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	Committee:
	Northern A Health and Disability Ethics Committee

	Meeting date:
	19 November 2019

	Meeting venue:
	Ministry of Health, Level 3,Rangitoto Room, Unisys Building, 650 Great South Road, Penrose, Auckland



	Time
	Item of business

	1:00pm
	Welcome [closed] 

	1:05pm
	Confirmation of minutes of meeting of 15 October 2019 [closed]

	1:30pm
	New applications (see over for details)

	1:30-1:55pm
1:55-2:20pm
2:20-2:50pm
2:50-3:00pm
3:00-3:25pm
3:25-3:55pm
3:55-4:00pm
4:00-4:30pm
4:30-4:55pm
	 i 19/NTA/155		(Mānuka / Karen)
  ii 19/NTA/156	(Catherine / Christine)
  iii 19/NTA/157	(Kate O’C / Kate P)
[10 min break]
  iv 19/NTA/158	(Kate O’C / Christine)
  v 19/NTA/161	(Mānuka / Kate P)
[5 min break]
  vi 19/NTA/159	(Catherine / Karen)
  vii 19/NTA/160	(Catherine / Karen)

	4:55pm
	Substantial amendments (see over for details)

	4:55-5:25pm.
	 i 17/NTA/12/AM08 	(Full committee)

	5:25-5:30pm
	General business: [closed]
Noting section

	5:30pm
	Meeting ends



	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

	Dr Karen Bartholomew 
	Non-lay (intervention studies) 
	18/07/2016 
	18/07/2019 
	Present 

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

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

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

	A/Prof Mānuka Hēnare 
	Lay (consumer/community perspectives) 
	19/03/2019 
	19/03/2022 
	Present 

	Ms Catherine  Garvey 
	Lay (the law) 
	19/03/2019 
	19/03/2022 
	Present 

	Mrs Kate O’Connor
	Lay (ethical/moral reasoning) 
	14/12/2015 
	14/12/2018 
	Present 


 

Welcome
 

The Chair opened the meeting at 1:00 pm. and welcomed Committee members, noting that apologies had been received from Ms Rochelle Style. 

The Chair noted that it would be necessary to co-opt members of other HDECs in accordance with the Standard Operating Procedures.  Ms Kate O’Connor confirmed her eligibility and was co-opted by the Chair as a member 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 15 October 2019 were confirmed.



New applications 


	 1  
	Ethics ref:  
	19/NTA/155 
	 

	 
	Title: 
	Verb usage in Alzheimer's disease 
	 

	 
	Principal Investigator: 
	Mr Eric Williams 
	 

	 
	Sponsor: 
	 
	 

	 
	Clock Start Date: 
	07 November 2019 
	 



Mr Eric Williams was present by teleconference for discussion of this application.

Potential conflicts of interest

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

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


Summary of Study

1. This study will compare verb use in conversation by pwAD and people age 65 and over with no reported cognitive issues. 
2. Dementia is often accompanied by language impairments that affect contributions by the person with dementia to conversations, causing communicative failures. Alzheimer’s disease (AD) is the most common cause of dementia. Research into the language of pwAD has mainly focused on nouns. Less attention has been paid to verbs, though they impose greater semantic and syntactic processing demands than nouns and are more complex morphologically.
3. A recent systematic review indicated that verb impairments are consistently present in comprehension and production by pwAD. However, studies reviewed dealt mainly with restricted forms of language—i.e., single words, phrases or sentences. As such, their findings cannot be generalised to everyday speech such as that produced at home among familiar persons. 
4. The present study aims to investigate effects of AD on use of verbs in conversations between pwAD and frequent communication partners (FCPs) in the home. Findings are expected to improve diagnosis and monitoring of progressive language problems in pwAD and help direct the focus of language-based interventions to benefit pwAD and caregivers.

Summary of resolved ethical issues 

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

5. The Committee requested clarification that the study would involve people with Alzheimer’s along with a control group and that each group will have a conversational partner who would be there to be part of the conversation but not as a participant themselves. The Researcher confirmed this was the plan. The Researcher explained the participants would be divided into four groups, one group with Alzheimer’s, one control group, one group with Alzheimer’s with conversational partners and one control group with conversational partners. 


Summary of outstanding ethical issues

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

6. The Committee stated the core ethical issue of the research was around the capacity to give informed consent. The Committee queried how the Researcher would assess the cognitive ability of participants with Alzheimer’s to ensure they have the capacity to consent. The Researcher stated he was not entirely sure whether the study would involve people who cannot consent. The Researcher explained he intends to work with anyone who volunteers for the study and if someone volunteered who was not considered capable of giving consent, he would not wish to exclude them, but at this stage it was unknown whether this scenario would occur. The Researcher stated if there was doubt around a potential participant’s capacity to consent, he could consult with the family and a clinician. 

7. The Committee queried whether the research could be undertaken by only including participants able to consent. The Researcher stated it was possible, but he would be reluctant to protocolise this as it could bias the results. The Researcher stated those with moderate Alzheimer’s may not be able to give informed consent, but it would still be important to learn about their use of language. 

8. The Committee noted that in order to determine if a participant had moderate or mild Alzheimer’s it would be necessary to perform a clinical assessment. The Researcher stated the intention was to keep access to health information about the participant to a minimum and so were going to go by the participant’s diagnosis. The Researcher stated if the participant’s doctor had not specified mild or moderate in the diagnosis they would likely need to be excluded. 

9. The Committee queried the process for assessing a potential participant’s capacity to make decisions. The Researcher stated an assessment would be clinician judgement and he would need to consult a colleague to provide detail. The Researcher stated he was planning on relying on the opinion of the family, and if the family considered the participant competent the Researcher would accept it. The Researcher stated he could put in place a formal clinical assessment as an alternative. The Committee stated it encourages supported decision-making where appropriate but there are legal factors around including participants who lack the capacity to consent in research. 

10. The Committee advised that if the Researcher wanted to include people with moderate Alzheimer’s there would need to be a protocolised process to determine their capacity and manage the legal and ethical issues present in non-consenting research. The Committee advised that it cannot approve a study inconsistent with New Zealand law and the study must comply with Right 7 of the Code of Health and Disability Services Consumers’ Rights. 

11. The Committee recommended the Researcher consult with colleagues on the best way to proceed and to determine the level of support available to those with limited capacity to consent. The Researcher agreed to consult with clinician colleagues and revise the protocol as appropriate. 

12. The Committee requested an update to the protocol to include a safety plan to appropriately manage any participants experiencing distress or expressing suicidal ideation. The Committee requested the Researcher ensure the safety protocol also accommodates researchers visiting participant homes. 

13. The Committee queried the intention for archiving the data. The Committee noted there was mention in the PIS but not in the protocol. The Researcher stated the data would be available for use by future researchers and would be de-identified. The Researcher stated the plan was to strip identifiers from the data once the participant’s involvement in the study had concluded. The Committee queried whether the video footage would be deleted as this would clearly identify the participant. The Researcher stated they had not considered this. The Committee queried whether video was necessary and if audio would suffice. The Researcher stated having visual cues aids with analysis of conversations. The Committee advised that video footage carries risks (e.g. the footage leaking and identifying the participant) which would need to be managed in the protocol. The Researcher queried whether audio would be less of an issue. The Committee stated the risk was lesser but the important issue was having a plan in the protocol to address risks and ensure data safety. 

14. The Committee queried whether the study would collect information on participants’ ethnicity. The Researcher stated they were not particularly interested in ethnicity and the study was not about prevalence of risk for Alzheimer’s but what has happened after it has developed. The Researcher stated the study’s primary interest was in the language participants are speaking and how the use of language changes living with Alzheimer’s. The Committee advised that in a New Zealand context it is important to consider ethnicity in research and any potential for the research to contribute toward addressing health inequities. The Committee noted the small sample size would not allow in depth sub-analysis but still encouraged the researcher to consider ethnicity during the study. 


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

15. The Committee suggested the PIS would benefit from a clear lay-friendly way to explain the design. The Committee suggested a statement to conversational partners explaining that while they are not the subject of the study’s observation, they are still a participant in the research. The Researcher queried whether he should create a dedicated PIS for conversational partners. The Committee agreed this was a sensible approach so all participants would understand exactly what it is they will be asked to do in the study. 

16. The Committee queried whether the research was being undertaken as part of a PhD. The Researcher confirmed it was. The Committee requested the Researcher amend the front page of all versions of the PIS to state this. 

17. The Committee queried whether participants would understand the term ‘ecological validity’. The Researcher stated it was an important term to use to communicate to other researchers but did expect participants to ask about it. The Committee suggested the addition of a lay title for the benefit of participants. 

18. The Committee requested an additional PIS specific to participants with mild Alzheimer’s. 
Decision 


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


· Please update the Participant Information Sheet and Consent Forms, taking into account the suggestions made by the Committee. 
· Please update the protocol with a clinical process detailing how participants capacity to consent will be assessed. 
· Please update the protocol to include a safety plan for both participants and researchers. 
· Please update the protocol to include a data safety monitoring plan. 

After receipt of the information requested by the Committee, a final decision on the application will be made by A/Prof Mānuka Hēnare and Dr Karen Bartholomew. 




	 2  
	Ethics ref:  
	19/NTA/156 
	 

	 
	Title: 
	Immunoglobulin Replacement in New Zealand Children 
	 

	 
	Principal Investigator: 
	Dr Annaliesse Blincoe 
	 

	 
	Sponsor: 
	 
	 

	 
	Clock Start Date: 
	07 November 2019 
	 


 
Dr Annaliesse Blincoe was 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. Immunoglobulin replacement therapy (IRT) has an important role in the management of paediatric patients with immune deficiency.  The clinical use of IRT continues to expand, extending its use in patients with autoimmune and autoantibody mediated processes, auto-inflammatory, haematological conditions, secondary immune deficiency and in the bone marrow transplant setting and in other "off-label" settings. 

2. IRT is a human blood product, produced from the pooled plasma of 1000s of healthy donors, hence providing a diverse and protective antibody repertoire to the recipient. In the immune deficient patient this aims to protect them against recurrent infections. Ideally this is provided through collection from New Zealand donors, to reflect local immunity, however patients may also receive IRT from overseas donors. Approval is required prior to use of IRT, however there are no current New Zealand guidelines.

3. To date there have been no previous studies detailing the specific use of immunoglobulin replacement therapy in paediatric patients in New Zealand. We therefore have no current knowledge pertaining to the clinical indications, justifications for use, doses and distribution of use in our paediatric population. This study will therefore aim to address this gap in knowledge surrounding the use of what is a valuable, costly and limited clinical resource to order to help direct best clinical practice.

Summary of resolved ethical issues 

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

4. The Committee requested the Researcher give a brief overview of the study. The Researcher explained that immunoglobulin replacement therapy (IRT) was becoming a scarce resource overseas with shortages and to avoid placing people at risk there needs to be governance on how to use it. The Researcher stated there are no current guidelines for New Zealand and use of IRT does not have to be approved by an immunologist. The Researcher stated the study’s objective was to create a ‘snapshot’ of how IRT is currently being used in the paediatric population in New Zealand. 


Summary of outstanding ethical issues

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

5. The Committee queried whether the Researcher had concern about any safety risks for inappropriate use. The Researcher stated that as they currently do not know how it is being used outside of how it is prescribed the study could potentially identify inappropriate use. The Committee queried how this would be managed. The Researcher stated if the patients were in the Auckland region, they could access their notes, but the study was not intended to directly identify patients to intervene with their healthcare. The Committee requested an update to the protocol with a process on how to manage any adverse findings. The Committee suggested a service level discussion would be appropriate. 

6. The Committee recommended the use of a study ID code as the information will need to be stored for 10 years after the child has turned 16. Removing the NHI and other identifiers and attaching a code would improve protection of participant confidentiality.A ‘master-list’ linking NHI with study ID can be kept securely separate to the study data. The Researcher agreed this was a sensible approach and stated the data would be stored on the secure DHB server. 

7. The Committee queried whether the Researcher had approval to access the New Zealand Blood Service database. The Researcher confirmed they had. The Committee requested evidence of correspondence confirming this. The Researcher agreed to supply it. 

8. The Committee queried whether the supplied peer review came from another immunologist at ADHB. The Researcher confirmed it did. The Committee requested confirmation that the reviewer was independent of the study. The Researcher confirmed they were independent and were not an investigator. The Committee advised the peer review had not been signed and was not on a header and requested this be amended, along with a clarification that the reviewer is independent. 

9. The Committee queried why only participants in the ADHB system would receive detailed review of their notes. The Researchers stated this was as they would not have access to the clinical record of patients outside the ADHB region. The Researcher stated they would not be contacting other DHBs to request access so the only information they would receive on participants outside the ADHB region would be what is provided by the New Zealand Blood Service. The Committee stated this was not clear in the protocol. The Committee advised the Researcher that their dual role puts them in a unique position, and it is important to keep the ‘clinical hat’ and ‘researcher hat’ separate. The Committee advised the Researcher that they would require locality approval from ADHB before beginning. 

Decision 


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

· Please submit a revised protocol with the updates requested by the Committee. 
· Please supply evidence of approval to access the New Zealand Blood Service database. 
· Please supply a signed peer review confirming that the reviewer is independent. 
After receipt of the information requested by the Committee, a final decision on the application will be made by  Ms Catherine Garvey and Dr Christine Crooks. 



	 3  
	Ethics ref:  
	19/NTA/157 
	 

	 
	Title: 
	(duplicate) Study 212669: A Phase I Study to Evaluate the Safety, Tolerability, Pharmacokinetics and Pharmacodynamics of GSK2798745 in Participants with Diabetic Macular Edema 
	 

	 
	Principal Investigator: 
	Professor Russell  Scott 
	 

	 
	Sponsor: 
	IQVIA RDS Pty. Limited 
	 

	 
	Clock Start Date: 
	07 November 2019 
	 


 
Professor Russell Scott 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. Diabetic Retinopathy (DR), a complication of diabetes in which high blood sugar levels cause damage to retinal blood vessels, is the main cause of all vision loss from age 20-74 years. The main purpose of this study is to test if the study drug, GSK2798745, is safe and if it has any effect on the participant's eye disease over a 28-day (4-week) period of time. Administration of GSK2798745 will be for 28 days with the option for participants to opt-into an additional 8-week treatment period if eligible. The participant must visit the clinic a minimum of 6 times and up to 9 times based on their participation. The study will be composed of 3 periods for all participants (Screening, Treatment, and Follow-up).

2. Screening Visit: The participant will be asked questions and tests performed on them to determine if they are eligible for the study.

3. Baseline Visit: The Baseline visit will be scheduled within 14 days from the Screening visit wherein general questions about health and vision will be asked to the participant and they will be provided with the study drug which will be Day 1.

4. 28-day treatment period with a potential opt-in period of eight additional weeks of treatment- After taking study drug on Day 1, there will be 3 additional study visits(Day 7, Day 14 and Day 28) and the participant will be expected to take the study drug every day according to instructions. And after the initial 28-days of treatment, if per the criteria described, if the participant and the doctor agree that they will enter the Opt-in treatment period, the participant will have 2 or 3 additional visits and take the study medication once daily for an additional 8-weeks.

5. Follow-up Visit- All participants will be followed up approximately 28 days after the final dose.

6. There is no Data Monitoring or other Committee involved in this study


Summary of outstanding ethical issues

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

7. The Committee queried why the study is a phase 1 open label design which will then be censored for 8 weeks. 

8. The Committee queried the lack of an efficacy endpoint. 

9. The Committee noted the contraception information was too brief. The Committee recommended the Researcher consult the HDEC contraceptive template and include all relevant information. 

10. The Committee queried the data safety monitoring plans if no committee will be established. 

11. The Committee noted the dose was four times what has been tested in the trials that demonstrated no clinically significant safety concerns. The Committee queried whether the increased dose and optional eight-week extension could affect this. 

12. The Committee noted the answer to b.4.2. in the application which stated there were no restrictions placed on publication. The Committee queried whether this was correct. 

13. The Committee advised that terminating a clinical trial for commercial reasons is unacceptable in New Zealand. The Committee requested the statement referencing this be removed from the PIS. 

14. The Committee advised that it is inappropriate to send identifiers such as the date of birth of participants to the Sponsor and these should be removed. Study ID and year of birth are the only permissible identifiers. 

15. The Committee requested the location of the recipient of the blood samples to be added to the PIS. The Committee noted a discrepancy with the application stating they will be sent to the United States and the PIS stating they will be sent to the United Kingdom (page 10). 

16. The Committee queried how potential participants would be identified. The Committee expressed concern at the potential for perceived coercion if patients are approached by their clinician if they have a dual role as a researcher in the study. 

17. The Committee requested the Researchers supply all intended advertisements. Please submit any images and transcripts of audio ads. 

18. The Committee noted that ‘race’ is not appropriate for a New Zealand context and recommended the researchers use the ethnicity categories from the New Zealand census. 

19. The Committee noted that the insurance certificate expires in December. The Committee requested trial-specific insurance with the protocol number on the certificate. 
20. The Committee noted the supplied practicing certificate for Dr Scott had expired in May 2019. The Committee queried whether this has been renewed. 

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

Main PIS

21. The Committee requested the Researchers be upfront with the need for stool samples and explain to participants why they will be asked to provide one and what they will be used for. 

22. The Committee advised that it is not acceptable for participants to have to pay for their own medication to treat side effects caused by the study intervention. The Committee requested this be amended. 

23. The Committee requested the emergency number on page 14 be amended to state 111. 

24. The Committee requested the Researchers outline safeguards for personal information in the PIS. The Committee stated all the necessary information should be present in the PIS and participants should not have to look up a website. 

25. The Committee requested the inclusion 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/ whānau 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 before participating in research where this occurs. However, it is acknowledged that individuals have the right to choose.’

26. The Committee advised the optional storage of images comes under Future Unspecified Research and needs to be split into a separate PIS and consent form. The Committee recommended the Researchers adapt the HDEC FUR template. 

 

Optional PK PIS

27. The Committee requested the inclusion of address of the facility the samples will be sent to.

28. The Committee requested the Researchers outline safeguards for personal information in the PIS. The Committee stated all the necessary information should be present in the PIS and participants should not have to look up a website. 

29. The Committee advised that if the Sponsor wishes to use information collected from the optional PK study for FUR then an option for participants to consent to this should be added to the optional FUR PIS. 

30. The Committee noted references to ‘my child’ in the consent form. The Committee requested all references to ‘my child’ be removed. 
 

Pregnancy PIS

31. The Committee advised that a child is not a legal person until birth and while the mother can consent to the collection of health information during the pregnancy, an additional consent to collect information on the child is necessary after birth. The Committee recommended the addition of a separate box to the consent form for this purpose. 

32. The Committee noted the consent form discusses FUR but this is not mentioned in the PIS. The Committee requested the creation of a separate FUR PIS and consent form for participants to consent to the use of their pregnancy information for FUR. 
 

Questionnaire

33. The Committee queried whether there was evidence of the drug causing suicidal thoughts in participants. If not, the Committee queried why this information was being asked. 


Decision 


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


· Please update the participant information sheets, taking into account the suggestions made by the Committee. 
· Please supply protocol-specific insurance. 
· Please provide a justification for the study design (i.e. open label with subsequent 8 week blind) and lack of efficacy endpoint. 
· Please supply all advertisements. 
· Please supply the planned arrangements for data safety monitoring. 

After receipt of the information requested by the Committee, a final decision on the application will be made by Ms Kate O’Connor and Dr Kate Parker. 

[bookmark: _Hlk26181231]

	 4  
	Ethics ref:  
	19/NTA/158 
	 

	 
	Title: 
	Respond PICU 
	 

	 
	Principal Investigator: 
	Dr David Buckley 
	 

	 
	Sponsor: 
	 
	 

	 
	Clock Start Date: 
	07 November 2019 
	 


 
Dr David Buckley, Ms Claire Sherring and Ms Shelly Barlow 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. To perform a randomized controlled pilot trial in children with septic shock, comparing early intravenous administration of Vitamin C, Thiamine and Hydrocortisone (Respond PICU) versus standard therapy.

2. The specific aims are:
· To assess the feasibility of doing a larger trial
· To assess the efficacy of the treatment
· To improve the design of patient centred research
· To establish the economic cost of sepsis.

Summary of resolved ethical issues 

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

3. The Committee requested the Researcher give a brief overview of the study. The Researcher stated it was a paediatric pilot study to test the feasibility of administering vitamin C, thiamine and hydrocortisone in children with sepsis. The Researcher stated if the objectives described in the protocol were mat then larger study would be undertaken to confirm the findings. 

4. The Committee queried whether there would be time to discuss inclusion in the study with the participant’s parents. The Researcher explained they have up to 24 hours to introduce the therapy, so it is not an immediate intervention. The Researcher stated their unit is a national service.  Patients are transported  from around the country and will need to be on some sort of drug support for more than two hours before becoming eligible for enrolment into the study.. The Researcher stated there would be a small window to discuss with parents. 

5. The Committee stated parental consent for younger participants is fine but there is a problem with the inclusion of 16-18 year olds as under New Zealand law no adult can consent for another. The Researcher stated 16-18 year olds would be excluded by default as they would not arrive at Starship. The Researcher explained that any patients over 15 are taken to a general hospital. 

6. The Committee noted the planned follow-up for one and six months. The Committee queried the likelihood that a participant may have died before the scheduled follow-up. The Researcher stated they have other studies with long follow-up periods and standard practice is to check the clinical record before contact. 

7. The Committee queried whether the follow-up would occur over the phone and the time burden on participants’ families. The Researcher stated the plan was to send questionnaires out through REDCap. The Committee queried whether the team managing REDCap would have access to participants’ email and contact details. The Researcher explained they would not. The Researcher stated they will enter the participant’s contact details on their end and the software sends the survey out but only the study ID with the populated answers is sent back into REDCap. The Researcher explained they will be able to link the answers back using the study ID code and the team managing REDCap would not be able to identify participants. The Committee requested confirmation that identifiers such as NHI and date of birth would not be entered into REDCap. The Researcher confirmed they would not. 

8. The Committee queried whether the study would collect ethnicity data and if this would be analysed. The Researcher stated they would collect ethnicity data but with so few participants a sub-analysis would not be possible. The Committee requested confirmation that the study would use the New Zealand ethnicity guidelines and not the Australian equivalent. The Researcher confirmed it would. 

9. The Committee noted the study was a feasibility trial and queried whether it could demonstrate efficacy. The Researcher stated there would be 80 participants in total so they may or may not get an indication. The Researcher stated the study would not be powered so could not prove efficacy. The Researcher stated they have applied for funding in Australia for a future powered study. 

10. The Committee queried when the interim analysis is scheduled to occur. The Researcher stated he believed it was when recruitment had reached the half-way point. The Committee queried whether any events could trigger it. The Researcher stated any serious adverse event would be reported immediately and a decision made on whether to terminate. The Researcher stated he was not expecting any problems to arise from the use of vitamin C. 

11. The Committee queried whether face to face interaction would occur to give potential participants’ parents an opportunity to discuss the PIS. The Researcher confirmed this was the standard procedure and would usually involve more than one approach. The Researcher confirmed parents could discuss the study with doctors if they wished to. 

12. The Committee queried whether the study team will approach the child participant once they are well enough to be offered the opportunity to assent to continue in the study. The Researcher confirmed they would and stated it was standard practice to follow patients when they leave PICU to the ward until discharge. The Researcher confirmed they would only approach when the child would be well enough to understand. The Researcher confirmed they would let the child know they do not have to agree to continue to participate if they do not want to. 

13. The Committee stated it was satisfied the trial was investigator-led and not for commercial benefit. The Committee stated the trial would qualify for ACC coverage. 





Summary of outstanding ethical issues

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

14. The Committee stated it was difficult to assess which sections from the international protocol were applicable to New Zealand and which were not. The Committee queried whether the study would only be recruiting from PICU and if the ED part of the protocol would not apply in New Zealand. The Researcher confirmed this was the case. The Researcher stated he was aware that the process for ‘delayed consent / consent to continue’ used in Australia is not permissible in New Zealand and would not occur here. The Committee requested the Researcher submit a document clarifying which sections of the protocol are applicable to New Zealand and which are not. 

15. The Committee queried whether the New Zealand study involved biobanking. The Researcher stated it did not. The Committee noted it was included in the protocol and requested the clarification document specify that no biobanking will occur in New Zealand. 

16. The Committee queried whether the interim analysis would try to determine efficacy or just analyse adverse events. The Researcher confirmed it was only to review adverse event data for safety. The Committee queried who would be performing safety review and if they are independent from the study. The Researcher stated the data was sent to the study coordinator but was unsure who performed the review. The Committee requested clarification on whether the study could be stopped for safety reasons should serious events occur before the interim analysis. 


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

17. The Committee queried whether a ‘first in paediatric’ emphasis would be appropriate. The Researcher stated the only uncertainty was around efficacy as there would be no side effects and no risk unless a participant were allergic. The Researcher stated thiamine was routinely given to adults in ICU and was not a new drug or treatment. The Researcher agreed that giving vitamin C, hydrocortisone and thiamine in combination to a paediatric population had not been studied. The Committee suggested the inclusion of a statement explaining this, so it is clear to potential participants’ parents. 

18. The Committee requested the addition of information to the PIS explaining how long participants could receive the drugs and how many doses.

19. The Committee requested a statement in the PIS advising that it’s a feasibility / pilot study and outlining what the feasibility questions are along with an explanation that the results may not be able to determine whether the intervention works but could give some early indication. 

20. The Committee requested the inclusion of information to the PIS stating who was funding the trial. 




Decision 

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

· Please supply a document outlining which parts of the protocol are applicable to New Zealand and which are not. The Committee suggests adding an appendix to the protocol for this purpose. 
· Please supply written confirmation that participants who are 16 years and over are excluded and will not be recruited.
· Please clarify the data safety analysis arrangement and if the study can be halted for safety reasons before the interim analysis.

After receipt of the information requested by the Committee, a final decision on the application will be made by Ms Kate O’Connor and Dr Christine Crooks. 



	 5 
	Ethics ref:  
	19/NTA/161 
	 

	 
	Title: 
	The EDGI study 
	 

	 
	Principal Investigator: 
	Dr Jennifer Jordan 
	 

	 
	Sponsor: 
	 
	 

	 
	Clock Start Date: 
	07 November 2019 
	 


 
Dr Jennifer Jordan and Professor Martin Kennedy 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. Eating disorders are serious psychiatric disorders with significant psychosocial impacts and physical morbidity. Anorexia nervosa (AN) has the highest mortality rate of any mental health disorder. Bulimia nervosa (BN) also has elevated mortality rates, while binge eating disorder has longer term physical risk factors related to its association with obesity. There is increasing evidence of strong genetic influences, however sample sizes to date for EDs have been relatively small and there is still much to learn about the underlying biology of these conditions, how they relate to each other and how long-observed physical and psychiatric comorbid conditions are related.  
2. The EDGI project is an international research collaboration aiming to undertake genetic analyses of samples from 20,000 adults with a lifetime history of AN, BN or BED. We aim to recruit 3500 New Zealand (NZ) participants as part of the international EDGI project. Participants will complete an in-depth online survey, providing information about their eating disorder symptoms and treatment history, about other mental health and health problems, the impacts on their quality of life and their views on the reasons for developing the eating disorder. 
3. Participants will also provide a saliva sample for DNA extraction for the genotyping analyses. De-identified data and DNA will be sent overseas for analyses and will be securely stored indefinitely to provide an ongoing resource for ethically-approved health research. This research will identify genes that contribute to ED risk, clarifying pathophysiological pathways and informing development of novel treatments.

Summary of resolved ethical issues 

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

4. The Committee queried whether 3,500 participants in New Zealand is a realistic target. The Researchers stated they estimate approximately 20,000 people living in New Zealand with a lifetime prevalence of anorexia nervosa. The Researchers stated they believe it is an achievable target. The Researcher stated that in order to gain the large numbers of participants needed for the study that electronic recruitment and consent would be critical. 

5. The Committee queried whether the study intended to contact participants from the original ANGI study. The Researchers confirmed this was the plan. The Committee queried whether participants had consented to be contacted for future research. The Researchers stated ~98% of participants had agreed. The Committee requested confirmation that the study would only contact participants who had explicitly consented to be contacted. The Researchers agreed and confirmed they would not contact participants who had not given consent. 

6. The Committee queried what genetic analysis would be performed as the protocol did not specify. The Researchers stated a standard gene array currently would have 600,000 – 800,000 SNPs analysed as part of a whole genome survey. The Researcher stated once they identify SNPs associated with a disorder, they can perform a more focused analysis on individual genes. The Researchers stated that overall, they would be interested in hundreds of genes across the genome. The Researchers stated that as a rule they do not identify any Mendelian diseases / mutations. The Committee queried whether could nevertheless uncover evidence of a genetic disease. The Researcher stated the data is analysed en masse and they do not analyse a specific individual’s genome. The Researcher stated it was unlikely they would uncover a specific Mendelian condition in an individual. 


Summary of outstanding ethical issues

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

7. The Committee queried how many of the 1,500 control participants detailed in the protocol would be recruited from New Zealand. The Researchers stated they have various cohorts, one of which is the Christchurch health and development study in which gene arrays have been performed on 750 participants. The Committee queried whether these people had consented to the use of their data. The Researcher explained they were part of the longitudinal Christchurch health and development study and had consented to broad analysis and use of their genotype data 7-10 years ago. The Researcher stated this would be one source of potential controls. The Researcher stated there was another study (CHALICE) with participants that consented to use of their genetic data they could also potentially use for controls. The Committee stated this information was not included in the application and it would need to review exactly what the other participants had consented to before giving approval for its use in the EDGI study. The Researchers stated that due to cost constraints they do tend to use ‘opportunistic controls’. 

8. The Committee queried whether this would be a valid control group for the EDGI study. The Researcher stated they have been following the participants of the Christchurch study for a long time and do have data on eating disorders. The Committee requested information regarding this and advised the PIS for the EDGI study should also contain information on control groups and that genetic data would be compared. 

9. The Committee stated that as it is an international study it would like to review the genetic testing protocol. The Researcher stated they should be able to supply it and that the methodology is standard. The Committee suggested it would be helpful to explain this in layperson’s terms on the PIS. 

10. The Researcher stated they were deliberately keeping it non-specific as the purpose of the study was to be broad to uncover any associated genes. The Committee stated this was acceptable but if that is the goal of the study it would need to be stated in the PIS so participants are aware of and understand the study’s objectives. The Committee stated it would normally expect a genetic protocol to be around 150 pages and detail all of the proposed testing. The Committee requested the Researcher supply this information. 

11. The Committee noted the tissue was to be kept indefinitely and stated it does not approve perpetual storage. The Committee requested the Researchers revise the protocol to include a time limit on New Zealand samples. The Researchers queried what a reasonable limit would be. The Committee stated the standard approval is for 10 years, though it can grant longer if there is a specific reason to. 

12. The Committee queried how the study would code ethnicity data as international protocols would be inappropriate for a New Zealand context. The Researcher stated they use the New Zealand census categories but understand there are sensitivities about past misuse of ethnicity data. The Researcher stated they are not focused on specific ethnic groups and they will instead be categorised broadly e.g. Polynesian, European etc. 

13. The Committee queried whether the categories were from the ethnic group or ancestry section of the census. The Researcher stated they had been using the ethnic group categories. The Committee recommended checking the ancestry section as this may be useful for a local audience. 

14. The Committee noted the study did not have a safety protocol. The Committee noted the PIS had pop-up messages around concerning information mental health, BMI etc. The Committee queried whether there was a follow-up protocol to ensure participant safety when answering some of the confronting questions. The Researchers stated the plan was for the pop-up message to refer the participant to appropriate services. The Researchers stated the study was not intended as a direct intervention as the number of participants would make this difficult. 

15. The Committee raised concern as the questionnaires contained some intimidating questions e.g. those around sexual assault and violence. The Committee stated that there would need to be a strong warning included in the PIS and also on the website before the questions appear. The Committee stated this would be important given the online nature of the study and no ‘in person’ point of contact for participants. The Researcher stated their advice would be for participants to contact their GP in the first instance. The Committee requested the Researcher add explicit warnings regarding the content of the sensitive questions to both the website and the PIS. 

16. The Committee noted discrepancies between the total numbers of participants, e.g. the application stated 10,000 and the advertisement stated 100,000. The Researcher stated the EDGI international study would aim to recruit 20,000 participants. The Researcher explained there were collaborative ‘EDGI-world’ studies run by researchers with their own funding. The Researcher stated the long-term goal was to pool all the data together to achieve 100,000 participants. The Committee requested the Researcher add information explaining this to the PIS so participants are aware of the extent of the research. 

17. The Committee queried what platform the researchers would use for the PIS and questionnaires. The Researchers stated they would use a Qualtrics survey. The Committee requested screenshots of the e-consent process with an explanation of the steps. 

18. The Committee requested the addition of information to the PIS explaining everything that will happen to participants’ data and tissue. The Researcher queried whether this meant the analysis of tissue/data or its disposal. The Committee stated that participants would need to understand both. 

19. The Committee queried whether a karakia would be possible overseas. The Researchers stated they keep some funding in reserve to bring all samples back and confirmed this would be an option. 

20. The Committee noted a clause to consent to Future Unspecified Research and advised that this would need to be a separate process. As it will be online the Committee suggested a distinct page, so all participants are clear that it is a separate optional consent. The Committee explained this would be applicable to both data and tissue if there is any intention to share these with other researchers. 

21. The Committee requested the inclusion of the length of time tissue will be kept on the optional FUR PIS. 

22. The Committee requested the inclusion of information in the PIS about returning results to participants. The Committee noted this currently appears on the website but not the PIS. The Researcher stated they would not be able to return analysis of individual data as it will be aggregated but can give general results. The Committee stated this is acceptable but needs to be stated on the PIS, so participants are aware. 

23. The Committee queried whether a sub-analysis of Māori results was planned. The Researchers stated if they recruited enough participants, they could look at phenotype information but were not certain whether they would have enough to look at the genetic side. The Researchers stated it would be difficult to predict how many Māori participants may volunteer for the trial. The Committee stated that this was an important issue for the Māori community and encouraged the Researchers to strive toward a representative sample. The Committee advised there were important Māori terms to consider when thinking about Māori health: tinana, mauri, hau, wairua. The Committee explained that Māori measure wellbeing on these four concepts. The Committee recommended the Researchers get in contact with hauora groups. 

24. The Committee queried how participants would be informed about the $30 voucher. 

25. The Committee noted that participants have a right to access their results under the Code of Health and Disability Consumers’ Rights. The Committee queried the scenario of a participant requesting their genetic results. The Researchers stated they could give the results but would not be able to offer assistance interpreting them. The Committee requested information explaining this on the PIS. 

26. The Committee noted the FAQ had a lot of useful lay-friendly information it recommended be incorporated into the PIS. 


Decision 


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

· [bookmark: _Hlk17724489]Please amend the information sheet and consent forms, taking into account the suggestions made by the committee (Ethical Guidelines for Observational Studies, para 6.10).  

· Please supply a written protocol detailing specific genetic analyses to be undertaken as part of the study (Ethical Guidelines for Observational Studies, para 5.11)
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	Ethics ref:  
	19/NTA/159 
	 

	 
	Title: 
	Bioadaptor Study 
	 

	 
	Principal Investigator: 
	Dr Mark Webster 
	 

	 
	Sponsor: 
	Elixir Medical Corporation 
	 

	 
	Clock Start Date: 
	07 November 2019 
	 


 
Dr Mark Webster and Mrs Jan Burd 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. Coronary artery stenting for the treatment of coronary artery disease has been used successfully for many years. The majority of stents used are metal and are coated with a medication to help prevent re-narrowing within the stent. These are known as drug-eluting stents. Once a stent has been implanted, it cannot be removed. Traditional metal stents rigidly splint the vessel wall preventing normal vessel motion (expansion and contraction) and making the artery stiff at the site of the implanted stent. This can cause abnormal haemodynamics and wall shear stress, and it may contribute to re-narrowing within the stent.

2. One potential solution for this was the introduction of fully bioresorbable stents, which dissolve completely over time, allowing a return to normal vessel motion. However these stents do have some limitations. The study sponsor has designed a next generation stent called the DynamX stent (referred to in the study protocol as ELX1805J). This stent has expansion segments in the stent pattern. The expansion segments are designed to disengage approximately six months after the stent is implanted allowing the stent to expand and contract with the movement of the artery. The stent is therefore expected to perform like a metallic stent for vessel support, with the benefit of performing like the bioresorbable stent for vessel motion.

3. The DynamX stent (using a different drug coating) has been tested in a 50 patient study in Europe and is in the process of being tested in a 50 patient study in New Zealand. The Bioadaptor Study will seek to confirm the safety and performance of the DynamX stent as compared to a market approved drug-eluting stent called the Resolute Onyx.

Summary of resolved ethical issues 

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

4. The Committee requested the Researchers give a brief overview of the study. The Researchers stated it was a randomised trial comparing a new stent on a 2:1 ratio against the standard stent available at ADHB. The Researchers stated the related DynamX study was currently underway with the stent being looked at on a prospective single arm basis. The Researchers explained this study is the next phase of analysis and will commence once the DynamX study has concluded. 

5. The Committee queried whether the Researchers had an idea of safety from the DynamX study. The Researchers stated there was a study performed in Europe that looked at stents with small connectors that allowed a bit of flex. The Researcher stated this was  a mechanistic study which demonstrated safety in the design. The Researcher stated here in New Zealand the DynamX study has been ongoing since last December and has recruited 50 participants with 34 participants undergoing angiography. The Researcher stated there had not been any safety concerns so far but acknowledged it is still too early to draw a definitive judgement. 

6. The Committee queried how the Researchers would recruit participants. The Researchers stated all potential participants are approached as inpatients in the hospital and will be there to have an angiogram with or without a stent. The Researchers explained their process is for the research coordinator to identify any eligible potential participants at the clinic and have a face to face discussion. Then if any potential participants are interested an investigator can discuss the study with them. The Researchers confirmed this happened in parallel to the hospital consenting process for the angiography. 

7. The Committee queried whether participants would understand the standard procedure and risks around angiography. The Researchers stated they do not believe there are risks above standard of care by participation in the study. The Researchers explained for a patient to get this far they would need to have a discussion about the risks of angiography and that conversation will have occurred whether or not they look at the PIS. 

8. The Committee queried the potential for stent failure and if there was concern that the stent could not be removed once inserted. The Committee queried whether this would have an effect on any future treatment. The Researchers explained that all stents today have a drug coating but may still develop thrombosis or re-narrowing of the vessel. The Researcher stated if problems do occur in a stent then a second stent can be placed inside of the original to reopen the vessel and a drug-coated balloon could be inserted to prevent further re-narrowing. The Researcher confirmed the stent would not affect future treatment options such as grafting. 

9. The Committee queried whether five years would be long enough for follow-up. The Researcher stated that while it was possible to develop neoatherosclerosis in stents long term that re-narrowing would typically occur within a six-month window. The Committee queried whether the Researchers ever design a trial to follow the life of the device. The Researchers stated not with stents and the usual length is 2 – 5 years. The Researchers clarified that participants will continue to receive standard clinical follow-up and their clinical care is happening in parallel to the research. 

10. The Committee queried why the protocol require the stent to be called “the study stent” in clinical records. The Researcher explained the study was initially intended to be in Japan only and was written in Japanese which was translated when the study was broadened. The Committee requested confirmation that the stent would be referred to by its name in the participant’s clinical record. The Researchers confirmed it would and that all necessary information will be included. 

11. The Committee queried whether the trial is a non-inferiority trial. The Researchers confirmed it is. The Committee requested a statement explaining this be added to the PIS. 

12. The Committee queried the process of the expansion segment and physical disintegration. The Researchers explained there are connectors in the stent design held together by bio-absorbable polymer that is dissolved over six months. The Researchers stated the stent is designed to allow small movement (micrometres) after the six-month mark. The Researchers confirmed the stent was still rigid and could not travel. The Committee queried what happens in the event of separation. The Researchers stated the stent never disengages with itself. The Researchers stated they would include an illustration to show the stent’s design and demonstrate its position in the vessel. The Researchers stated there was additionally a video available for participants to view. 

13. The Committee queried whether the study would have an independent data safety monitoring committee. The Researchers confirmed it would. 

14. The Committee noted it was currently optional to inform the participant’s GP. The Researchers explained the only difference in the research was the stent and their regular care would not change and the GP would receive the discharge summary anyway. The Committee requested the ‘yes / no’ box be removed so it is a mandatory element of the study. 



Decision 

This application was approved by consensus, subject to the following non-standard conditions:

· Please update the Participant Information Sheet and Consent Form, taking into account the suggestions made by the Committee. 
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	Ethics ref:  
	19/NTA/160 
	 

	 
	Title: 
	The Vascular Spasm Study 
	 

	 
	Principal Investigator: 
	Dr Mark Webster 
	 

	 
	Sponsor: 
	 
	 

	 
	Clock Start Date: 
	07 November 2019 
	 


 
Dr Mark Webster, Mrs Jan Burd and Dr Colin McArthur 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. In New Zealand approximately 90% of coronary angiograpahy and intervention procedures use radial artery (wrist) access. Radial access is associated with fewer access site complications than femoral (groin) access. One infrequent but troublesome complication of radial artery access procedures is vascular spasm. This can cause patient discomfort and can reduce the procedure's success rate. The use of intra-arterial medications called vasodilators reduces spasm. In NZ the two most widely used vasodilators are verapamil and nitroglycerin, however it is not known whether one is more effective. This study will aims to identify which vasodilator, if any, is better.

2. ANZACS-QI offers the opportunity to embed a simple, cluster-randomised comparison of verapamil with nitroglycerin. Participating NZ cath labs will use one or other vasodilator, in randomly allocated order, for 6 months each, as part of usual practice. Individual patient consent will not be obtained, as it is not practicable in this evaluation of routine catheterisation laboratory practice. The study also aims to show how comparative effectiveness research might be incorporated into a learning health system.

Summary of resolved ethical issues 

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

3. The Committee requested the Researchers give a brief overview of the study. The Researchers stated it was a cluster randomised trial looking at two different drugs used routinely to treat the risk of spasm in the radial artery. The Researchers stated there had mostly been small studies done on the drugs and there was not perfect data on their use. The Researchers stated they were not planning to obtain individual consent for two reasons. The first is that is not practical when it is a trivial component of routine care and secondly that by focussing attention on the choice of drug it could potentially distort communication of the true risks of the procedure which are unrelated to the study. The Researchers clarified that there is a very low risk of significant complications e.g. stroke or coronary artery damage. The Researchers stated it was critical that patients understand these risks when they consent to the procedure. The Researchers stated in standard care ADHB clinicians do not consent patients to the use of the drug or even tell them about it as it is such a minor part of the procedure. The Researchers clarified that their argument for not seeking consent is that the patient’s focus on which of the two standard drugs would distract their attention from the risks of the procedure. 

4. The Committee queried whether an integrated or opt-out consent process may be feasible. The Researchers stated it would not be practical at a site-level due to the cluster design as in order to have an opt-out you would need to be presented with the information which could again draw undue attention to the use of drug rather than the risk of the procedure.  

5. The Committee queried whether clinical judgement could over-rule a cluster design. The Researchers confirmed it could and if there was a clinical reason to use one drug over the other then this could be done at the clinician’s discretion. The Researcher’s clarified that it was extremely rare for there to be a contraindication and fewer than 1% of patients would have one. 

6. The Committee queried how potential participants would be identified. The Researchers stated it would involve everyone coming through the site for the procedure. The Committee queried how many sites the study would have. The Researchers stated they would ideally include all cath labs in New Zealand. The Researchers stated the study has been discussed with an interventional group involving most centres of New Zealand who expressed interest in participating. 

7. The Committee queried whether the posters to advertise the study had been completed. The Researchers stated they were still working on them and agreed to supply them to the Committee when available. The Committee queried whether they would be generic posters or contain information specific to this study. The Researchers confirmed they will describe this study. 

Summary of outstanding ethical issues

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

8. The Committee stated it does not have ethical concerns with the study but there is the question of its legal status. The Committee noted the legal opinion supplied by the Researchers argued that Right 6 of the Code of Health and Disability Services Consumers’ Rights would not apply in this instance and that Right 7 would not be breached. The Committee stated it was satisfied with the Right 6 argument but even if Right 6 does not apply that Right 7 and the need for written consent may still apply. The Committee noted that if Right 7 does apply then it would be unable to approve a cluster design and the Researchers would be required to seek informed consent from all participants. 

9. The Committee stated it can only approve the study if it receives confirmation that the study is consistent with the law and would not breach Right 7. 


Decision 


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

· The Committee is unable to approve a study inconsistent with New Zealand law. The Committee will seek legal advice on whether the Code of Health and Disability Consumers’ Rights would be breached by the research. If the Code would be breached by the research the only option available to the Committee would be to decline the application unless there is a mechanism for obtaining consent. 
· Please institute a consent process (which may involve integrating the consent for research with the normal clinical / treatment consent process) for if it is determined that the research would be in breach of the Code. 

After receipt of the information requested by the Committee, a final decision on the application will be made by the full Northern A Health and Disability Ethics Committee at the next available meeting. 




Substantial amendments
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	Ethics ref:  
	17/NTA/12/AM08 
	 

	 
	Title: 
	REMAP-CAP 
	 

	 
	Principal Investigator: 
	Dr Colin  McArthur 
	 

	 
	Sponsor: 
	Prof Richard Beasley 
	 

	 
	Clock Start Date: 
	10 October 2019 
	 


 
Dr Colin McArthur and Mrs Anne Turner 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 resolved ethical issues 

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

1. The Committee requested the Researcher give a brief overview of the amendment. The Researcher stated it was a multinational study on severe community acquired pneumonia and as time has gone on it has been necessary to adapt the study. The Researcher explained the core protocol was designed to set up a basic structure and allow flexibility. The Researcher stated there are both minor administrative changes and major changes such as the statistical analysis undertaken The Researcher explained the protocol allows the study to add new ‘domains’ i.e. new questions or things clinicians are uncertain about and have variation in practice. The Researcher explained that participating sites can opt-in or out of these domains if they wish depending on established clinical practise at the site. 

2. The Researcher stated a future link to Integrated Data Infrastructure (IDI) data is planned. The Committee noted this was not included in the amendment. The Researcher explained planning for this has begun since the amendment submission. The Committee stated it would have concerns over linking potentially identifiable data to the IDI and that any proposed IDI linking would need to be made as a separate amendment. 

3. The Committee queried whether any preliminary results would be available soon. The Researcher stated there would not as it has taken much time getting the study up and running and the numbers are currently too few. The Researcher explained that international data analysis would also contribute to the adaptive nature of the interventions. 

4. The Committee noted that funding appeared to expire at the end of the year. The Researcher stated that was an error and they had two years of funding and have also applied for an extension. 


Decision 

This application was approved by consensus, subject to the following non-standard conditions:

· The approval extends to the submitted amendment only. Please submit an additional amendment for linking data to the IDI. 




General business

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

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

	Meeting date:
	17 December 2019, 01:00 PM

	Meeting venue:
	Ministry of Health, Level 3,Rangitoto Room, Unisys Building, 650 Great South Road, Penrose, Auckland




3. Problem with Last Minutes

The minutes of the previous meeting were agreed and signed by the Chair and  Co-ordinator as a true record.

4. Matters Arising


5. Other business


6. Other business for information


7. Any other business




The meeting closed at 6:00pm. 
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