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	Committee:
	Northern B Health and Disability Ethics Committee

	Meeting date:
	02 June 2020

	Meeting venue:
	Via Zoom
https://mohnz.zoom.us/j/367426700
Meeting ID: 367 426 700

or dial:
+64 4 886 0026 New Zealand
+64 9 884 6780 New Zealand



	Time
	Item of business

	11:45pm
	Welcome

	12:00pm
	Confirmation of minutes of meeting of 05 May 2020

	12:05pm
	New applications (see over for details)

	12:05 – 12:30
12:30 – 12:55
12:55 – 1:20
1:20 – 1:45

1:55 – 2:20
	  i 20/NTB/98    
  ii 20/NTB/112   
  iii 20/NTB/116  
  iv 20/NTB/117  
(10 minute break) 
  v 20/NTB/111  

	2:20 – 2:30
	General business:
Noting section 

	2:30pm
	Meeting ends




	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  
	 

	Mrs Stephanie Pollard 
	Non-lay (intervention studies) 
	01/07/2015 
	01/07/2018 
	Present 
	 

	Miss Tangihaere Macfarlane 
	Lay (consumer/community perspectives) 
	20/05/2017 
	20/05/2020 
	Present 
	 

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

	Dr Nora Lynch 
	Non-lay (health/disability service provision) 
	24/07/2015 
	19/03/22
	Present 
	 

	Mrs Leesa Russell 
	Non-lay (intervention studies), Non-lay (observational studies) 
	14/12/2015 
	14/12/2018 
	Present 
	 

	Mr John Hancock 
	Lay (the law) 
	14/12/2015 
	14/12/2018 
	Present 
	 

	Mrs Jane Wylie 
	Non-lay (intervention studies) 
	20/05/2017 
	20/05/2020 
	Present 
	 

	[bookmark: _Hlk42770958]Ms Susan Sherrard 
	Lay (consumer/community perspectives) 
	19/03/2019 
	19/03/2022 
	Present 
	 


 
Welcome
 

The Chair opened the meeting at 11:45am and welcomed Committee members, noting that apologies had been received from Mrs Jane Wylie for the application beginning at 1:55pm.

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 05 May 2020 were confirmed.



New applications 

	1  
	Ethics ref:  
	20/NTB/98 
	 

	 
	Title: 
	Evaluation of Mental Health Co-Response Team 
	 

	 
	Principal Investigator: 
	Dr Susanna Every-Palmer 
	 

	 
	Sponsor: 
	 
	 

	 
	Clock Start Date: 
	01 May 2020 
	 


 
Dr Silke Kuehl and Dr Susanne Every-Palmer were present by videoconference 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 an implementation evaluation of a pilot programme being introduced in Wellington whereby a 3-person Crisis Response Team (CRT; police, ambulance, mental health professional) is sent out in response to a 111 mental health crisis call instead of the usual police callout. The CRT travel together in an unmarked car, equipped with health equipment/police equipment/food. The aim is to manage the person-in-crisis in the community, avoiding ED attendance or a police station visit. The study will evaluate the CRT at 2 timepoints: early and late in the pilot. The pilot started in March 2020.
2. Evaluation will be carried out with mixed methods involving observation of CRT and service user interactions, qualitative surveys of police and mental health staff, and objective outcome data from Police and PHUs.

Summary of resolved ethical issues 

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

1. The Committee asked if the CRT response (pilot) had started was delayed by the COVID. The Researchers stated that the pilot had started in March, however the evaluation which is the object of this application had not started.

2. The Committee asked about safety/cultural protocols for the interviews in the study. The Researchers clarified that interviews will not be done in public places, but either by telephone, a university or mental health units. Participants will be provided with contact numbers in case people want additional support, and will be encouraged to bring a support person if they want to. Consultation with Ngai Tahu has been completed. 

Summary of outstanding ethical issues

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

3. It was confirmed that the survey is paper-based. The Committee suggested that it be made electronic, anonymous and online, to remove the conflict of interest between employees and their managers. The Researchers agreed to this approach. Please add a first page stating that the survey is anonymous, and that completion of the survey indicates the user’s consent to the use of their information for this study.

4. The Committee asked about the data being accessed in the study. The Researchers explained that the pilot is seeking to determine if there are improved outcomes for those suffering distress who call 111 in this pilot. For those who call 111, there may be is increased distress and waiting times spent in police departments while they are waiting for mental health services to arrive. The evaluation aims to see if there are better outcomes if those services go out together. It will compare the outcomes by linking the data from the two agencies, and will seek to answer questions such as “what was the likelihood of police using handcuffs”, “what was the likelihood the service user ended up in the police station”, etc. The data will be linked using identifiers, as mental health data is coded in NHI, but police data is not. The data will be de-identified with a unique study code, accessible only by the CI, and published in a generalised form. 

The Committee noted that standard 7.48 of the National Ethics Standards requires Researchers to identify any reasons why participants may not have consented if asked. The Committee noted that as police files are incredibly sensitive, there is a significant chance that individuals may not be willing to provide consent. The Committee also expressed concern about the justifiability of accessing sensitive health data.

The Committee further noted that it cannot approve the use of police information, as this is not health information. The Researchers stated that the agencies have already set up a data sharing agreement between the government agencies in order to run the pilot, which the Committee asked to see. The Researchers further stated that they were invited by the organisations involved, and confidentiality and locality approvals have been given by them.

The Researchers stated that if consent to access police, ambulance and mental health data is sought from the service users, some might not consent due to the highly distressing situation when they call 111. The Researchers emphasised the necessity of capturing all data in order to determine the true value of the CRT. The Researchers further explained that they will not be accessing police data related to service users’ pasts, but only the outcome data from this service. This specific data will be provided by analysts at the police. 

The Committee stated that if evidence of data-sharing arrangements between agencies is provided; if the exact fields of information that are needed to answer research questions are specified; and if the identifiers on the data are permanently removed once linked, then a waiver of consent could be justified. The Researchers stated that they are not yet completely sure what data will be needed, as they have not had the opportunity to see the data yet. 

The Committee asked for more information about what health information will be sought. The Researchers stated that they would like to know where people ended up under the mental health Act, whether they ended up in hospital, whether they were referred to a mental health team, and whether they were referred to their GP. The Committee asked for outcome measure-definitions.

The Committee asked how data will be linked. The Researchers explained that data will be linked with the time the service user presents to the CRT/police, the user’s DOB and name. 

Due to a desire to recruit participants as soon as possible, it was agreed that information about what data will be collected and how it will be linked would not be approved as part of this review, and would be submitted subsequently as an amendment.

5. The Committee asked about the observational field work leading on to interviews with the service users. The Researchers explained that there are two aspects to the field work, the observation of CRTs, and the recruitment of service users to complete an interview about the service. The recruitment of service users would be done by the CRT, at the time when they meet the service users in their homes. The Committee expressed concern that this could be a distressing time for service users, and suggested that consent could instead be sought several days or weeks after the event. This would be done by the Police sending a letter to service users’ homes.
The Researchers stated that they expected a lower rate of recruitment and a less representative population if participants are contacted afterwards by mail. They further emphasised the importance on getting feedback on this activity, and the efficacy of contacting services users in person. The Researchers further noted that service users might be surprised to be invited to a study so long after the event, and that it might be stigmatising to not contact participants at the time due to their mental health. The Committee suggested that a pamphlet about the study could be left in the service user’s home by the CRT, which would let them know that they will be invited to complete an evaluation by the Researchers later.

6. The Committee noted the issue of researchers going into the homes of services users to observe the CRT. The Researchers stated that they cannot observe well from the car, and that they will only observe, not interact. The Committee drew the parallel with medical students who observe procedures but first seek the patients’ consent. The Committee stated that consent is needed for entering the service users’ homes, and that consent would not be possible given the stressful situation for service users. As such, the observation within users’ homes was not approved. 
The Researchers stated that without gathering this information, it will be harder to show that the service is working and to secure funding for it. The Researchers noted that in situations where full and informed consent cannot be sought from patients, medical students are still able to observe procedures.
The Committee noted that similar information could be sought by de-briefing the staff from the three agencies after the event, and affirmed that it does not currently approve of the Researchers observing the CRTs in the users’ homes. However, the researchers could respond with further reasons for why they believe this to be necessary.


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

7. Please amend the CRT PIS/CF to reflect the fact that the observational information will be collected through a de-brief after the interaction with the staff from the three agencies.
8. The Committee stated that the consent form should include mention mental health.
9. Please amend ‘Central HDEC’ to ‘Northern B HDEC’’.

Decision 

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

· Please amend the survey to make it electronic, online, and add a first page as recommended by the Committee.
· Please provide the Committee with the data-sharing agreement.
· Please amend the protocol, describing how CRT staff will be de-briefed and the new recruitment process for interviewing service users. If consent is sought verbally, this should be documented.
· Please provide the Committee with the pamphlet that will be left in service-users’ homes informing them of the evaluation.
· Please update the participant information sheets and consent forms, taking into account the suggestions made by the Committee.
· Further information on outcome data and data linkage may be submitted as an amendment. This should include the minimum data set that will be accessed, how and by whom, and the plan for linkage. As such, the outcome data collection and linkage aspect of the study is not covered by this review.

After receipt of the information requested by the Committee, a final decision on the application will be made by Mrs Kate O'Connor and Dr Nora Lynch.


 
	2  
	Ethics ref:  
	20/NTB/112 
	 

	 
	Title: 
	transShield EPS study  
	 

	 
	Principal Investigator: 
	Dr Mark Webster 
	 

	 
	Sponsor: 
	Lince Consulting, LLC 
	 

	 
	Clock Start Date: 
	21 May 2020 
	 



Dr Mark Webster and Ms Mandy Fish were present by videoconference 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 is an open uncontrolled pilot trial of a 3rd generation of an Embolic Protection Shield (EPS) developed for use during transcatheter aortic valve interventional procedures (TAVI). TAVI loosens debris that can move from the ascending aorta to the brain and limbs causing strokes and limb vessel occlusions. There are a couple of embolic shield devices on the market, however they are prohibitively expensive for most patients. 
2. The device being tested in this study is essentially a wind-sock on the end of the vascular sheath that is used for deploying the valve system. It expands to the dimensions of the aorta as the valve is being deployed, captures the debris, and then closes down and is removed.
3. 50 participants will be invited onto the study, with the expectation that 30 will be included after screening. 
4. Some patients will be contacted relatively acutely, but all patients be given at least 24 hours to consider consent before the procedure.

Summary of resolved ethical issues 

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

5. For future reference, the Committee noted that the answer to A.1.1 of the application form indicating that there are “no ethical issues” is incorrect.
6. The Committee noted that the IB states that there are no current devices of this type, and asked if the commercially available device that is in use is sufficiently similar to have comparable safety data. The Researcher stated that it is significantly different: the risks of the procedure are the same, but the proposed device has a theoretical advantage of capturing all debris. There is no anticipated increase of risk with this device.
7. The Committee noted that some AEs had occurred in previous studies on this device. The Researchers stated that those studies were conducted on different versions of the device, and that this third version should overcome the limitations of the first device.
8. The Committee asked if there is any potential for SAEs. The Researcher stated that it is possible that there is a risk of vascular damage when the tubes are inserted which may be elevated by this device however, all TAVI procedures have risks associated with them.
9. The Committee asked if the Researchers had sought Māori consultation. They confirmed that Māori consultation will be undertaken as part of the locality review.
10. The Committee asked about the likelihood of someone receiving an additional CT as part of the study. The Researchers stated that it is quite unlikely, but possible. However, the standard of care CT is expected to suffice for the study purposes.

Summary of outstanding ethical issues

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

11. Please correct the typo in ‘participation’ in the heading on page 2.
12. Please make clear and bold on the first page that this is a first in human trial.
13. Page 5: please add information on the location of where tissue will be sent.
14. Page 6: please add the details of NZ registration bodies.
15. Consent form: there is a yes/no tick box. Please change this from an option to a statement if participants are not able to withdraw from the study? 
16. The statement “study doctor may withdraw you for any reason that in their opinion may negatively affect your wellbeing” is too broad, please clarify the basis for removing a participant due to the effect on their wellbeing.
17. Please explain the role of the medical monitor in the study.
18. Please add the address of the sponsor to the front page header.
19. Page 7: please add a contact for the Māori health advisor.
20. Please explain how all aspects of the procedure differs to standard of care – is it longer, and if there are pre or post -procedure tests that will not happen in standard of care.
21. Consent form: please remove the risks to a pregnant partner, as this is not relevant to this study.

Decision 

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

· Please update the participant information sheets and consent form, taking into account the suggestions made by the Committee.

After receipt of the information requested by the Committee, a final decision on the application will be made by Mr John Hancock and Mrs Jane Wylie.


	3 
	Ethics ref:  
	20/NTB/116 
	 

	 
	Title: 
	(duplicate) Village - a communication app for supporting young people with low mood and suicidal ideation 
	 

	 
	Principal Investigator: 
	Dr Hiran Thabrew 
	 

	 
	Sponsor: 
	Auckland District Health Board 
	 

	 
	Clock Start Date: 
	21 May 2020 
	 


 
The Researchers were not required to attend the 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 is a resubmission of 20/NTB/37 which was declined in March. The age range has been lifted to involve only those 16 or above. Recruitment has been modified so that only those living and being treated in the community are recruited.
2. It is an open uncontrolled pilot of an app to support young people in the community who are already in therapy following a recent suicide attempt. It seeks user acceptability and some preliminary efficacy data. The basis is an app which connects the young person of 16-25 years to five self-appointed buddies, also over 16 years old. The buddies receive some online training in how to support and respond to their mate in a way to help them through this difficult period in their life. 
3. 20 young people and 20 buddies will be recruited to trial the app over 4 weeks. 
4. Outcome data will be derived with questionnaires at baseline, at 4 weeks and after 12 weeks with the young person and one buddy. Usage data will also be derived from the app. 

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 noted that the protocol still notes a consent process for under 16s, and asked for this to be corrected.
6. The Committee stated that the digital surveillance should be explained in detail in the risk analysis. 
7. Please include the safety plan in the protocol as per the PICF (and check that other changes to the PISCF are reflected in the protocol).
8. The Committee noted the absence of many self-harm words in the trigger list as well as slang. Please expand this list and update the PIS if appropriate.
9. The Committee asked if patient notes are still being collected from secondary care. 
10. The Committee asked for information on how adverse events will be tracked, and whether the Researchers will be notified if participants are admitted to secondary care. If so, that needs to be included in PICF.
11. The Committee noted that some aspects of the buddy system may emphasise social isolation (e.g. the inability to find 5 buddies might make someone feel worse). Consider asking that participants choose ‘up to’ 5 buddies, and amend the PIS as appropriate.

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

12. The Buddy PIS was inadvertently not uploaded.
13. Please consider reimbursement of vouchers for travel other than petrol, as some participants may travel by bus etc. 
14. The Young Person PIS says that participants can choose to inform their health professional in page 3, but earlier it is clear they are contacting all GPs. Please amend for consistency. 
15. The Young Person PISCF is a little light on recognition of differing needs of Māori/cultural issues and any specific issues relevant for Māori in this space. This comes through far better in the protocol; please translate this information should into the PISCF. 
16. The Young Person CF indicates that participants will have English as their first language, which does not match the inclusion criteria (only enough English to use the app) or the first statement (will be read to me in my first language). Please state instead that participants are required to have proficient English. 
17. Young Person PIS and consent form: please remove the option to have emergency services contact participants if they are displaying worrying behaviour, as this is important to ensure safety. 
18. Buddy CF: some of the yes/no options on this are not truly choices, particularly as they relate to the role of the buddy in the study PIA. Please amend accordingly.
19. Please explain the timing of recruitment, and how it will be done from different providers.
20. Please add information about what will happen if there are adverse events.
21. Please add greater emphasis to the responsibility of buddies for the crisis management plan.
22. Please add greater information about the information sent to Youthline. Please explain how they receive the message, what information they receive, and whether there is a timeframe for them to contact the young person. If there is any formal agreement with Youthline, please provide documentation of that.
23. On the cultural onboarding screen-shot, please delete the quotation mark from end of email address.

Decision 

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

· Please update the protocol, taking into account the suggestions made by the Committee.
· Please provide the Committee with a cover letter addressing outstanding ethical issues 9 to 11.
· Please update the participant information sheets and consent form, taking into account the suggestions made by the Committee.

After receipt of the information requested by the Committee, a final decision on the application will be made by Miss Tangihaere Macfarlane and Mrs Leesa Russell.



	4  
	Ethics ref:  
	20/NTB/117 
	 

	 
	Title: 
	(duplicate) Human cell study 
	 

	 
	Principal Investigator: 
	Assoc Prof Rinki Murphy 
	 

	 
	Sponsor: 
	 
	 

	 
	Clock Start Date: 
	21 May 2020 
	 


 
A/Prof Rinki Murphey and Anna Brooks were present by videoconference 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 is an observational study on the metabolic syndrome, using tissue from planned surgery (pancreas, liver), additional small fat biopsies from planned abdominal surgery, a research blood sample, and some data from clinical records. 
2. It was declined by the Northern A HDEC early in 2020 after first being provisionally approved because the PISCF was not sufficiently explicit on tissue use/storage. 

Summary of resolved ethical issues 

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

3. The Committee asked about the Human Cell Atlas. The Researchers explained that this is the second part of the human genome project, which seeks to collate international cell expression data in one place, so that scientists can use it readily. The Committee noted the value of the cultural component to the Human Cell Atlas, particularly with regards to diabetes and obesity. 
4. The Committee noted that the application had been amended since the original submission, to make exporting tissue mandatory. The Researchers stated that they do not have the technology and bioinformatics in New Zealand to do the analysis, so participants will need to be comfortable with their tissue and data being sent overseas.
5. The Committee asked if the data that will be shared on the Human Cell Atlas platform will be limited to gene expression profiles and RNA sequencing in single cells or a population of single cell outcomes. the Researchers explained that the data will be both single cell and single nuclei data. The coding genomic data will not be shared.
6. The Committee asked if RNA sequencing will be conducted in New Zealand, which the Researchers confirmed. The Committee asked if the study will involve whole exome or whole genome sequencing, or if specific genes are being targeted. The Researchers explained that this study will involve sequencing of individual genes, but they will also invite people to consent to a separate HDEC-approved study which involves whole genomes.
7. The Committee asked if participants will be asked to consent for the donation of their tissue to the Auckland Regional Tissue Bank at the same time as this study. The Researchers confirmed that this will be done at the same time by Auckland Regional Tissue Bank technicians, who have a lot of experience in the consent process. The Committee queried whether potential participants should be consented by a member of the research team, rather than the ARTB staff. The Researchers explained that they have great confidence in the training of the ARTB staff, and will be at hand to explain the information to the participants if required.
8. The Committee asked if tissue donated to the Auckland Regional Tissue Bank (ARTB) would be used by other researchers. The Researchers confirmed, and explained that participants would be consented for the main study first and the ARTB second.
9. The Committee noted the Researchers’ answer to question P.4.2 of the application form, which stated that they “intend to work with similar institutions who work with similar ethical approvals as in New Zealand.” The Researchers explained that they will be sharing tissue with researchers specifically in the Human Cell Atlas. The data generated will be openly available to any scientist, however the data taken from the tissue directly will only be shared within those working on the Human Cell Atlas, and the Researchers expressed their trust in those institutions. The Committee asked if there are any risks associated with the sharing of information through the Human Cell Atlas. The Researchers explained that the expression data is not readily identifiable, and that misuse of the data is highly unlikely.
10. The Committee asked for the disease incidence in Māori to be identified and presented during the Māori consultation. 

Summary of outstanding ethical issues

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

11. The Committee asked if there would be the possibility of Karakia for the destruction of unused tissue. The Researchers explained that tissue disposed of in New Zealand could receive a Karakia, however this had not been given as an option as almost all tissue would be used in the study or frozen for future use. The Committee advised that the Researchers discuss this issue during their Māori consultation.

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

12. Please mention the option to donate tissue to the ARTB (mentioning that it is separate from this study) and remove the option to consent leftover tissue to the Auckland Regional Tissue Bank from the main study consent form. 
13. Please upload the ARTB PIS/CF.
14. Please add Health and Disability Commission and Māori health contact details.
15. Please add the sponsor name and address to the front page header.
16. Under the heading “what happens if I decide to take part”, please state that there will be no opportunity for Karakia at the time of tissue disposal.
17. Consent form: please add an explanation about what the Human Cell Atlas is.
18. Please mention the option for donating tissue to the Auckland Regional Tissue Bank in the PIS, and that this will be used for another group of researchers. 

Decision 

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

· Please update the participant information sheets and consent form, taking into account the suggestions made by the Committee.
· Please upload the ARTB PIS/CF.

After receipt of the information requested by the Committee, a final decision on the application will be made by Mr John Hancock and Mrs Jane Wylie.



	5  
	Ethics ref:  
	20/NTB/111 
	 

	 
	Title: 
	Topical Analgesia Post Haemorrhoidectomy 
	 

	 
	Principal Investigator: 
	Professor Andrew Hill 
	 

	 
	Sponsor: 
	 
	 

	 
	Clock Start Date: 
	21 May 2020 
	 



Professor Andrew Hill and Dr James Jin were present by videoconference 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 is an investigator-initiated active controlled double-blind randomised-controlled trial of three different specifically compounded creams for post haemorrhoidectomy pain compared with an "almost SOC" cream: usually the active compound in the comparator cream is given orally, but the research group is about to publish work showing oral administration is comparable to topical. Before this intervention trial begins, there is more than six months of clinical work preparing the creams. 
2. All three ingredients are registered in NZ in oral form and two are registered as branded topical agents. A compounding pharmaceutical company has been contracted to produce the creams, and the University of Auckland Pharmacy School will do the testing of compatibility, stability and release profiles. 

Summary of resolved ethical issues 

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

3. The Committee queried whether there is the potential for any future commercial benefit. The Researcher explained that obtaining a patent for the treatment would be difficult, due to all three creams having been already developed. Nonetheless, there is the potential for the combination to be patented under the University of Auckland. Currently there is no clear commercial pathway that would eliminate the potential for participants to make ACC claims in relation to the study.
4. The Committee asked about the factorial design, and if there was the potential for interaction between the active agents. The Researchers stated that although these treatments have not been trialled together, these are all common and safe treatments that are frequently prescribed. The effects are expected to be additive because they work on different mechanisms. 
5. The Researchers stated that they do not have a placebo control as it has clearly been demonstrated that metronidazole works, so that is the baseline (an active control). 
6. The Committee noted a conflict of interest for the peer reviewer, who stated that his patients may be included in the study. The Researchers explained that it is quite unlikely that those patients will be included in the study.
7. The Committee asked about the peer review sought from Ass. Prof.  Vandal. The Researchers explained that Ass. Prof. Vandal provided statistical advice for the study.
8. The Committee asked how participants’ capacity to consent will be determined. The Researchers stated that they will check patient details to check for suitability before sending the invitation letter.
9. The Committee stated that whakama is likely to be a cultural issue for Māori 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.

10. The Committee asked about the consent process. The Researchers explained that patients will be given information when the participants are referred for surgery, and that consent will be confirmed on the day of surgery. The Committee asked for a copy of the invitation letter. 
11. The Committee asked about the timing of obtaining consent. The Researchers explained that many patients aren’t notified of their surgery until two weeks before, and due to a backlog within the hospital due to the COVID-19 pandemic, it may not be  possible to gain participants’ consent until the day of surgery (there is no pre-admission clinic for the majority of them) Furthermore, the information for this study is not complicated, and can be explained quickly. The Committee asked for the invitation letter and PIS to be sent to participants at least one week before the surgery, to ensure time for them to process the information and ask questions.
12. The Committee noted that pregnancy is an exclusion criterion, and asked how that will be tested for. The Researchers explained that questions will be asked to assess pregnancy, with a low threshold for pregnancy testing based on the answers to those questions. That testing would also be done as part of SOC. The Researchers stated that as patients will be excluded from the surgery if pregnant or breastfeeding, they will be excluded from the study to begin with. They stated that this exclusion clause was unnecessary. Please remove this clause from the protocol and PIS.
13. The Committee asked who the sponsor and funder for the study is. The Researchers explained that most of the funding will be sourced from a general university research fund. In addition to that, an application is being sought from the HRC. The Committee asked for the university research office to be invited to act as the sponsor for the study.
14. The Committee asked how study booklets will be collected on day 14. The Researchers stated that booklets will either be collected from participants’ homes or they will be provided with paid postage. Please explain this in the PIS, and provide a safety protocol for at-home visits.
15. In the questionnaire being asked for the interim safety analysis, please amend “what painkillers did you take today”, instead asking which drug and how many.
16. The Committee asked if it was necessary to have the participants’ name on the questionnaire form. The Researchers agreed that a study code could be used instead.
17. The Committee suggested that a question could be added about compliance/use of the cream.
18. The Committee suggested that the incidence of this condition for Māori should be identified prior to Māori consultation.
19. The committee asked about the Māori healt /cultural contact, and as the Researchers indicated that the contact may not be appropriate, they agreed to identify and indicate an alternative.

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

20. The Committee asked if the cream is going to be available to participants after the end of the study. The Researchers explained that most of the cream will be used up by the end of the study, however as no adverse events are expected participants will be allowed to keep using it if they wish. The Committee asked that the PIS be amended to state that use of the treatment will be stopped after 7 years, however ongoing clinical management will be available as needed.
21. Please add ACC wording to the PIS that is in line with the wording used in the HDEC PIS template.
22. Please amend at the bottom of page 2 to state that data that is collected will be de-identified, and how.
23. Please ensure that information about the ability for participants to remove their data is consistent across the PIS and consent form.
24. Please confirm that when the results are available that they can be provided to participants in a lay format.
25. Please state that the study has been approved by the Northern B HDEC.
26. Consent form: please remove the statement about obtaining swabs.
27. Please remove the area on the consent form for collecting participants’ contact details.
28. Please add a statement under ‘benefits’ that none of the creams may offer a benefit over SOC.

Decision 

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

· Please upload the study invitation letter.
· Please update the protocol, taking into account the suggestions made by the Committee.
· Please provide a safety protocol for at-home visits.
· Please update the participant information sheets and consent form, taking into account the suggestions made by the Committee.
· Please amend the questionnaire, taking into account the suggestions made by the Committee.

After receipt of the information requested by the Committee, a final decision on the application will be made by Ms Susan Sherrard and Mrs Stephanie Pollard.

 

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:
	07 July 2020

	Meeting venue:
	Via videoconference




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

Mrs Stephanie Pollard declared a new/emerging conflict of interest for application 18/NTB/194.  There was no conflict of interest at time of original approval in Feb 2019. Stephanie Pollard asked for chair’s advice on managing this conflict of interest.  It was noted that Stephanie Pollard will have no part in reviewing post approval documents for this moving forward. The Chair confirmed that any additional arising conflicts of interest will be determined by Stephanie Pollard and the Chair, and managed in accordance with HDEC SOPs. 

Mrs Jane Wylie has expressed her intention to resign from the Committee as her term of appointment has expired, but will stay on until a replacement is found. 



The meeting closed at 2:30pm.
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