	[image: ]
		Minutes





	Committee:
	Northern A Health and Disability Ethics Committee

	Meeting date:
	15 September 2020

	Meeting venue:
	via Zoom



	Time
	Item of business

	1.00pm
	Welcome

	1.15pm
	Confirmation of minutes of meeting of 18 August 2020

	1.30pm
	New applications (see over for details)

	1.30-1.55pm
1.55-2.20pm
2.20-2.45pm
2.45-2.55pm
2.55-3.20pm
3.20-3.45pm
3.45-4.05pm
4.05-4.15pm
4.15-4.40pm
4.40-5.05pm

	  i 20/NTA/138 
  ii 20/NTA/139 
  iii 20/NTA/141 
Break 
  iv 20/NTA/143 
  v 20/NTA/146 
  vi 20/NTA/142 
Break
  vii 20/NTA/140  
  viii 20/NTA/149 
  

	5.05-5.10pm
	General business


	5.10pm
	Meeting ends




	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  
	 

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

	Mrs Kate O'Connor 
	Lay (consumer/community perspectives) 
	29/01/2020 
	29/01/2021 
	Present 
	 

	Dr Kate Parker 
	Non-lay (observational studies) 
	11/02/2020 
	11/02/2023 
	Present 
	 

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

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

	Dr Sotera Catapang 
	Non-lay (observational studies) 
	11/02/2020 
	11/02/2023 
	Present 
	 

	Dr Michael Meyer 
	Non-lay (health/disability service provision) 
	11/02/2020 
	11/02/2023 
	Apologies 
	 


 

Welcome
 

The Chair opened the meeting at 1.00pm and welcomed Committee members, noting that apologies had been received from Catherine Garvey and Michael Meyer.

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 18 August were confirmed.

































New applications 


	 1  
	Ethics ref:  
	20/NTA/138 
	 

	 
	Title: 
	Tru-MK7 brand joint health supplement: Qualitative and quantitative investigation 
	 

	 
	Principal Investigator: 
	Dr Saeid Baroutian
	 

	 
	Sponsor: 
	 
	 

	 
	Clock Start Date: 
	03 September 2020 
	 


 
Saeid Baroutian was 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.

[bookmark: _Hlk52373292]Summary of Study

1. The purpose of the study is to collect data from consumers to evaluate Tru-MK7 brand joint health supplement for its tolerability and its role in supporting joint functionality among the New Zealand population. A four-week open-label study will be conducted at the University of Auckland to evaluate this dietary supplement.

[bookmark: _Hlk31958841]Summary of resolved ethical issues 

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

2. The Committee confirmed with the researcher that only the data of participant experience and impression of the product is being collected, and no samples are being taken.
3. The Committee queried what happens if participants have an adverse reaction. The researcher responded that the only concern would be allergic reaction and that those with allergies to egg or shellfish or on specific medication are excluded to avoid this risk.

Summary of outstanding ethical issues

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

4. The Committee queried if the product being tested is already available. The researcher clarified that it is not and is a combination of multiple supplements in the New Zealand market in a new formulation developed by a commercial company. The Committee responded that compliance documentation will need to be provided to ensure this supplement is safe for consumption.
5. The Committee stated that the product’s supplier is the principal benefactor of the study, therefore ACC-equivalent insurance relevant to the trial is required as this is a commercial study.
6. The Committee stated that the protocol submitted fails to meet the requirements under the National Ethical Standards for Health and Disability Research and Quality Improvement. 
7. The Committee requested to see all advertising material used for recruitment.
8. The Committee stated a data management plan is required. This can be documented in the protocol 
9. The Committee recommended the researcher refer to the National Ethical Standards for Health and Disability Research and Quality Improvement (Chapter 9) that provides guidance on appropriate study design.
10. The Committee required further reassurance that the research team has expertise in health and this study design. Please recruit an investigator with expertise in clinical trials.  
11. The Committee stated Māori consultation is required
12. The Committee stated that pregnancy must be listed as an exclusion criteria in the protocol, and recommended considering offering a pregnancy screening test. 

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

13. The Committee stated to refer to the HDEC template found on their website to compare and take into account missing sections and information. It is not mandatory to use the template, but referring to the template is a helpful guideline.(https://ethics.health.govt.nz/guides-templates-forms-0)
14. As pregnancy is an exclusion criterion, please state this and include contraceptive information

Decision 


[bookmark: _Hlk31960166]This application was declined by consensus as the Committee did not consider that the study would meet the following ethical standards:

· The Committee stated the participant information sheet was lacking and did not allow for participants to provide fully informed consent. 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).  
· [bookmark: _Hlk35422703]The Committee stated the content of the protocol didn’t meet the ethical standards. 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).  
· [bookmark: _Hlk35429459]The Committee stated this was a commercial study, but no evidence of ACC-equivalent compensation has been provided. Please supply evidence of ACC-equivalent compensation available to all participants in the event of injury during the study. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 17.1).  
· The Committee must sight all advertisements used for recruitment. Please supply the advertisements. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 11.12).  
· [bookmark: _Hlk35429098]The Committee stated that Māori consultation is required as Māori are not being specifically excluded. Please supply evidence of Māori consultation National Ethical Standards for Health and Disability Research and Quality Improvement, para 3.7).  




	 2  
	Ethics ref:  
	20/NTA/139 
	 

	 
	Title: 
	Comparison of Tretinoin capsules under fed conditions. 
	 

	 
	Principal Investigator: 
	Dr Noelyn Hung 
	 

	 
	Sponsor: 
	Douglas Pharmaceuticals Ltd 
	 

	 
	Clock Start Date: 
	03 September 2020 
	 


 
Noelyn Hung and Linda Folland 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.


[bookmark: _Hlk52373566][bookmark: _Hlk52373577]Summary of Study

1. This study is being conducted to compare the rate of absorption and pharmacokinetics (PK) of the drug when taken orally with food.

Summary of resolved ethical issues 

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

2. The Committee queried if drowsiness is to be expected as it is outlined in the participant information sheet, but no measures have been put in place to accommodate participant travel. The researcher clarified that no drowsiness has been experienced as a result of the drug, and that as a precaution, the warning of drowsiness gets added. The Committee was satisfied that drowsiness in participants will not be a factor and no further action by the researcher is required
3. The Committee asked if COVID-19 tests will be performed. The researcher responded that there will be no testing for COVID-19, but symptoms will be asked of participants with close contacts, and researchers will be wearing masks and enforcing social distancing.
4. The Committee queried why results outside of acceptable ranges only ‘may’ be reported to the participants GP. The researcher clarified that all significant results are sent, but borderline outside of acceptable ranges will not be. 
5. The Committee stated that they accept the justification for having only male participants. 


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 requested a data management plan to be included in the protocol. The information in the participant information sheet would be an adequate guide.




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

7. Please amend the advocacy email to be advocacy@advocacy.org.nz
8. Please consider highlighting the following immediate practical issues for participants:
a. Not to drive at night
b. Avoid snow sports, strong sunlight and wear sunscreen
c. Contact lens wearers who cannot wear glasses if needed should not participate in this study

Decision 

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

· [bookmark: _Hlk52373590]please create a data governance plan to ensure the safety and integrity of participant data (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.15)
· [bookmark: _Hlk35422715]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).  


































	 3  
	Ethics ref:  
	20/NTA/141 
	 

	 
	Title: 
	CAST 
	 

	 
	Principal Investigator: 
	Dr Clinton Lewis  
	 

	 
	Sponsor: 
	Australasian Leukaemia and Lymphoma Group 
	 

	 
	Clock Start Date: 
	03 September 2020 
	 


 
Dr Clinton Lewis and Fadiya Al-Abuwsi 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.


[bookmark: _Hlk52373983]Summary of Study

1. The CAST study will be aimed at patients receiving stem cell transplant using a sibling as a stem cell donor. A stem cell transplant can offer many patients with acute leukaemia and myelodysplasia a long term cure however Graft versus Host Disease (GVHD) is very common after stem-cell transplant. It causes acute and chronic graft versus host disease (aGVHD and cGVHD). This study will compare the rates of GVHD between 2 treatment arms to see if GVHD can be prevented.  The standard of care treatment is cyclosporin and methotrexate which is being compared to the experimental arm of cyclosporin and post-transplantation cyclophosphamide.

Summary of resolved ethical issues 

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

2. The Committee queried what age groups are typically offered this kind of transplant. The researcher responded that ages 18 up to 60 are considered. All age groups are affected but it is more common in middle-aged cohorts.
3. The Committee asked what engagement takes place in the lead up to there being a potential sibling donor. The researcher stated that this is done fairly promptly after diagnosis. The Committee queried what happens if there is no sibling donor available. The researcher clarified that another related donor could be sought (half-match), otherwise there is a donor registry. The Committee asked if rates of GVHD are worse for unmatched donors. The researcher confirmed this, though historically unrelated donors have higher incidence rates.
4. The Committee queried if age stratification is done and asked the researcher to specify the indication for the two conditioning regimens and why.  The researcher responded that while age is an indicator of increased chance of immune weakness, typically that is not the only factor. An example provided is that a young person in their 20s could have previous medical issues which would result in an indication that the less-intense regimen is required.
5. The Committee asked if there are measures to protect participants from infection. The researcher responded that all patients receiving the transplant have their immune system compromised and there are appropriate measures as part of standard of care for monitoring and preventing infection. This will all be standard operating procedure at all sites.
6. The Committee asked about the potential invasiveness of the procedure. The researcher clarified that peripheral blood stem cells procedure is done via apheresis machine. The origin is from bone marrow, but the mechanism is less invasive. 
7. The Committee queried what happens to a participant who is struggling with their mental health and indicates via questionnaire that they may be at risk when these are not being analysed until the end. The researcher clarified that a lot of standard of care for these patients include resources for mental health services. 
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 asked for the use of the two conditioning regiments (MAC/RIC) to be indicated in the protocol. Please include indications/factors for its use, and the specific drug to be used for the two arms.
The Committee requested the following changes to the various Participant Information Sheets and Consent Forms referenced below: 
9. The Committee recommended referring to the HDEC template to ensure items required in the consent form are  included, and to assist in the amendments requested (https://ethics.health.govt.nz/guides-templates-forms-0). It is not mandatory to use the template, but referring to the template is a helpful guideline.
10. The Committee stated that three laboratories are listed as having samples sent for analysis and queried if there is a central laboratory to ensure consistency of analysis. The researcher clarified that each laboratory is responsible for a different test and specializes in that. The Committee requested to indicate the addressed of the laboratories and their speciality to ensure the proper sending of tissue samples and tracking of results.
11. Please review all information sheets for lay-language and amend where appropriate. 
12. The Committee requested the inclusion of a cultural tissue statement to the information sheets. 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.”
13. In the Optional participant information sheet and tissue FUR, there are options in the consent form that are not explained in the information sheet. Please amend and remove any options that are not available for New Zealand participants.
14. Optional and Tissue FUR information sheet and consent form is lacking information, please refer to template on HDEC website (https://ethics.health.govt.nz/guides-templates-forms-0). Things to consider is whether genetic tests will be performed, risks around genetic testing, an overseas warning statement, whether data is being used from the main study or only data arising from these sub-studies. It is not mandatory to use the template but referring to the template is a helpful guideline.
15. The Committee requested clarification around what clinical data will be used and accessed in the Tissue FUR, as it states: “Only laboratory researchers involved in the study will have access to your tissue and blood samples and will not be able to link your blood or tissue samples to your personal information.” But the consent form indicates consenting to use of personal information for the research project.
16. The Committee noted the following issues with the main information sheet:
a. The Committee stated that if GVHD is something carefully monitored as standard of care, then the table in the participant information sheet needs amending to not skew in favour of the research, as it currently refers to the formal GVHD assessment only as a research benefit and not standard of care.
b. A reminder that mental health support will be available should be included
c. Advocacy email has changed, please amend to advocacy@advocacy.org.nz 
d. Please remove reference to the irrelevant economics sub-study as this does not apply to New Zealand
e. Please note that there may not be New Zealand representation on the sponsors group which makes decisions within the study
f. On page 7 of the main participant information sheet, point 12 refers to future unspecified use of samples will be approved by an Australian Human Research Ethics Committee. Please remove as information about this belongs in the separate optional FUR information sheet.
g. If data will be entered into a registry, please state where this is and provide further details of it.
h. Please address in the main body of the PIS, and not just in the CF, the following:
· I give permission for my doctors, other health professionals, hospitals or laboratories outside this hospital to release information to [Name of Institution] concerning my disease and treatment for the purposes of this project. I understand that such information will remain confidential.
· Patients who withdraw consent from participation in the study, will be asked to specify if he/she is willing to: 
· attend study follow-up visits 
· continue to allow the site to provide information which is accessed from patient’s health records at the participating site and from other sources, including - other health professionals, hospitals or laboratories, for the purposes of this project as long the patient is not personally contacted
i. Please state whether GPs will be informed of any incidental findings
j. Discuss data privacy risks in both the information sheet and consent form
k. Please include a statement about the participant’s right to access and correct information collected about them

Decision 


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

· [bookmark: _Hlk52373992]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).  
· 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 Kate O’Connor and Sotera Catapang.


	 4  
	Ethics ref:  
	20/NTA/143 
	 

	 
	Title: 
	B7801001: Assessment of single doses of PF-06755347, in healthy male participants. 
	 

	 
	Principal Investigator: 
	Dr Chris Wynne 
	 

	 
	Sponsor: 
	Pfizer New Zealand Ltd 
	 

	 
	Clock Start Date: 
	03 September 2020 
	 


 
Chris Wynne was 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.


[bookmark: _Hlk52374309]Summary of Study

1. PF-06755347 is being developed for the treatment of two rare autoimmune disorders, primary immune thrombocytopenia (ITP) and chronic inflammatory demyelinating polyneuropathy (CIDP). This is the first study of PF-06755347 in humans. Up to 112 healthy males will be enrolled into up to 14 planned dose groups.

Summary of resolved ethical issues 

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

2. The Committee queried if the Japanese sub-study will be relevant to New Zealand participants. The researcher clarified that New Zealand will not be participating in the Japanese sub-study
3. The Committee noted dose groups 1 – 4 have been completed and asked the researcher if there was anything from the first four groups of the study that is of concern. The researcher assured the Committee that while there are some markers indicating a pro-inflammatory effect, the dosing is extremely cautious, and they are comfortable with the level of safety
Summary of outstanding ethical issues

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

4. The Committee queried the broadness of the FUR participant information sheet (which includes genomic testing (WGS and WES), for any condition or disease, and seeks to allow the combination of data from other multiple sources which is of particular concern to the Committee) and indefinite storage.  The Committee noted the importance of participants fully understanding what they are consenting to and the risks involved in participating in such broad future unspecified research which must be clearly spelt out. If those criteria are met, participants are entitled to make their own autonomous decisions and the Committee should not take a paternalistic approach.  The researcher clarified that their intention is to make it comprehensive and clear what will happen if the participant agrees and noted past experience suggests that it is unlikely participants will consent to very broad FUR.. The Committee queried if it is possible for participants to withdraw their consent to the FUR. The researcher confirmed there are processes about withdrawal, and the Committee was satisfied with this response, but required significant amendments to the information sheets first because the risks are currently insufficiently described, especially regarding the risks involved with the extensive sources of other data which is sought to be combined with study data.
5. The Data Management Plan (DMP) also needs to be amended to incorporate these matters and it also requires a section on FUR.  Please also ensure the DMP incorporates all relevant statements from the HDEC portal form (eg, r.2.4.1). 


The Committee requested the following changes to the various Participant Information Sheets and Consent Forms: 

6. Please review and amend all information sheets for lay-language and New Zealand-appropriate spelling and phrasing (eg, amend use of IRB, IEC).
7. The Committee noted that the main PISs for both the SC and IV groups and the optional FUR information sheets do not have sufficient information around the risks involved and that while some (but not all) risks are discussed, they are referenced under different headings which makes it difficult to grasp the totality of the risks. Please ensure all risks are collected and described, as appropriate for the PIS, under the risks heading, especially: (a) genetic risks; (b)  risks of combining extensive sets of data from other sources  (refer to Standards 12.31 – 12.39); (c ) biobanking risks (refer to Standard 7.58); and (d) if there is going to be submission to a disease registry risks associated with that and compliance with the relevant NEAC Standards (pages 177-180).  Please also ensure that the actual risks of data misuse are described – currently the PIS only refers to the possibility of data misuse of data which is especially important given the PISs state that it will not be possible to remove identifiers.
8. Please make it very clear in the optional information sheets whether the data referred to in the different sections of the PIS is data from the main study or whether it is data collected from the optional research
9. The Committee stated that the sponsor cannot restrict participant’s right to access and correct their information. Please amend “To ensure the integrity of the study, you will not be able to review some of the data until after the study has been completed” (Page 16 of Main participant information sheets)
10. The Committee noted the inconsistency around withdrawal information with the statement “If you stop taking part in the study but do not withdraw your consent, your personal information will continue to be used.” Clarify if the participant must formally withdraw, keeping in mind that participants do not have to withdraw consent in writing in New Zealand.

Please note that in New Zealand it is not possible for the Sponsor to stop the study for commercial reasons. 
Decision 


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


· [bookmark: _Hlk52374349]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).  
· Please amend the data management plan to ensure the safety and integrity of participant data (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.15).  


After receipt of the information requested by the Committee, a final decision on the application will be made by Rochelle Style and Karen Bartholomew


	 5  
	Ethics ref:  
	20/NTA/146 
	 

	 
	Title: 
	Effects of cardiorespiratory fitness and obesity on immunity, body compositions, and aerobic capacity 
	 

	 
	Principal Investigator: 
	Dr Dorota Starzak 
	 

	 
	Sponsor: 
	Universal College of Learning (UCOL) 
	 

	 
	Clock Start Date: 
	03 September 2020 
	 


 
Dorota Starzak and Michael Mann 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. The aims of this study are; (1) to measure selected salivary biomarkers (i.e. sIgA and alpha-amylase) in New Zealand children from local schools in Palmerston North in order to investigate mucosal immunity and neuro-endocrine function, and predict potential chronic disease risk, (2) to determine the effect of an exercise program intervention on mucosal immunity, neuro-endocrine function and chronic disease risk in these children, (3) to determine the effect of an exercise program intervention on cardiovascular health, cardio-respiratory fitness, and body composition in these children.

Summary of resolved ethical issues 

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

2. The Committee queried if the researchers had an existing relationship with the intended school. The researcher confirmed they do and the school is keen for this research to be conducted.
3. The Committee asked if the sample size is sufficient, as the power of the study was queried in the peer review. The researcher responded that a power calculation has been performed post-peer review and it is a sufficient sample size.
4. The Committee asked if just overweight children will be targeted. The researcher clarified that this is a baseline study with random samples across an age bracket, however in future specific populations would be investigated. 
5. The Committee queried who is running the exercise program. The researcher responded that trained exercise professionals with first aid certificates will be running these.
6. The Committee queried if the participants would be given any koha. The researcher responded that there is no koha, but children not in the exercise group will be offered the option of receiving the intervention after the study data has been collected so that they may receive potential benefit.  No data will be collected from those children. 






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 if the composition body measures will be done in a private space by someone with the relevant security check and if participants will need to take their shirt off. The researcher confirmed that that this will be done privately by cleared UCOL employees and that the check performed over light layers is fine. The Committee noted that it should be made clear in the protocol that embarrassment should be minimized for this procedure.
8. The Committee asked that the age range is amended in the protocol to be 10-12, as stated in the participant information sheet
9. The Committee requested to see information sent to teachers and parents for recruiting potential participants.
10. The Committee stated that the WURSS questionnaire should be reviewed for layout to be child-friendly.
11. The Committee stated that two questionnaires are being used, but only the WURSS questionnaire has been uploaded. Please upload the second one.
12. The Committee stated that the protocol does not meet the National Ethical Standards, including a data and tissue management plan. The Committee recommended referring to the standards for creating a protocol. The Committee noted there should be inclusion on procedures in school, including the handling of non-participant children, what happens if a parent agrees in participation, but the child doesn’t. 
13. The Committee noted that storage of data is 10 years following the youngest participant turning 16. 
14. The Committee cautioned against overclaiming physical differences in a short period and small sample size, and to be mindful to avoid stigma in a later obesity-focused study.
15. The Committee stated that the protocol says parents will be collecting saliva, but the rest of the information refers to researchers collecting saliva. Please clarify to ensure consistency.
16. The Committee noted the mention of post-intervention data collection is not made clear in the protocol or information sheets, and multiple collections of saliva is not outlined.
17. Comparator groups (intervention vs no intervention) is not outlined in the protocol or participant information sheet. The Committee requested this is made clearer.
18. The consent form states all samples will be destroyed which contradicts the application form stating there may be storage for FUR. This will need to be amended for consistency, and if FUR is intended, a separate optional consent form is required.
19. The Committee queried when and where the exercises will be performed as this was not outlined in the protocol. The researcher advised they would be in an after-school slot on a day where no other sports are scheduled. The Committee suggested offering lunch programs, and that an after-hours safety protocol would be required.


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

20. Please refer to the HDEC template for missing information which must be included. (https://ethics.health.govt.nz/guides-templates-forms-0). It is not mandatory to use the template, but referring to the template is a helpful guideline.
21. Please review the adult participant information sheet for lay-language.
22. In the child assent forms, please amend the claims they will get healthier to avoid over-stating benefits and using confirmatory language.
23. Please ensure written assent is collected from participants.

Decision 

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

24. The Committee stated that the protocol was lacking sufficient information to satisfy the National Ethical Standards. 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).  
25. The Committee was not satisfied that the information sheet was sufficient enough to gain fully informed consent, noting inconsistencies across other documentation and what was presented in the information sheets. 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. The protocol indicates collection of data and tissue, but no sufficient data management or tissue management plan was outlined in the protocol. Please supply a data governance plan to ensure the safety and integrity of participant data (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.15).  


	6  
	Ethics ref:  
	20/NTA/142 
	 

	 
	Title: 
	ALG-000184-201: A Phase 1 study of ALG-000184   in Healthy Volunteers and patients with Chronic Hepatitis B 
	 

	 
	Principal Investigator: 
	Professor Edward Gane 
	 

	 
	Sponsor: 
	Novotech (New Zealand) Limited 
	 

	 
	Clock Start Date: 
	03 September 2020 
	 


 
Edward Gane and Roselyn Shah 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.


[bookmark: _Hlk52373076]Summary of Study

The purpose of the study is to assess the safety, tolerability and pharmacokinetics of single and multiple doses of ALG-000184 in Healthy Volunteers and the safety, tolerability, pharmacokinetics, and antiviral activity of multiple doses of ALG- 000184 in subjects with Chronic Hepatitis B (CHB).The study protocol uses an integrated/umbrella design.

Summary of resolved ethical issues 

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

1. The Committee queried if the researcher is confident around the safety of the integrated/umbrella protocol. The researcher noted how common these are becoming and is confident of the safety measures involved.

Summary of outstanding ethical issues

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

2. After discussion, the Committee stated they could not yet approve the Part 3 participation information sheet which relates to the research on participants who have CHB because the outcome of Parts 1 and 2 (Single Ascending Dose (SAD) and Multiple Ascending Dose (MAD) respectively) are currently unknown. The Committee requested that the participant information sheet for Part 3 be submitted as a substantial amendment after parts 1 & 2 are completed as these parts inform Part 3. In addition, please specify the parameter/s (safety measures) for dose escalations in Part 1 and 2. In consideration of the two different participants (healthy vs CHB) health status, please specify the parameter/s for the initial dose to be given to Part 3.
3. The Committee asked the researcher if further minor comments to the participation information sheet could be made via the decision letter after the meeting. The researcher stated that this was acceptable 
4. The Committee identified the following with the data and tissue management plan (DTMP) that require amending:
a. Please include relevant HDEC and number rather than Aotearoa NZ Ethics Committee (page 1) 
b. Please note there is more than one PISCF – in fact, there are a total of 6 (page 1) 
c. For privacy breach, the Committee stated that the blanket statement that “The participant may be informed of the breach, per PI guidance” may need revision in terms of the new Privacy Act 2020. 
d. If there is anything in the privacy policy on the ACS website which is different to the statements made about privacy in the PISCFs, it must be highlighted to the participants in the PISCFs and also referenced in the DTMP. 
e. It does not look like de-identified data will be made available to other researchers based on the DTMP, but the answer to b.4.4 suggests otherwise and that data may be made available to other researchers labelled, at a maximum, with ID codes only. Please clarify. 
f. r.2.3. states that Confidentiality will be maintained during the study by pseudonymisation (i.e. participants will be identified by their study number and initials at the site). Please do not use participant initials


The Committee requested the following changes to the various Participant Information Sheets and Consent Forms as appropriate: 

5. Please review the information sheets for lay-language, type face/font and spacing.
6. Please amend all instances of “subjects” to “participants”
7. Please amend both the PISs for HV SAD and MAD (Parts 1 & 2) as follows:
a. On page 3 it is unclear who the sponsor is, please amend to ensure participants are clear where their data is going.
b. Review “What would your participation involve?” for lay-language and amend phrasing around groups to be more straightforward.
c. On page 4 please tailor the following sentence to the particular study: “However, depending on the type and objectives of the study, even if all your results are normal, you may not be guaranteed a place” 
d. The Committee suggested a Meals or Food Intake heading due to its importance
e. The first bullet point on page 9 is a repetition of a sentence on page 8. Please amend.
f. Description of the class-effects of the study drug are difficult to follow and should be bullet pointed or made easier to read and given rates and severity 
g. Please review and amend animal data inclusion for lay-language and what data is relevant to include. 
h. Third paragraph on page 14 seems to involve three different tissue samples with varying degrees of identifiers – please clarify which samples will have participant’s study number, year of birth and will not include their name or details that could identify them. 
i. On Page 14, the sentence “It is important to understand a positive screening test does not necessarily mean you have the disease” should be clarified that this is for the antibody tests, especially if COVID-19 is being screened for. Please also state that positive results or significant abnormal results will be forwarded to the participant’s GP.
j. On Page 16, please complete the relevant study tests (5th bullet point) 
k. On Page 14, please add in tissue to the cultural considerations statement.
l. The Committee noted that ownership rights on page 17 have already been addressed early in the information sheet.
m. The Committee stated that on page 19 coloured diagram needs more clarity. Please ensure the difference between the medical team and the study doctor is clear.
n. Consent Forms: 
· please ensure all sources of information, e.g. from GP or hospital records, has been clearly enunciated in the body of the information sheet – otherwise this statement in the consent form has not been properly explained “I consent to the research staff collecting and processing my information, including information about my health.” 
· “I understand my health information sent to the Sponsor or Overseas will be de-identified. I agree to share my de-identified information in the future with other qualified research groups not connected to the current study.” This looks like FUR which has not been appropriately explained in the body of the information sheet and must be deleted or modified by appropriate explanation in the information sheet. Refer to Standard 7.57. 
· delete “I have had all alternative treatments discussed with me.” as there are none – these are healthy volunteers.
8. Subject to the outcome of the SAD and MAD parts of the study which may require further amendments, please make the following amendments to the PISCF for the CHB MAD part 3 of the study (in addition to the above stated changes for the SAD/MAD PISCFs as appropriate):
o. This won’t be the first time the study drug is tested in humans so all statements to that effect will need to be amended 
p. Please make it clear whether overnight stays are required at the clinic, and how many out-patient visits are required. 
q. Please make it clear whether participants have to stop taking any current Hep B medications, and address what the participant can do in case of a flare-up.
r. The Committee noted that the tenor of this participant information sheet reflects the participant information sheets for Part 1 & 2 closely and may not be particularly well suited to, or sensitive for, people with Hep B.  Please revise and amend accordingly.   
9. The Committee requested the following changes to the Tissue FUR in addition to the above comments as appropriate.
s. Explain all abbreviations before using them 
t. As no genetic analyses will be undertaken, please amend the statement “your name and other information that directly identifies you will not be included with your sample or your medical and genetic information.” 
u. The paragraph under the heading “What could happen to me by giving these blood and urine samples?” “should appear under the ‘risks’ heading because it describes the risks 
v. Please state where the samples are being stored (and if these are in one, or multiple, locations) 
w. The word ‘anonymous’ on page 4 is incorrect, the data is de-identified. 
x. The privacy and confidentiality protections must be described in this information sheet– it is insufficient to refer back to the main information sheet which may have been lost by the participant.
y. Please advise whether participants have access to and may correct any information about themselves (Standard 7.57.)


Decision 

Parts 1 and 2 of this study were provisionally approved by consensus, subject to the following information being received:


· [bookmark: _Hlk52373102]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).  
· Please amend the data and tissue plan to ensure the safety and integrity of participant data (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.15 & Chapter 14).  

[bookmark: _Hlk52373123]Part 3 of this study is not approved until sufficient information is available from parts 1 and 2 of the study to inform the relevant risks of participation and all relevant information which needs to be provided to Part 3 participants to ensure they are fully informed.   

At the appropriate time, please submit, by way of a substantial amendment for the full committee’s review, a participant information sheet and consent form for Part 3 participants.   

After receipt of the information requested by the Committee, a final decision on Parts 1 and 2 of the study will be made by Rochelle Style and Sotera Catapang
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	Ethics ref:  
	20/NTA/140 
	 

	 
	Title: 
	A study to test different doses of BI 730357 in people with active psoriatic arthritis 
	 

	 
	Principal Investigator: 
	Dr Sunil Kumar 
	 

	 
	Sponsor: 
	Boehringer-Ingelheim 
	 

	 
	Clock Start Date: 
	03 September 2020 
	 


 
Sunil Kumar and Fiona Shepheard 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.


[bookmark: _Hlk52374885]Summary of Study

1. The purpose of this trial is to investigate the efficacy, the safety and the tolerability of study drug (BI 730357) in treatment of patients with active psoriatic arthritis. Although effective treatments for psoriatic arthritis are approved, the unmet medical need remains for safer oral therapy that works well, improves joint and skin inflammation, prevents structural damage and maintains the efficacy over time. 

Summary of resolved ethical issues 

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

2. The Committee queried if participants managing their symptoms under current care will be unlikely to drop their treatment and opt-into this treatment. The researcher said it would be up to the individual participants, but this trial is targeting newer diagnosis participants.
3. The Committee asked about the site procedures if participants indicate an adjusted mood as a result of medication. The researcher clarified that there is no anticipated side-effect that there will be some kind of side-effect to their mental health, and the inclusion of this statement is an FDA requirement. The researcher also assured the Committee that attributed to the medication or not, responses that indicate distress will be put in contact with mental health services

Summary of outstanding ethical issues

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

4. The Committee stated an updated insurance cover letter that New Zealand is covered as a policy territory is required.
5. The Committee requested a New Zealand data and tissue management plan. The Committee advised that the information sheet templates has information in the data section that can be used.


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

6. Please review all information sheets for lay-language, repetition and grammar.
7. Add information on what medications participants can still take while in the trial, i.e. pain relief.
8. Dosing information is not clear, please amend. 
9. Table of procedures is not lay-friendly, please amend.
10. Amend the emergency services number to 111 and review all documents for New Zealand specific phrasing or spelling (e.g. inclusion of EU law)
11. Please include specific information about the central testing lab in the main information sheet.
12. Please clarify if pregnancy blood is going offshore.
13. Please include information on how a site can support a participant who signals distress through their questionnaire answers.
14. In the Main information sheet, please remove all the optional research information as this is presented on separate forms.
15. On Page 16, there is information about MRIs and EEGs, but they are not listed as procedures. Please remove these references.
16. The Committee noted that withdrawal in writing is not required in New Zealand, please amend relevant statements to indicate this and remove withdrawal form and the end of the main consent form.
17. In the optional FUR, it isn’t clear what type of study the participant would be agreeing to, and the consent form states “any type”. Please clarify this in the information sheet. 
18. FUR says expressively declaring transfer of rights of ownership. This is not appropriate for New Zealand participants.
19. Please amend both optional sheets have the lab’s location specified. 
20. The stool information sheet refers to the main information sheet for information. Please amend to ensure this document is standalone.
21. There is mention of some appendices in the information sheet, but they are not attached with the information sheet. Please amend.
22. Abstinence is not an accepted method of birth control. Please use the contraception section of the HDEC template (https://ethics.health.govt.nz/guides-templates-forms-0). It is not mandatory to use the template, but referring to the template is a helpful guideline.
23. The Committee noted you cannot require an early end-of-treatment visit. 
24. Please ensure all information sheets have the compensation statement in full. 
25. The risks in the optional FUR has potential risk for data-breach, please amend risks section to include this. Standard 14.31 requires researchers must inform participants whether their research might generate information that the participant may be legally required to disclose to a third party (e.g. for the purposes of insurance, employment, finance or education).
26. In the FUR information sheet, please amend under “Will I be given the results of the research project?” and outline what “clinically relevant” results may be. 
27. The Committee requested the inclusion of a cultural tissue statement to the stool information sheet. 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.”
28. Please ensure a Māori support number is added to every information sheet.
29. The Committee noted that participants have the right to access their data anytime. Remove the sentence from the optional stool information sheet: “To maintain the integrity of the sampling you may not have access to all the data until the end of the main part of the research trial (e.g. blinded medication).” and state that participants may access all their data, however it may break the blinding and they may have to be withdrawn.
30. Please amend the advocacy email to advocacy@advocacy.org.nz 
31. The Committee stated there were inconsistencies between the information sheets and consent forms. They identified the following issues that require amendment:
a. Notification to GP is only stated in main consent form. Amend the main information sheet to describe that the GP or current provider will be informed about participation in the study and of any significant abnormal results.
b. On page 17 of the main participant information sheet, there is an “if you agree” subclause with respect to FUR on data. This suggests there should be an option in the consent form for this, but there isn’t. Please amend.
c. In the FUR consent form, “I want my identity to be removed from any tissue samples…” is not explained in the information sheet first. Please amend.
 
Decision 


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


· [bookmark: _Hlk52374923]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, 7.57 & 7.58).  
· Please supply evidence of ACC-equivalent compensation available to all participants in New Zealand. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 17.1).  
· Please supply a data governance and tissue plan to ensure the safety and integrity of participant data (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.15).  

After receipt of the information requested by the Committee, a final decision on the application will be made by Kate O’Connor and Karen Bartholomew.
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	Ethics ref:  
	20/NTA/149 
	 

	 
	Title: 
	(duplicate) TORPIDO 30/60 
	 

	 
	Principal Investigator: 
	Dr Liza Edmonds 
	 

	 
	Sponsor: 
	Health Research South  
	 

	 
	Clock Start Date: 
	03 September 2020 
	 


 
Jason Wister, Rebecca Brown, and Ju Lee Oei 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.


[bookmark: _Hlk52375077]Summary of Study

1. This study aims to compare short and long-term outcomes of 1470 preterm infants born between 23+0 and 28+6 weeks gestation who have had respiratory care in the delivery room with A) Initial FiO2 0.6 versus B) Initial FiO2 0.3, followed by common SpO2 targeting until admission to NICU. Just prior to delivery, babies are randomly allocated to the groups above. Multiple births will be allocated to the same arm. The researchers proposed to seek deferred consent from parents whereby on admission to the NICU, and post-intervention and randomisation, research staff would approach the families within the first week of life to present the study materials and discuss the research with them. The researchers also proposed that, outside the delivery room, staff would be asked to minimise the discussion of the treatment allocation on the basis that the ‘masking’ of the allocation would minimise the risk of any reporting bias at the time of the parent-reported neuro-developmental assessment at 2 years.

Summary of outstanding ethical issues

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

2. The Central HDEC who reviewed the previous application noted Right 7(4) of the Code of Patients’ Rights must be met, for each individual baby, rejecting the researchers’ argument that participation in a phase III study has been empirically proven to be of benefit to the individual. The researchers were invited to resubmit an application with accompanied New Zealand legal advice around Right 7(4). Legal advice has not been provided. The researchers justified this as there had been precedent for enrolling participants who had not consented. The Committee stated however that the examples of trials used were approved prior to the change of the NEAC Standards at the end of 2019. 
3. The Committee noted the hurdles presented by Right 7(4) for undertaking research of this nature in New Zealand including that, unlike Australia, the research must be in the individual interests of each participant and not the class of participants to which the participant belongs. The Committee noted the great importance of conducting research of this nature as demonstrated by the research which established that giving premature babies 100% oxygen by way of resuscitation was harmful. However, ethical principles and the law do not always provide the same answer and researchers must, first and foremost, abide by the law.  The Committee noted that right 7(4) has been reviewed by New Zealand’s Health and Disability Commissioner who recommended changes be made to it. NEAC has also suggested changes. However, at the present time, no amendments have been made to Right 7(4).
4. The Committee stated that deferred consent is not permitted under the NEAC Standards and observed that the protocol discussed reasons why deferred consent was inappropriate.    
5. The Committee noted that the NEAC Standards permit modifications to the consent process (Standards 7.41-7.43) and suggested the researchers consider seeking abbreviated consent from parents during labour then subsequently providing more information for consent to continued participation in the research. The researchers stated that Australian Ethics Committees would not permit approaching a woman within six hours of the birth or active labour due to the risk for coercion. 
6. The Committee noted that Right 7(4) does allows for the views of other suitable people who are interested in the welfare of the person and who are available to advise the researcher.  This means that it would be possible to discuss the research with the other parent or family members during labour if it was not appropriate to discuss the research with the mother.  The Committee also noted that it would be possible, but rare, for a baby to be enrolled in the research if the researcher considered it was in the individual baby’s best interests notwithstanding other people were not available to discuss the research and the mother’s views had also not been ascertained.  
7. The Committee suggested the researchers liaise with ICU researchers who have mapped out a number of different scenarios often encountered in research conducted under Right 7(4).  These scenarios could be adapted for the current study and included in the protocol. 
8. The Committee noted that if the researchers designed the study for abbreviated consent, an abbreviated information sheet would need to be provided for the Committee’s review.  If the abbreviated information was given orally, a script will need to be provided for the Committee’s review and followed, witnessed and signed by a member of staff.
9. The Committee noted their concern from the literature on comparative efficacy trials of usual care when one of the usual care arms may not, in fact, be usual care. With that in mind, the Committee asked for re-assurance that both arms are considered standard of care in New Zealand. The Committee also requested independent peer review – the summary letter from the Australian Ethics Committee is insufficient evidence of detailed peer review in the New Zealand context.  
10. The Committee noted the Australian researchers had consulted with the Miracle Babies Foundation (Australia) and suggested consulting a similar group in New Zealand. 
11. The Committee also noted the Australian researchers included notices in the antenatal wards and neonatal units informing parents about the study and inviting them to contact the research nurse or clinical investigator for further information. The Committee suggested the New Zealand researchers give consideration to this for the New Zealand study.
12. The Committee noted that Central HDEC had advised the researchers that in any re-submitted application, they would need to justify the use of deception in not advising parents of which intervention their baby had received.  The Committee noted that, if parents ask about which intervention their baby received, they are entitled to be told in accordance with the Code of Patients’ Rights. The Committee noted that researchers do not have to proactively offer to discuss this issue but, if asked, they should give an honest answer under the provision that it could result in withdrawal from the study. 
The Committee requested the following changes to the Participant Information Sheet and Consent Form: 

13. Please add information what the clinical context is for FiO2 to ensure parents are fully informed on the reasoning behind 30 and 60 and note that, if abbreviated consent is sought, the PIS which contains full information about the research will need to be framed as seeking consent to continued participation in the study.
14. Please refer to the HDEC templates for what information must be included in participant information sheets and consent forms (https://ethics.health.govt.nz/guides-templates-forms-0) and ensure all references in the PISs are to NZ agencies (eg, remove references to Medicare, include the ACC compensation template wording, refer to the NEAC Standards etc). It is not mandatory to use the template, but the template is a helpful guideline.


Decision 


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

· The Committee stated that enrolment into the study could be acceptable using abbreviated consent followed by full consent to continued participation and/or enrolment in the study pursuant to Right 7(4) of the Code of Health and Disability Services Consumers’ Rights. In both cases, the Committee would need to be satisfied that the enrolment was justified and the necessary conditions satisfied. The researchers will need to amend the protocol because, as the study currently stands, it cannot be approved. 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).  
· Information for the clinical context of FiO2 and explaining why 30 and 60 are the chosen levels will need to be outlined for parents. 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).  
· [bookmark: _GoBack]If abbreviated consent will be sought, please provide an appropriate participant information sheet and consent form for the Committee’s review having regard to the National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.41 – 7.43.  
 

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:
	20 October 2020, 08:00 AM

	Meeting venue:
	Via Zoom 



3. Review of Last Minutes

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




The meeting closed at 5.15pm
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