 
19. The Committee asked whether having sponsor representatives in the operation room was optional. The Researcher(s) stated this is standard, clarifying they are not necessarily clinical staff, but it was important to have them as they know the device well.  Please add to consent form but not as an option.
Decision 

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

· Please provide evidence of favourable independent peer review of the study protocol (Ethical Guidelines for Intervention Studies Appendix 1).
· 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 Dr Nicola Swain and Ms Rochelle Style



	 5  
	Ethics ref:  
	17/NTA/254 

	 
	Title: 
	EVOLVE 48 Study  

	 
	Principal Investigator: 
	Dr Seif El-Jack 

	 
	Sponsor: 
	Boston Scientific Corporation    

	 
	Clock Start Date: 
	30 November 2017 


 
Hector Gonzales was present in person for discussion of this application.

Potential conflicts of interest

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

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

Summary of Study

1. Safety and efficacy of the SYNERGY Stent System has been demonstrated in the EVOLVE Clinical Program. 
2. The SYNERGY stent has unique characteristics, and is designed to complete resorption of the polymer shortly following the drug elution at 90 days. 
3. The EVOLVE 48 trial is designed to assess the safety and effectiveness of the SYNERGY 48 mm Coronary Stent System for the treatment of subjects with atherosclerotic lesion(s) > 34 mm and ≤ 44 mm in length (by visual estimate) in native coronary arteries ≥2.5 mm to ≤4.0 mm in diameter (by visual estimate). 
4. Sites outside the United States (US) are being included in this protocol to collect additional 48 mm data to support future FDA approval. This is also an opportunity to collect EU post-market safety and performance data for the current CE Marked 48 mm device.

Summary of ethical issues (outstanding)

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

5. The Committee noted that insurance provided must be available at equivalent levels to ACC, and must be accessible. Please review chapter 8 of the National Ethics Advisory Committee Ethical guidelines for Intervention Studies and respond to the Committee confirming those ethical standards are met. 

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

6. The Committee noted that the purpose of the study was not clear in the participant information sheet and requested it was clarified, for example that the device has been used before but this study looks at a different aspect of its use. 
7. The Committee asked about the availability of the device in New Zealand. The Researcher(s) confirmed it is approved for use in New Zealand and is in use in Europe. This project is for post marketing registration. FDA approval has been granted for the shorter stent, but not for longer stent, the subject of this study.  
8. Add lay language title.
9. Revise and remove jargon. 
10. Withdrawal statement – make it clear that participants can’t remove the device once it is in place, and make it clear what withdrawal means at each stage of participation with regards to data, for example that data cannot be withdrawn once it is analysed. 
11. Please see the HDEC template participant information sheet for ACC wording.
12. Please remove any mention of giving up legal rights as part of participation, this is not applicable in New Zealand. 
13. The Committee noted withdrawal can be verbal and does not need to be in writing. 
14. The Committee discussed the identifiability of the ultrasounds and angiograms. The Researcher(s) stated it was impossible to de-identify them, and they had tried in previous trials but it did not work. The Committee noted with very clear information this was permissible, provided participants explicitly consent to it. Please explain what data will be identifiable, who it will be accessible to, for how long and have information in the participant information sheet as well as a tick box on the consent form. 
15. Add a statement about data laws overseas being different to New Zealand in the confidentiality section. 
16. Please use language that New Zealand audiences understand, for example language about vouchers. 

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 submit evidence of sponsor insurance. (Ethical Guidelines for Intervention Studies para 8.4).

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



	 6  
	Ethics ref:  
	17/NTA/255 

	 
	Title: 
	Comparison of the blood levels of two forms of ferrous sulfate/sodium ascorbate in healthy male volunteers under fasting conditions with diet control 

	 
	Principal Investigator: 
	Dr Noelyn Hung 

	 
	Sponsor: 
	Generic Partners Pty Ltd 

	 
	Clock Start Date: 
	30 November 2017 


 
Dr Tak Hung and Ms Linda Folland 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 objective of this study is to evaluate the rate and extent of absorption of the test formulation, a 325 mg ferrous sulfate/562.4 mg sodium ascorbate modified release tablet (Neo Health, Australia) relative to that of the reference formulation, 325 mg/562.4 mg Ferrograd C® modified release tablet (Abbott*, Australia) following oral administration of a single dose to healthy male subjects under fasting conditions with diet control. Males only are used in this study due to iron level fluctuations in women particularly around menstruation.
2. For a period of 4 days prior to each study period, subjects' food intake will be controlled with a diet low in iron and fat.  All meals will be reviewed for nutritional balance (using appropriate levels of protein, fat and carbohydrate) and will be provided to each subject to consume at home. Because we are measuring iron in serum after an iron tablet is taken, diet control is required to stabilise levels before dosing. 
3. Subjects will be housed at the Zenith Clinical Site for 12 hours prior to dosing until 24 hours after dosing in each of the two study periods.  The blood sample at 36 hours will be collected by venepuncture at Zenith Technology.
4. During the two treatment periods, each subject will receive a single dose of either formulation according to the dosing schedule. Subjects will receive one dose of the test formulation and one dose of the Reference formulation following an overnight fast of 10 hours. There will be at least 1 week washout between each dosing period.
5. Blood samples will be collected at baseline (prior to dosing at -2.0 hours,-0.5 hours and 0 hours) and at specified times up to 36 hours after dosing. Serum will be assayed for total iron by using a Colorimetric method. The single-dose safety and tolerability of the formulations will also be assessed.  

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 for excluding females. The Researcher(s) explained the scientific rationale behind the exclusion. The Committee accepted this justification. 


Summary of ethical issues (outstanding)

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

7. The Committee asked about the end of the compensation clause. Please remove the two limiting statements from the compensation clause, and ensure compensation is in line with ACC, as per chapter 8 of the National Ethics Advisory Committee Guidelines for Intervention Studies. 

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

8. The Committee noted the participant information sheet states unused blood can be returned, on consent form states it will be destroyed – please align these statements.

Decision 

This application was approved with non-standard conditions by consensus.
 

	 7  
	Ethics ref:  
	17/NTA/256 

	 
	Title: 
	Comparison of the blood levels of two forms of ferrous sulfate/folic acid in healthy male volunteers under fasting conditions with diet control 

	 
	Principal Investigator: 
	Dr Noelyn Hung 

	 
	Sponsor: 
	Generic Partners Pty Ltd 

	 
	Clock Start Date: 
	30 November 2017 


 
Dr Tak Hung and Ms Linda Folland 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 objective of this study is to evaluate the rate and extent of absorption of the test formulation, a 250 mg ferrous sulfate/300 mcg folic acid modified release tablet (Neo Health, Australia) relative to that of the reference formulation, 250 mg/300 mcg Ferro-grad F® modified release tablet (Abbott*, Australia) following oral administration of a single dose to healthy male subjects under fasting conditions with diet control. Males only are used in this study due to iron level fluctuations in women particularly around menstruation.
2. For a period of 4 days prior to each study period, subjects' food intake will be controlled with a diet low in iron and fat.  All meals will be reviewed for nutritional balance (using appropriate levels of protein, fat and carbohydrate) and will be provided to each subject to consume at home. Because we are measuring iron in serum after an iron tablet is taken, diet control is required to stabilise levels before dosing. 
3. Subjects will be housed at the Zenith Clinical Site for 12 hours prior to dosing until 24 hours after dosing in each of the two study periods.  The blood sample at 36 hours will be collected by venepuncture at Zenith Technology.
4. During the two treatment periods, each subject will receive a single dose of either formulation according to the dosing schedule. Subjects will receive one dose of the test formulation and one dose of the Reference formulation following an overnight fast of 10 hours. There will be at least 1 week washout between each dosing period.
5. Blood samples will be collected at baseline (prior to dosing at -2.0 hours,-0.5 hours and 0 hours) and at specified times up to 36 hours after dosing. Serum will be assayed for total iron by using a Colorimetric method. The single-dose safety and tolerability of the formulations will also be assessed.  

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 for excluding females. The Researcher(s) explained the scientific rationale behind the exclusion. The Committee accepted this justification. 


Summary of ethical issues (outstanding)

[bookmark: _GoBack]The main ethical issues considered by the Committee and which require addressing by the Researcher are as follows.

7. The Committee asked about the end of the compensation clause. Please remove the two limiting statements from the compensation clause, and ensure compensation is in line with ACC, as per chapter 8 of the National Ethics Advisory Committee Guidelines for Intervention Studies. 

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

8. The Committee noted the participant information sheet states unused blood can be returned, on consent form states it will be destroyed – please align these statements.

Decision 

This application was approved with non-standard conditions by consensus.
 

	 8  
	Ethics ref:  
	17/NTA/257 

	 
	Title: 
	Comparison of the blood levels of two forms of ferrous sulfate in healthy male volunteers under fasting conditions with diet control 

	 
	Principal Investigator: 
	Dr Noelyn Hung 

	 
	Sponsor: 
	Generic Partners Pty Ltd 

	 
	Clock Start Date: 
	30 November 2017 


 
Dr Tak Hung and Ms Linda Folland 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 objective of this study is to evaluate the rate and extent of absorption of the test formulation, a 325 mg ferrous sulfate modified release tablet (Neo Health, Australia) relative to that of the reference formulation, 325 mg Ferro-grad® modified release tablet (Abbott*, Australia) following oral administration of a single dose to healthy male subjects under fasting conditions with diet control. Males only are used in this study due to iron level fluctuations in women particularly around menstruation.
2. For a period of 4 days prior to each study period, subjects' food intake will be controlled with a diet low in iron and fat.  All meals will be reviewed for nutritional balance (using appropriate levels of protein, fat and carbohydrate) and will be provided to each subject to consume at home. Because we are measuring iron in serum after an iron tablet is taken, diet control is required to stabilise levels before dosing. 
3. Subjects will be housed at the Zenith Clinical Site for 12 hours prior to dosing until 24 hours after dosing in each of the two study periods.  The blood sample at 36 hours will be collected by venepuncture at Zenith Technology.
4. During the two treatment periods, each subject will receive a single dose of either formulation according to the dosing schedule. Subjects will receive one dose of the test formulation and one dose of the Reference formulation following an overnight fast of 10 hours. There will be at least 1 week washout between each dosing period.
5. Blood samples will be collected at baseline (prior to dosing at -2.0 hours,-0.5 hours and 0 hours) and at specified times up to 36 hours after dosing. Serum will be assayed for total iron by using a Colorimetric method. The single-dose safety and tolerability of the formulations will also be assessed. 
 
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 for excluding females. The Researcher(s) explained the scientific rationale behind the exclusion. The Committee accepted this justification. 


Summary of ethical issues (outstanding)

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

7. The Committee asked about the end of the compensation clause. Please remove the two limiting statements from the compensation clause, and ensure compensation is in line with ACC, as per chapter 8 of the National Ethics Advisory Committee Guidelines for Intervention Studies. 

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

8. The Committee noted the participant information sheet states unused blood can be returned, on consent form states it will be destroyed – please align these statements.

Decision 

This application was approved with non-standard conditions by consensus.



	 9  
	Ethics ref:  
	17/NTA/258 

	 
	Title: 
	CRACKLE II 

	 
	Principal Investigator: 
	Dr David Holland 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	30 November 2017 


 
Dr David Holland was present in person for discussion of this application.

Potential conflicts of interest

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

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

Summary of Study

1. The Researcher(s) explained that carbapenems are broad spectrum beta lactam antibiotics that remain vital in the treatment of an array of infections, in particular those that have acquired resistance to other commonly used antibiotics. However carbapenem resistance is increasingly common in Enterobacteriaceae, especially in Klebsiella pneumoniae, representing a major threat to global health. 
2. CRACKLE II is a prospective, observational cohort study. Clinical and epidemiological data will be collected on patients who have carbapenem resistant Enterobacteriaceae (CRE) isolated from clinical cultures during hospitalisation and this includes descriptions on treatment and outcomes. 
3. The Committee noted that this study, while identifying a cohort that would be prospective, only involves access to data retrospectively, which is routinely collected. The Committee also clarified that the study does not involve use of human tissue. 
4. As well as defining risk factors for CRE in patients, this study is specifically designed to provide data which can help in the design of future randomized clinical trials on both therapeutics and diagnostics, and describe, on the basis of observational data, CRE infections in hospitalized patients. This data will include a detailed clinical and epidemiological description of patients including potential barriers to enrolment in future trials. In addition, data will be collected on species, strain type, and mechanism of carbapenem resistance of the causative CRE. Knowing the molecular characteristics will further inform future trial design as not all diagnostics detect and not all therapeutics are active against the same mechanisms of carbapenem resistance.
5. The Researcher(s) stated in New Zealand resistant bacteria are increasing exponentially.
6. The Committee asked what elements of this will lead to future studies, for example barrier of recruitment is listed as a data point, but this is a non-consensual study. The Researcher(s) stated it could be language barriers, cultural reasons, sickness etc. The Researcher(s) explained a lot of detail can be sought from records, need of an interpreter for example.  
7. The Committee discussed the samples used in the study, and asked the researcher whether they were correct in determining that it was not human tissue, rather it was an organism isolate. The Researcher(s) confirmed this was correct, and it was derived from quality assurance which is standard practice.  
8. The Committee noted the study involves use of data without consent. The Committee noted prospective collection without consent engages different legislation, but retrospective access to records without consent is able to be approved in line with the Health Information Privacy Code. 
9. The Committee noted that a case was made by the researchers for practicality but,  on its own, this justification is not strong enough to justify proceeding without consent.  The stronger justification is that the requirement for consent would prejudice the scientific value of the study;  
10. The Committee explained impracticality is usually about age or number of records, i.e. 10,000 but this is 20 or 30 individuals. 
11. The Researcher(s) explained the need to assess all cases due to the small sample size and the importance of the research. 
12. The Researcher(s) and the Committee agreed the) the public interest in the study outweighs the public interest in privacy and the need to obtain consent for use of records due to the context of the research, noting the grave concern of microbial resistance (NEAC Observational Guidelines 6.43 (c ). 
13. The Committee also noted that waiving the requirement for consent would not cause disadvantage to the participants or their relatives or to any collectivities involved; (NEAC Observational Guidelines 6.43 (b)
14. The Committee noted the amount of information required for this protocol is substantial, asking whether the researchers require any access to data outside the single agency. The Researcher(s) stated that most of the data should be contained in an e-record or discharge summary from a single agency. The Committee asked about linking data, and NHI. The Researcher(s) stated that no other data sets will be accessed only local data – either paper or electronic. 
15. The Committee asked about follow up – what is the time interval – how will follow up occur. The Researcher(s) stated that mortality information is available from hospital records. The Researcher(s) will check discharge records to ascertain where participants have been discharged to. The Researcher(s) noted in some cases they may be required to contact a participant’s GP.  
16. The Committee asked how cases are identified. The Researcher(s) explained that the laboratory will be the one identifying cases, through normal courses of treatment. Researchers will check logs weekly, leading to potential participants for the study. The Committee noted the screening log should contain the minimum number of information about patients, asking if there is a way of reducing access to records. The lab will test positives for particular organism which will reduce access to only positive identified cases, reducing access to records that will not be used in the study. 
17. The Committee noted ethnicity should be aligned with New Zealand collection standards, as well as a deprivation level relevant for the New Zealand context. 
18. The Committee asked what data will be sent to collaborators. The Researcher(s) confirmed it was de-identified and encrypted. Key remains in New Zealand. 
19. The Committee noted heath information must be stored for 10 years.

Summary of ethical issues (outstanding)

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

20. The Researcher(s) confirmed the follow up will be a retrospective check. There will be a lag time. The Committee requested a clear plan for follow up data collection, including the process to ensure data is accessed retrospectively and is part of standard of care. 

Decision 

This application was approved with non standard conditions by consensus.



	 10  
	Ethics ref:  
	17/NTA/260 

	 
	Title: 
	Teaching iPad-based Communication 

	 
	Principal Investigator: 
	Professor Jeff Sigafoos 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	30 November 2017 


 
Professor Jeff Sigafoos 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 aim of this project is to determine if four adults with developmental disabilities can learn to use an iPad as a communication device. The four adults have significant intellectual and physical impairments. They also do not have any speech. Due to their lack of speech, they candidates for intervention to establish an alternative mode of communication. The teaching programme will make use of standard special education instructional procedures aimed at teaching these adults to use the iPad to first (a) recruit attention (Excuse me!) and then (b) to make a request for a preferred or needed object (Can I have a drink of water please?). 
2. Each adult will receive an iPad with a communication application installed and a set of communication symbols/messages that are most relevant to each adult’s wants, needs, and preferences. The adults would get to keep their iPad after the project has ended. 

Summary of ethical issues (resolved)

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

3. The Committee asked whether they are already in contact with the four adults. The Researcher(s) confirmed they did, and have informally spoken with the team leader at the facility the four adults attend.   
4. The Committee discussed the Health and Disability Commission Code of Rights and whether the code was engaged. The Committee considered the application with regards to right 7(4) of the code, and noted even if this research did not fall under the code they asked the researcher to consider best interests of the individuals. The Researcher(s) explained that participation was in their best interests, as they can’t speak and this gives them tools to speak and communicate, and all participants will receive the intervention. 
5. The Committee asked about the questionnaires, asking if any identifying information is recorded on them. The Researcher(s) stated they do not use names. Individuals will have pseudonyms assigned to them. The Researcher(s) agreed to use general information in publication to protect information of individuals.
6. The Committee noted health information must be stored for 10 years.  
7. The Committee asked about how distress will be managed. The Researcher(s) explained that generally their anecdotal experience is that for this kind of research, participations enjoy participation. The Researcher(s) stated they would look for negative vocalisation, turning away etc. – any sign of upset or dissent. The Researcher(s) would not continue for the session and then approach the parents again to see if continued participation was appropriate, as well as engaging again with participants. 
8. The Committee asked the application used with the IPad. The Researcher(s) explained it was a commercially available application, which the Researcher(s) have a licence for. 
9. The Committee discussed keeping IPad and whether this was inducement. The Researcher(s) explained it would not be ethical to remove the ability to communicate. The Committee accepted this response.  
10. The Researcher(s) confirmed they continually seek assent. 

Summary of ethical issues (outstanding)

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

11. The Committee noted data management plans were lacking in the protocol. Please strengthen this aspect of the protocol.
12. The Committee asked about consultation with Maori. The Researcher(s) stated they are not sure if any of the four potential participants are Maori. The Committee noted even if they are not, consultation is good practice and is required even if the participants are not Maori but the health context is of interest to Maori. Please check with Victoria University about consultation, as they will have a process that can be followed. 
13. The Committee noted staff members should give consent if they are providing information for the study. Please ensure staff members have some documentation that informs them of the study, including what will happen to their data.

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

14. The Committee noted it should be clear that data cannot be withdrawn once it is part of study analyses. 
15. The Committee suggested the researcher view the HDEC template for informed consent for guidance on structuring the consent form. The template is found under quick links, at https://ethics.health.govt.nz/.  
16. Please remove the third tick box on the consent form. 

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 seek Maori consultation Ethical Guidelines for Intervention Studies para 4.7). 

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



	 11  
	Ethics ref:  
	17/NTA/261 

	 
	Title: 
	An exploration of the experience of inpatient mental health for tāngata whaiora Māori 

	 
	Principal Investigator: 
	Dr Makarena (Margaret) Dudley 

	 
	Sponsor: 
	The University of Auckland 

	 
	Clock Start Date: 
	30 November 2017 


 
Mr Hieu Tran and Dr Makarena (Margaret) Dudley 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. Due to the lack of literature involving tāngata whaiora Māori of mental health inpatient services, this study aims to improve Māori mental health outcomes by gaining insight from tāngata whaiora Māori, whānau and staff of their experience at Waiatarau Acute Mental Health Inpatient Unit. 
2. Specifically, through in-depth semi-structured interviews with tāngata whaiora, whānau and staff the researchers aim to identify what they consider to be the barriers and facilitators to recovery (i.e. which aspects are working well for them and which aspects need to be developed). In doing so this study hopes to firstly, contribute to the growing body of knowledge. Secondly, through highlighting areas that are considered to be effective and require further development, the researchers hope to provide suggestions on adapting current practice with tāngata whaiora Māori who are accessing inpatient services.

Summary of ethical issues (outstanding)

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

3. The Committee queried how capacity to consent is determined, noting the patient population. The Researcher(s) explained that staff, who know the individuals, provide a recommendation that they are competent to participate. Staff from Waiatarau will contact potential participants initially. The Committee asked that it is ensured that they are clinicians who are qualified to assess competency prior to inviting them to participate. 
4. The Committee asked whether the patients would feel compelled to say yes to staff who have been involved in their care. The Researcher(s) explained that they did not think they would as the staff provide ongoing care and have protective obligations towards their clientele and their first interest is in the wellbeing of their clientele. 
5. The Committee asked about recruitment process, please explain who is involved and the order of operations. 
6. The Researcher(s) explained researchers will approach staff at the service who will have access to past service users, researchers will not have any access to that information. Staff will contact potential participants by phone and seek authorisation and consent for a researcher to contact them directly. Then further consent process occurs, involving the participant information sheet and consent form.
7. The Committee asked whether it is possible that participants have deceased, noting length of time that had passed. The Researcher(s) explained that only those alive would be contacted as they are still involved in their community based programmes. 
8. The Researcher(s) confirmed they are excluding current inpatients. Please make this clearer in the protocol, for example more thorough inclusion exclusion criteria. 
9. The Committee noted the protocol does not contain sufficient information about the structured interviews, asking whether there is a question plan or framework. The Researcher(s) responded that the plan was for the interviews to be semi structured – adding there were some issues they want to touch on. The Committee requested this is submitted to HDEC. The Researcher(s) confirmed they would.
10. The Committee noted the patients also need to know the content of the interviews, and more broadly what the study aims are, as currently is described like service evaluation but is more about the patient experience generally. 
11. The Committee noted that the protocol requires a risk management plan for example for researcher safety to conduct interviews in person’s home.
12. The Committee noted the protocol should outline how researchers will manage stress or harm caused from the interviews, or complaints about the service. 
13. The protocol should outline a plan to mitigate and manage risks from incidental findings, such as disclosure of high risk thoughts, behaviours or poor mental health.
14. The Researcher(s) noted they would consider addressing those factors themselves. The Committee interjected that the researchers must be careful around understanding dual roles, for example they are in a research context not a treatment context. Referrals to clinicians or further support should take place in such circumstances. 
15. The Committee asked whether whanau was anyone in service or familial relations. The Researcher(s) stated it referred to anyone in the service. The Committee asked how these participants would be identified. The Researcher(s) explained the participants will assist with recruitment. The Committee noted this should be clear, and asked for a plan if participants disclosed something about those individuals – these relationships and the risks involved with disclosure of issues between family and service providers are why the question schedule requires both ethics review as well as why participants should know the kind of information being sought prior to consent to participate.  
16. The Committee requested an interview schedule for each group. 
17. The Committee suggested getting whanau that are relatives, and to get consent from the individual to contact and interview their whanau. 
18. The Committee queried how risks for staff members will be managed, for example any negative review of the service. The Committee also noted that it is likely that the staff will know who would have been interviewed, through publication of results for example. 
19. The Researcher(s) explained that initially only Maori staff members were planned to be involved, but this was identified as an even smaller catchment, causing increased risk of identification. The researchers widened the catchment to any staff member to try protect staff member identity. 
20. The Committee noted the researchers cannot guarantee staff that participation will have no employment consequences. This is exacerbated by it being one service. This is a risk for both the staff and also about good results. 
21. The Committee noted any posters must be submitted for review. 
22. The Committee noted that the current withdrawal plan could result in a lot of study data loss, and suggested the researchers reconsider their approach.  
23. The Committee noted health information must be stored for 10 years. 
24. Please explain in participant information sheet and protocol what happens with the audio recordings. 
25. The Committee asked about traumatising participants, as they are being contacted two years after interacting with the service.  
26. The Committee asked is it possible to stigmatise, noting that the study did have a strong focus on avoiding stigmatisation.  
27. The Committee asked whether the participant information sheet would be in Te Reo. The Researcher(s) stated they could translate the participant information, though most participants are English speakers as their first language. 
28. The Committee noted the protocol requires a clear study question and that question must be reflected in the participant information sheet. Currently the information between the documents is not consistent. 
29. The Committee noted it will be hard for participants, and hence the study results, to avoid conflation between community care, inpatient care and any other services they have received. Please take this into account and have a plan to ensure the focus of the research is clear.  
30. The Committee also noted the researchers should consider how they are giving transcripts back as it can be a very difficult process. 
31. Please view the HDEC template for informed consent to assist with formatting, layout and structure. 
32. The Committee asked how a service being ‘effective’ is defined. Perhaps be clearer around the measurement of effectiveness, or make it more about the individuals rather than the service.

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

33. 20 or 80 dollar voucher – participant information sheet / application. Please ensure the figures are consistent. 
34. Revise for typo.

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 forms taking into account the suggestions made by the Committee (Ethical Guidelines for Observation Studies para 6.11).
· The study design must minimise risk of harm through a complete protocol (Ethical Guidelines for Observation Studies para 5.5).



	 12  
	Ethics ref:  
	17/NTA/262 

	 
	Title: 
	GAS pharyngitis and skin infection study 

	 
	Principal Investigator: 
	Prof Michael  Baker 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	30 November 2017 


 
Prof Michael Baker 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.

Dr Catherine Jackson declared a potential conflict of interest, and the Committee decided to have Dr Jackson remain in the room but not participate in the discussion or decision of the application. 

Summary of Study

1. Acute rheumatic fever (ARF) & its complication, rheumatic heart disease (RHD) are important causes of illness & death in Maori & Pacific populations. ARF is an autoimmune illness that can occur after group A Streptococcus (GAS) pharyngitis (‘strep throat’). A lack of knowledge around ARF makes effective prevention challenging.
2. Our study goal is to provide critical knowledge about GAS pharyngitis, GAS carriage, GAS skin infections, & their potentially modifiable risk factors. This will inform NZ’s Rheumatic Fever Prevention Programme (RFPP) & improve understanding of disease processes. 
3. The RFPP focusses on throat swabbing high-risk children & treating those that have GAS identified with antibiotics, in the hope that progression to ARF will be prevented. A major issue is that many GAS-positive children are GAS carriers, with viral pharyngitis. There is no evidence that treating GAS carriage is beneficial. ARF prevention is complicated as GAS skin infection may also cause ARF.
4. This is a prospective disease incidence study, with an associated case-control study. The study population is 600 children with sore throats in a high-risk (Auckland) area, & 200 children with GAS skin infections, who had swabs collected. Labtests routinely analyses swabs & will contact eligible cases, inviting them to consider participating. The Researcher(s) will use routine swab culture results to distinguish GAS negative sore throat (n=200 children), GAS carriers (n=200) & confirm GAS pharyngitis using blood tests (n=600). Children with skin infections will have blood testing to confirm GAS infection. 
5. Participants will have throat swabs sent for virus testing. GAS will be strain typed. To identify potentially modifiable risk factors, participants will be interviewed using a questionnaire designed for the Rheumatic Fever Risk Factors Study. 
6. These groups will be compared with each other & with ARF cases and controls to explore epidemiological, microbiological & immunological risk factors.

Summary of ethical issues (resolved)

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

7. The Committee queried the sample size. The Researcher(s) stated this sample size will give precision on incidence for these particular groups.
8. Please explain how Labtests will recruit participants. The Researcher(s) explained that patients are identified through a clinical event. Labtest staff will contact them to consent to be approached by researchers about participating. This will be via a call from microbiologist based on early detection of gas or no gas. The Committee ask why not GP or where the swabs were taken to make the initial contact. The Researcher(s) stated all cases will be GP generated requests. The lab does occasionally ring patients with results so this is not a unique process, clarifying that this call from the lab is not obtaining consent to participate just obtaining contact details and authorisation to be contacted about the researchers. 
9. The Committee confirmed that none of the cases will be identified from a school swab programme. The Researcher(s) stated the lab can distinguish origin through their records. The Researcher(s) confirmed they are excluding school based swabs. 
10. The Committee queried the age of the peer review. The Researcher(s) stated nothing had changed in the protocol, so the peer review was relevant. 
11. The Researcher(s) confirmed the questionnaire can be completed in under an hour and has been extensively used. 
12. The Researcher(s) confirmed once the study is completed data is transferred to researchers. The Researcher(s) confirmed data limited to study staff. 

Summary of ethical issues (outstanding)

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

13. The Committee asked the researchers to respond to potential punitive action for parents due to referrals as a risk of participation. Please consider these issues and how to minimise the risks. 
14. The Committee asked whether the researchers would consider amending the study population to be only in Maori and Pacific Island groups in order to achieve maximum benefit from the research, due to existing inequity. 
15. The Committee noted that the study involved children who could provide assent to participate. Please create a range of child assent forms to facilitate children’s participation in health research.  

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

16. Add information on process around incidental findings and whether participant’s GPs will be informed. 
17. Third visit is not in participant information sheet – please add.
18. Remove ‘magic numbing cream’. 
19. Remove payment from benefit from participation section, though this information can be under reimbursement sections.
20. Add section for data linking. Make it clear that linking can create a big picture on an individual, so participants are informed about use of their health information, and information more broadly. 
21. The Committee requested that the researchers update email addresses for Maori support details. 
22. The Committee noted that the way the information around antibiotics was framed may be problematic and send the wrong message. The Researcher(s) noted this and stated they would remove it. The Committee noted they can still inform participants that they are interested in antibiotic treatments but consider how the message is conveyed.  
23. The Committee asked about the disclosure of unsafe situations e.g. housing mentioned in the application. The Researcher(s) explained that a leaflet that is given to families that outlines referral options. The Researcher(s) acknowledged that they can’t offer people very much support. The Committee asked that information is clear around support available and what would happen if there was a referral with regards to housing or any other issues that may arise. 
24. Please revise the participant information sheet for jargon, considering health literacy levels for target population. 
25. Text on page 3 – information on observational not interventional, minimal risk etc. Remove this as it is not relevant for participants. 
26. The Committee noted the samples are stored for 10 years in Australia. The Researcher(s) explained this was standard practice, and is also what was applied for in the prior case control study. The Researcher(s) explained that the reason samples are going to Australia is because testing is not available in New Zealand. The Researcher(s) confirmed this is testing related to antibiotic usage. The Committee please add testing rationale in participant information sheet. 
27. The Committee asked about future testing. The Researcher(s) responded that they would like to use samples for rheumatic fever research. The Committee noted the researchers would need to explain this very clearly, as this is broad consent. 
28. Please remove the yes no tick boxes from statements on the consent form that are not truly optional.  
29. Add sentence on right of access to data and correction rights – please view the Health Information Privacy Code, for example, People have a right to ask for access to health information about themselves. People have a right to ask the agency to correct information about them, if they think it is wrong. 
30. Please use the wording from the Health Information Privacy Code regarding publication identifiability, to reflect the reality of data confidentiality; “‘will not be published in a form that could reasonably be expected to identify you”.  
31. Please ensure protocol procedures match the participant information sheet. 

Decision 

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

· Please amend the information sheet and consent form, and assent forms, taking into account the suggestions made by the Committee (Ethical Guidelines for Observation Studies para 6.11).
· Please provide age appropriate assent form for non-consenting (children) participants to sign (Ethical Guidelines for Observation Studies 6.21)
· The study design must minimise risk of harm (Ethical Guidelines for Observation Studies para 5.5).

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




Substantial amendments

	1  
	Ethics ref:  
	NTX/11/11/102/AM22 

	 
	Title: 
	The SHIVERS Study 

	 
	Principal Investigator: 
	Dr Sue Huang 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	09 November 2017 


 
Dr Sue Huang and Clare Newbern 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 Study

1. The study changes from Auckland to Wellington and is very similar to SHIVERS.
2. PHO has 30 practices. Five or six practices will be selected to run the study. The Researcher(s) confirmed they have yet to recruit the practices.
3. The Researcher(s) explained that some of the GPs are also in the study group. 
4. The Researcher(s) explained that they want reasonably healthy people as participants to assess immunology. 
5. The Researcher(s) explained that the PHO will randomly select a list, send an introductory letter, explaining SHIVERs and PI information, as well as participant information sheet and consent form. It will also have lab blood test collection information. After one week is given to consider participation a researcher will contact individuals, though only if they do not opt out by telephone during that week. 
6. The researcher clarified they will seek verbal consent ant then proceed with the questionnaire.   
7. After the phone call the Researcher(s) will instruct the participant to attend the lab to provide a sample, and the participant will provide written consent prior to sampling. The blood is then forward to ESR who will then send it to the World Health Organisation (overseas). 
8. The Researcher(s) explained that there is another tissue sample if the participant develops flu.  
9. The Researcher(s) explained the testing of the samples. 

Summary of ethical issues (resolved)

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

10. The Researcher(s) confirmed no identifiable information is sent overseas (study coded). 
11. The Committee asked about study nurse safety, as they are conducting home visits. The Researcher(s) explained they place high priority on safety, adding the nurses are hired from public health background, and will have safety protocols in place. The Committee accepted this explanation. 
12. The Committee noted the demographic information that is collected for the study. The Researcher(s) explained that there are contracts between the GPs and ESR to protect this information, in order to facilitate contact, sending letters etc. 
13. The Committee noted before they consent to the study in writing they are providing a lot of information (questionnaire). The Researcher(s) explained that verbal consent would be sought prior to completion of the questionnaire. 
14. The Researcher(s) noted they will ask the PHO to screen out some people who would not be suitable for the study (inclusion / exclusion criteria).  

Summary of ethical issues (outstanding)

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

15. The Committee noted ethnicity collection questions required updating to be in line with census protocols. The Committee noted collecting ethnicity was important as the data at PHO could be of a poor quality. 
16. The Researcher(s) confirmed questionnaire questions had been updated and will send updated forms to the HDEC. 
17. The Researcher(s) confirmed that the GP will feed results back to participants. The Researcher(s) added that if any participants want results they will provide them. 
18. The Researcher(s) confirmed GP will explain any incidental findings. 
19. Please update the ACC information for participants – see the HDEC template for informed consent at https://ethics.health.govt.nz/ under quick links. 
20. The Researcher(s) explained that any further testing would be on flu, but could not be specified at the time. The Committee explained that this was broad consent, and should be clear around what this means and whether re-consent will occur for the new tests. 
21. Add more information on data protection and storage in the protocol. 
22. Please explain what ‘rewards’ are provided to participants to the Committee, and add these to the protocol. 

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

23. The Committee noted technical language must be revised and replaced with lay language. Please explain genetic materials. The Researcher(s) explained that the genetic results are not expected to be relevant clinically. The Committee noted this should be clear for participants. 
24. Add sentence on right of access to data and correction rights – please view the Health Information Privacy Code, for example, People have a right to ask for access to health information about themselves. People have a right to ask the agency to correct information about them, if they think it is wrong. 
25. Revise so the information is more invitational - “You” rather than “the people” “them”.
26. Please review the HDEC template for some ideas on structure, layout and content. This will assist in removing language that overemphasises participation benefits. 
27. The Researcher(s) explained they have submitted the application to Maori research group in Wellington, who will be able to provide Maori contact information for the participant information sheet. The Committee requested to be notified if this review raises any concerns. 
28. Please add a subheading for the weekly messages and what this will require of participants.  
29. Add detail on where samples are stored (ESR).


Decision 

This amendment 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).
· Updated protocol, taking into account changes to recruitment, reimbursement and testing.  (Ethical Guidelines for Observation Studies para 5.5).
· Provide updated questionnaires.

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

 

General business

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

2. The Chair updated the HDEC on studies involving xenotransplantation. 

3. The Committee discussed the provisional approval response to Kids Thrive 17/NTA/120. The Committee accepted the response for proceeding with consenting populations. Note non-consensual aspects are not approved and require continued debate. The Committee noted they would formally respond with accepted aspects of the minutes being changed, and those that they did not agree with. 

4. The Committee discussed the venue change for 2018 HDEC meetings. 

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

	Meeting date:
	20 February 2018, 08:00 AM

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



6. 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 6.15pm
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