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	                  Minutes





	Committee:
	Northern B Health and Disability Ethics Committee

	Meeting date:
	02 August 2022

	Zoom details:
	965 0758 9841



	Time
	Review Reference
	Project Title
	Coordinating Investigator
	Lead Reviewers

	11.30am - 12.00pm
	2022 EXP 12750
	Pituitary GWAS Study
	Dr Marianne Elston
	Mrs Leesa Russell & Ms Kate O’Connor

	12.00-12.30PM
	2022 FULL 13095
	ONC201-102: A Study Assessing the Effects of ONC201 on Cardiac Repolarisation in Healthy Participants
	Principal Investigator Alexandra Cole
	Mr Barry Taylor & Ms Alice McCarthy

	12.30-1.00PM
	2022 FULL 13187
	131I-TLX-101 for treatment of newly diagnosed glioblastoma (IPAX-2)
	Dr Andrew Henderson
	Ms Alice McCarthy & Barry Taylor

	1.00-1.30PM
	2022 EXP 13226
	A pathway to care for NZ Veterans final version
	Associate Professor David McBride
	Ms Kate O’Connor & Mrs Leesa Russell


	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

	Ms Kate O’Connor 
	Lay (Ethical/Moral reasoning) (Chair)
	13/08/2021
	16/08/2024
	Present

	Mrs Leesa Russell
	Non-Lay (Intervention/Observational Studies)
	13/08/2021
	16/08/2024
	Present 

	Mr Barry Taylor
	Non-Lay (Intervention/Observational Studies)
	13/08/2021
	16/08/2024
	Present

	Ms Alice McCarthy

	Lay (the Law)
	22/12/2021
	22/12/2024
	Present

	Ms Joan Pettit
	Non-Lay (Intervention Studies)
	08/07/2022
	08/07/2025
	Apologies

	Dr Amber Parry-Strong
	Non-Lay (Health/Disability service provision)
	08/07/2022
	08/07/2025
	Present

	Mr Ewe Leong Lim
	Lay (Consumer/Community perspectives)
	08/07/2022
	08/07/2025
	Present

	Ms Maakere Marr
	Lay (Consumer/Community perspectives)
	08/07/2022
	08/07/2025
	Present




Welcome
 
The Chair opened the meeting at 11am and welcomed Committee members, noting that apologies had been received from Joan Pettit.

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 July 2022 were confirmed.







New applications 

	1  
	Ethics ref:  
	2022 EXP 12750

	 
	Title: 
	Pituitary GWAS Study

	 
	Principal Investigator: 
	Dr Marianne Elston

	 
	Sponsor: 
	Professor Marta Korbonits 

	 
	Clock Start Date: 
	21 July 2022



Dr Veronica Boyle was present via 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 resolved ethical issues 

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

1. The Committee asked about the ambiguity around the return of clinically relevant results of the participants. The Researcher explained that the ambiguity comes from an abnormality from your genome and how clinically significant the result is. The information being sent is one that is clinically relevant. 
2. The Committee asked about who will be delivering the results to the participants. The Researcher explained that they will be delivering the results and not the GP for this study within the clinics. The informing the GP is part of the usual process and is standard practice. 
3. The Committee asked about data collection for participants. The Researcher explained that this data will be from the clinics and will most probably be gathered through file gathering with the information being shared by a clinician.  Study data is being entered into a centrally supplied CRF identified only by participant number.
4. The Committee asked if this was only happening at Waikato and if there are any other sites. The Researcher explained that currently yes this is happening at Waikato however there are interests from other clinics, however no plan for them to join. 
5. The Committee asked about if researcher is collecting blood and saliva from Waikato. The Researcher explained that participants will prefer saliva, while they have the option of blood or saliva collection, the participant has the choice to choose either or.

Summary of outstanding ethical issues

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

6. Please consider collecting ethnicity data in line with the New Zealand census categories, which is level 2 (at least) and would suggest level 4 if possible, to be able to distinguish between iwi.
7. Please explain if clinical data will be collected from file trawling, or from data sets and provide more detail for the data plan and include a CRF highlighting this. 
8. Please provide more detail when blood will be taken over saliva and vice versa, currently suggests saliva in Waikato but don't provide a justification for when each might be employed. 

9. Please include a statement for the removal of blood from New Zealand; requires Māori consultation at very least, some generic statements about what they will do, which is the acceptable minimum and will 'consult as part of locality process'. Please consider the return of results in a culturally safe way when seeking this approval.
10. Please have a plan for management of adverse events (likely to be blood taking related) in participants.
11. Please include the number of sites in New Zealand. 
12. Please include a timeline that can be easily followed in the protocol. 


The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF): 

13. Please amend the wording of “genetic cause” to “abnormality” on page 1 & 2 of the participant information sheet and consent forms. 
14. Please include more detail about risks of clinically significant results/ genetic findings. ‘Should we find out something about your genetics which affects other family members they may be required/advised to have testing and, results of genetic testing, when communicated to you, can affect your insurance premiums, and provision of services by your insurance company (genetic conditions may be considered congenital and not covered under some policies)’
15. Please explain if participants will be reimbursed for parking or just travel.
16. Please include a cultural statement that covers multi-site and one that is not specific to Waikato DHB. 
17. Please provide details if participants can choose to not be informed about genetic findings.
18. Please insert a lay explanation of genes early in the participant information sheet and consent forms.
19. Please consider offering karakia to participants when the sample leaves their care and goes overseas rather than waiting to see if samples come back.
20. Please provide more detail about when the sample is analysed as this withdrawal criteria is quite unclear. Please explain that in the participant information sheet and consent forms, so that the participant has context, which is as soon as the sample is in the UK it is too late to withdrawal. Ensure that the withdrawal arrangements are consistent in both the main and future use PIS with the protocol and data management plan.
21. Please provide the website for the tissue bank, in case participants wish to contact them.
22. Please include communications with participant’s clinical care team (if indicated). is not included in the participant information sheet and consent forms and needs to be consented to.
23. Please amend the findings section; needs to be coherent with the participant information sheet & please include on the participant information sheet and consent forms the participants wishes about findings or results.


Decision  

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

24. Please address all outstanding ethical issues, providing the information requested by the Committee.
25. Please update the participant information sheet and consent form, taking into account feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).
26. Please update the study protocol, taking into account the feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7).  

After receipt of the information requested by the Committee, a final decision on the application will be made by Ms. Kate O'Connor & Mrs Leesa Russell.






	2  
	Ethics ref:  
	2022 FULL 13095

	 
	Title: 
	ONC201-102: A Study Assessing the Effects of ONC201 on Cardiac Repolarisation in Healthy Participants

	 
	Principal Investigator: 
	Dr Alexandra Cole

	 
	Sponsor: 
	Chimerix, Inc

	 
	Clock Start Date: 
	21 July 2022



Dr Alexandra Cole, Courtney Rowse and Holly Thirlwall were present via 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 resolved ethical issues 

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

1. The Committee asked about the effective exclusion of women by cutting off at the age of 45 and including only those who are not of childbearing potential (either post-menopausal or surgically sterile). The Researcher explained that they do not want to include these women in this study is because of some of the findings from the animal studies that have been performed, noticed in rats and rabbits in the non GLP studies that there were concerns for reproductive risks, and this may lead to concerns for women. The Researcher agreed upon request by the Committee to go back to the Sponsor to seek further information to justify this decision of excluding all women of child-bearing potential.
2. The Committee asked why reimbursing doesn’t start from screening day 1. The Researcher explained it is because when someone screens someone may fail on a blood test and in that case, they do not get paid.  


Summary of outstanding ethical issues

The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF): 

3. Please amend first page; “if you don't want to take part it won't affect the care you receive; not relevant for healthy participants, please remove. 
4. Please amend 3.3. Risks of ONC201 by either replacing or supplementing this section with a list of possible risks for ease of reference.
5. Please remove the word “gross” in the payment section with, including tax for the avoidance of doubt/confusion. 
6. Please include that the data going to the sponsor will be deidentified (para 1.3).
7. Please include the screening procedures for surgically sterile females in the PICF assuming that FSH not useful in the event of tubal ligation. (premenopausal woman documented as surgically sterile following either a hysterectomy and/or bilateral oophorectomy, tubal ligation, or placement of bilateral fallopian tube occlusion, or with medically documented ovarian failure.)
8. Please include OJ, grapefruit etc. into the restrictions.
9. Please include family medical history questions to screening box on p.4.
10. Please amend the numbering in bullets in the injury section as is currently throwing out heading numbers for the rest of the doc.
11. Minor grammar & layout problems throughout application, please amend. 
12. Please amend the typo "Ithica" on p.10 - it's Ithaca. 


Decision 

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

please update the Participant Information Sheet and Consent Form, taking into account the feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).






















	3  
	Ethics ref:  
	2022 FULL 13187

	 
	Title: 
	131I-TLX-101 for treatment of newly diagnosed glioblastoma (IPAX-2)

	 
	Principal Investigator: 
	Dr Andrew Henderson

	 
	Sponsor: 
	Telix international Pty Ltd

	 
	Clock Start Date: 
	21 July 2022



Dr Andrew Henderson was present via 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 resolved ethical issues 

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

1. The Committee asked about recruitment and if it is their own patients. The Researcher explained that there is a co-investigator who will be helping recruitment from their own cohort and will let them know of suitable participants.
2. The Committee asked about if this is through a private hospital. The Researcher explained that the catchment will be increased from private or public but will have to be in Auckland to attend radiotherapy sessions. 
3. The Committee asked about what will happen if a participant show signs of distress. The Researcher explained that they will have a plan in place and will have check-ups for the participants and if distress were to occur, they will be referred to a counsellor as soon as possible. 
4. The Committee asked about the radiation safety for the study staff. The Researcher explained that they have a new facility and added it is possibly the best treatment room in the country, currently with a team behind the facility being in line with New Zealand radiational guidelines & a physicist teaching the treatment team, the requirements are tight and very well thought out.

Summary of outstanding ethical issues

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

5. Please amend the insurance section by including information on who will pay the $5000 co-pay/ deductible or remove this. 
6.  Please clarify what the amount for the “extras” is, noting that if this relates to compensation for a participant injured in the study, the aggregate amount is insufficient. Please confirm that the insurance specifically includes New Zealand as a policy territory.
7. Please amend; G2 in the data section it should be ‘yes’ & please provide more justified reasoning for keeping clinical notes in identified form.





The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF): 

8. Please amend the travel costs it needs to be clearer for participants, reimbursement for using own transport should be the recognised mileage rates as specified by New Zealand IRD.
9. Please delete the co-payment requirements for standard of care study treatments, as these need to be provided to participants without cost.
10. Please amend the notification of GP in the consent forms as this should not be optional, it is mandatory for a phase one trial.
11. Please include that all treatment that participants receive will be of no cost to the participant. 
12. Please amend section E2: currently the participant information sheet does not describe the process for managing adverse findings if a participant indicates severe distress, depression, anxiety, or suicidal ideation, please include. 
13. Please amend section F7: currently the participant information sheet does not advise that a karakia will not be available at the time of tissue destruction, please include this. 
14. Please include clear information about the planned storage and use of images/photos taken of participants into the protocol. 
15. Please remove talking to the local doctor from the cost section. 
16. The separate Future Unspecified Research information sheet which relates to study data and images only (not tissue samples) may be removed from study documentation. Please build this into the main Information Sheet and presented as an option on the Consent Form. 

Decision 

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

17. Please address all outstanding ethical issues, providing the information requested by the Committee.
18. Please update the participant information sheet and consent form, taking into account feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).

After receipt of the information requested by the Committee, a final decision on the application will be made by Mrs Leesa Russell & Ms Alice McCarthy.













	4  
	Ethics ref:  
	2022 EXP 13226

	 
	Title: 
	A pathway to care for NZ Veterans final version

	 
	Principal Investigator: 
	Dr David McBride

	 
	Sponsor: 
	University of Otago  

	 
	Clock Start Date: 
	21 July 2022



Dr David McBride was present via 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 resolved ethical issues 

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

1. The Committee asked when and how does the screening for PTSD by the PI for the referral back to the GP for treatment, and perhaps delayed inclusion in the trial happen, is there a threshold for disqualification into the study, Inconsistent advice provided about this. The Researcher explained they will see a poster and will be referred to the researcher’s website and then they can read the information sheet on the website, clicking on the link will consent them and will be given a unique ID and then after that the screening processes will begin for the participants. 
2. The Committee asked if when a participant is first talking to a research team member. The Researcher explained the first time they will speak to someone in person will be after the screening process before randomisation. 
3. The Committee asked if the screening tool will be used for the study. The Researcher explained that the screening tool is being used strictly to find potential participants and will not be included in the study protocols. 
4. The Committee suggested doing the study in a smaller location such as a specific GP clinic (that includes acupuncture) first before going nationwide, this will allow to have talks with GP’s, and will be easier to set up and get the initial information and research needed and will also allow building relationships with the GP’s and other health care professionals. Start small and build bigger will benefit greatly for this study and its study design. 
5. The Committee asked when the participating acupuncturists will all have completed the 1.5-hour FACT certificate at Goodfellow and got their accreditation certificate. The Researcher confirmed this and explained that the chair of acupuncture New Zealand supports the study and can get a letter from the board explaining this. 
6. The Committee explained that a statistician will now need to do work in a 3 arm RCT setting (separating out acupuncture with FACT, Rongoa Māori, and usual care. The Researcher explained that this can be done as they are working with a statistician that can cover a 3 arm RCT. 
7. The Committee asked what more important pain or psychological distress is and if there is a condition that covers both and why the outcome is not lowering PTSD as currently the study design is broad. The Researcher explained that distress is more important than pain and was the original focus of the study however has taken on board with making the study design more concise. 

Summary of outstanding ethical issues

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

8. Rongoa Māori should be a separate arm, not an either/or with acupuncture, please amend.  
9. Please include how the management of disappointment/distress at those who are not successful after screening will occur.
10. Please include what role GPs have in the study and how will they be supported. Define this in the protocol (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7).
11. Please include how many acupuncturists are currently trained in the psychological intervention and clarify if participants will only be referred to those who have completed training. Please also include how this will be managed, and what will happen if a trained therapist is not available in an individual participant’s area.
12. The Committee noted that providing psychological interventions is not generally considered within the scope of practice for acupuncturists, and that therefore more attention needs to be paid to managing study related adverse events in an appropriate and timely way. Please describe how the practitioner will manage a PTSD attack on the day for example. This needs to be protocolised and discussed with practitioners providing the study intervention. Currently most of the AE procedures described are 'reporting' and/or post event.
13. Please include in the intervention section of the protocol (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7): 
a. how many sessions over the 12 weeks are expected.
b. do the needles just go in and stay in once.
c. what adverse events could come from the needles. 
d. how will these be recorded and managed (not just distress based). Timelines would be useful in the protocol to describe this.
e. how will GPs know who to refer intervention arm participants to.
14. Please clarify when and how the baseline measures are recorded for all arms, noting that it is inappropriate to take these once an intervention has commenced.
15. The committee notes that a Data Safety Monitoring Board would be appropriate in an RCT of this nature. Please outline the number of people on this committee, roles, meeting schedule etc, analysis timeframes and stopping rules etc.
16. Please include more detail as to how identifiable data from questionnaires collected from the acupuncturists will be treated, is the information entered into REDCAP or scanned and emailed the paper form, please provide more detail. If questionnaires from the FACT are used, but not included in study data, how is this personal information managed.
17. Please include a section about the handling of electronic consent and screening data in the Data Management Plan (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.15a). 
18. The Committee requested the following changes to the Application form:
a. Please amend section B9: equipoise needs to be between all arms, that is usual care, acupuncture and Rongoa Māori.
b. Please amend section C3.3: describe in the protocol what Kaupapa Māori techniques are employed in analysis etc. RCT is not generally considered to be a Kaupapa Māori methodology.
c. Please amend section C13: should be yes, the study is targeting veterans which are a population.
d. Please amend section E9: is yes, the study will be using ACC funded treatment

19. The Committee requested the following changes to the advertisement (National Ethical Standards for Health and Disability Research and Quality Improvement, para 11.12):
a. Please amend the advertisement section currently suggests that treatment will be available for controls at 12 weeks if improvement shown but isn't clear if this will be funded or not, (or when the 12-week benefit is likely to be known. 
b. Please amend the hyperlink it currently does not work. 
c. It isn't at all likely that the 12-week effect will be known 12 weeks after an individual participant signs on to the study, so some will have to wait a lot longer, and may not get anything at all please include this in the advertisements.
d. Please use lay language throughout the advertisements. 
e. Please provide copies of the email being sent to participants and other organizations, for recruitment.

The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF) (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17): 
20. Please make it clear what is involved for the controls, do they need to go to the GP for the referral and funding visit. Please include that in all cases this should be paid for by the study.  
21. Please update the timeframe for offering therapy sessions to controls if the initial data analysis is favourable and clarify how these sessions are to be funded and if data from these sessions is part of the research data set.
22. Please make it clear how each of the 4 questionnaire’s timepoints are administered.
23. Please make it clear exactly how many therapy sessions are involved & how long the sessions are.
24. Please include information for; what happens if a participant chooses Rongoa Māori but there is no one local to the participant, can the participant then have acupuncture?
25. Please amend health data section, health data must be kept for 10 years.
26. Please amend the statements around the PTSD questionnaire and the subsequent phone interview to "discuss whether you should discuss participation with your GP" as these are currently misleading. If these are supposed to be a screening tool for exclusion, it currently reads as though everyone will be phoned to discuss.
27. Please amend the consent section as currently clicking on the link is "consent" how are the optional statements about participation registered against the individual, please provide more detail surrounding this section.
28. Please precisely distinguish acupuncturists, therapists, clinician, practitioner, usual doctor, GP as these are used interchangeably throughout the participant information sheet and consent forms and will be confusing for potential participants & participants involved.  
29. Please make it clear you are wanting adults who can consent for themselves who can participate.
30. Please include a statement how you will ensure they do not start answering questions through the questionnaire link before they consent.
31. Please amend the risks section it needs to be clear that FACT therapy or Rongoa Māori may trigger memories and unwanted or distressing thoughts and may have no affect or benefit.
32. Please amend the reimbursement section as all costs need to be reimbursed, this includes travel and parking, and any cost for referral to GP. Please clarify how and when ACC eligibility will be determined and ensure that any ACC co-payments or other costs are passed on to the study. Please amend the form and describe how this will be managed to the committee.
33. Please amend the format of the form as the numbered lines do not help the readability, this is likely to be older people, please amend to ensure it is readable by using a larger font. 
34. Please include a step-by-step guide on how people can withdraw in the ‘what if I change my mind section’ (i.e., tell your practitioner, the CI etc).
35. Please amend the ‘can I find out the results’ section as currently doesn't answer the question, how do participants get their own results, or of the study. Publishing dates does not sufficiently provide this information.
36. Please include what dryad registry is & how they will be involved.
37. Please include future data linking in this document as you have said in other documentation that participants information may be linked to other sets by researchers in future.


Decision 

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





General business


1. The Chair reminded the Committee of the date and time of its next scheduled meeting:

	Meeting date:
	NTB 0922 06/09/22

	Zoom details:
	To be determined




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

3. Matters Arising

4. Other business

5. Other business for information

6. Any other business


The meeting closed at 2.30 pm.
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