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		Minutes





	Committee:
	Central Health and Disability Ethics Committee

	Meeting date:
	27 July 2021

	Meeting venue:
	Via Zoom: https://mohnz.zoom.us/j/96507589841
Meeting ID: 965 0758 9841



	Time
	Item of business

	11.30am
	Welcome

	11.45am
	Confirmation of minutes of meeting of 22 June 2021

	12.00pm
	New applications (see over for details)

	12.00-12.25pm
12.25-12.50pm
12.50-1.15pm
1.15-1.40pm
1.40-1.50pm
1.50-2.15pm
2.15-2.40pm
2.40-3.05pm
3.05-3.15pm
3.15-3.40pm
3.40-4.05pm
4.05-4.30pm
	 i 21/CEN/172 
  ii 21/CEN/171 Withdrawn by researcher
  iii 21/CEN/173 
  iv 21/CEN/174 
Break (10)
  v 21/CEN/175 
  vi 21/CEN/179 
  vii 21/CEN/180 
Break (10)
  viii 21/CEN/181 
  ix 21/CEN/182 
  x 21/CEN/188 

	4.30pm
	Meeting ends




	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  
	 

	Mrs Helen Walker 
	Lay (consumer/community perspectives) 
	22/05/2018 
	22/05/2020 
	Present 
	 

	Mrs Sandy Gill 
	Lay (consumer/community perspectives) 
	22/05/2020 
	22/05/2023 
	Present 
	 

	Dr Patries Herst 
	Non-lay (intervention studies) 
	22/05/2020 
	22/05/2023 
	Present 
	 

	Dr Cordelia Thomas 
	Lay (the law) 
	20/05/2017 
	20/05/2020 
	Present 
	 

	Dr Peter Gallagher 
	Non-lay (health/disability service provision) 
	22/05/2020 
	22/05/2023 
	Present 
	 

	Ms Helen Davidson 
	Lay (ethical/moral reasoning) 
	06/12/2018 
	06/12/2021 
	Present 
	 

	Ms Julie Jones 
	Non-lay (intervention studies) 
	22/05/2020 
	22/05/2022 
	Present 
	 


 

Welcome
 

The Chair opened the meeting at 11.30am and welcomed Committee members.

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 22 June 2021 were confirmed.




New applications 


	 1  
	Ethics ref:  
	21/CEN/172 
	 

	 
	Title: 
	The BREAKWATER Study (BRAF V600E-mutant colorectal cancerstudy evaluating EncorAfenib taKen With cetuximAb plus or minus chemoThERapy) 
	 

	 
	Principal Investigator: 
	Dr Sanjeev Deva 
	 

	 
	Sponsor: 
	PPD 
	 

	 
	Clock Start Date: 
	08 July 2021 
	 


 
Sanjeev Deva, Kerry Walker and Amy Tong 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 Study

1. The purpose of this study is to learn about the effects of the study medications, encorafenib and cetuximab (EC), when given alone or in combination with chemotherapy regimens to treat patients with BRAF V600E-mutant metastatic colorectal cancer. This is an open-label, multicentre, randomised Phase 3 study. Prior to the Phase 3 portion, a Safety Lead in will be conducted at a limited number of sites to evaluate the safety/tolerability and pharmacokinetic of EC in combination with either mFOLFOX6 or FOLFIRI.

Summary of resolved ethical issues 

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

2. The Committee were concerned about the high number of CT scans proposed in the study and queried how standard of care (CT scan) monitoring compares for patients with this condition. The researcher advised that the frequency of CT scans for standard clinical care is every 3 months compared to every 6-8 weeks for clinical trials (6 weeks for this specific trial). He added that the concern around radiation dose is less of an issue for these patients due to their terminal prognosis. He added that in general, the preference of this patient group is for their cancer to be monitored more frequently. 
3. The researcher confirmed that they are not investigating a cure but rather to extend the life of patients with this palliative condition. 
4. [bookmark: _Hlk78368344]The Committee noted that the researchers provided a PIS/CF for pregnant participants/partners and explained that this document will only be reviewed if/when a participant/partner becomes pregnant during the study. This is to ensure the information provided is tailored to the individual in question and fit for purpose at the time it occurs. If this situation occurs, the researchers will need to submit the PIS/CF as an amendment to the study application through the post-approval pathway. 
5. The Committee advised that should the researcher wish to access health information of the baby of a pregnant participant/partner there would need to be an additional consent after the birth. The Committee advised that a baby is not a legal person with human rights until after birth and during the pregnancy the mother can only consent to her own health information. 
6. The Committee commended the researchers for accurately identifying cultural issues that may arise for Māori for the application question regarding the main ethical issues of the study (a.1.6). 
7. The Committee advised that referring to article one of the Treaty of Waitangi is not a correct answer to the application question on benefit to Māori (p.4.1) as the article refers to sovereignty between Māori and the Crown and is not relevant to medical research. Please bear this in mind for future applications.

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 requested the measurements in the dosing diary are converted to the metric system (e.g. replace 8 ounces with millilitres). 
9. The researcher queried how he can improve the readability and digestibility of the information sheets when there are many side effects to declare. The Committee recommended appending the list of side effects at the end of the participant information sheet and consent form (PIS/CF) and summarising these side effects in a small paragraph in the risk section, referencing the appendix.
10. The Committee noted the researcher’s confirmation that the ‘Banked Biospecimens’ paragraph on page 12 of the PIS/CF refers to optional future unspecified research (FUR). The Committee requested these optional elements are transferred from the Main PIS/CF to a separate PIS/CF on FUR. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.58. This will make it easier for participants to distinguish between the mandatory elements of the study and what is optional. For guidance, please see the Future Unspecified Use of Tissue PIS/CF template available on the HDEC website.
11. The researcher advised that as they are combining these drugs for the first time, there will be a lead in time to observe the safety of the combination and make any necessary changes to the protocol before moving into phase three. This part of the study is currently being done outside of New Zealand. The Committee requested this safety report is provided to the HDEC before continuing onto phase three of the study. 

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

12. Please include information on the risks associated with radiation exposure in the risk and benefits section. 
13. Please add an explanation on when the bone scans are expected to occur or what would cause them to occur (e.g. “a bone scan, while unlikely, may be required if clinically relevant”).
14. Please revise the first sentence to make it clearer as to what is being treated, as it currently reads as if the mutation, rather than the cancer, has not been treated; “You are invited to take part in this study because you have colorectal cancer that has a specific mutation and that has not been treated.” 
15. Please review the tables and standardise the formatting (specifically table 7, 10, 11 and 13). Please also increase and standardise the text size to make the tables easier to read. Some text is too small to read easily and should be increased in size. 
16. Please append the side effects as per the Committees advice above.
17. Please add the text ‘if you agree’ to the following sentence of the optional Biological Samples PIS/CF, ‘In addition, a 4 mL (about 1 teaspoon) sample of your blood will be collected on Day 1 of your treatment and sent to the sponsor’s biobank’.
18. Please address the conflicting statements on page 1 and 2 of the Biological Samples PIS/CF about whether extra samples will be required for additional research or not. 
19. The consent form for the Biological Samples PIS/CF mentions agreeing to send samples to the sponsor’s overseas biobank. Please explain this (including name and location of lab) in the body of the information sheet. 
20. Please make it clear which study is being referred to in the last two clauses of the Biological Samples consent form with regards to withdrawing from the study (i.e. Main study or optional study or both). 
21. Please cross reference information from the Main PIS/CF to the optional PIS/CFs so that participants know where to find the information in the Main PIS/CF that is referred to in the optional PIS/CF.
22. Please add the cultural statement to the optional Biological Samples PIS/CF (rather than referencing it) as taking tissue samples and sending these overseas are important issues for Māori. 

Decision 

This application was provisionally approved by consensus, subject to the following information being received:
23. Please address all outstanding ethical issues, providing the information requested by the Committee.
24. 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 Helen Walker and Ms Julie Jones.



	 2  
	Ethics ref:  
	21/CEN/173 
	 

	 
	Title: 
	CLO-SCB-420-001: wet AMD Study of SCB-420 and Eylea 
	 

	 
	Principal Investigator: 
	Prof. Anthony Wells 
	 

	 
	Sponsor: 
	PPD Australia 
	 

	 
	Clock Start Date: 
	15 July 2021 
	 



The researcher was not present for discussion of this application.

Potential conflicts of interest

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

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

Summary of Study

1. A phase 1, randomized, double-masked, parallel group, multicenter, pilot study to evaluate the safety, tolerability, and pharmacokinetics of SCB-420 and Eylea® in participants with neovascular age related macular degeneration. A total of 20 participants with 4 in NZ.

Summary of outstanding ethical issues

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

26. The Committee noted that the researcher provided a PIS/CF for pregnant participants/partners and explained that this document will only be reviewed if/when a participant/partner becomes pregnant during the study. This is to ensure the information provided is tailored to the individual in question and fit for purpose at the time it occurs. If this situation occurs, the researchers will need to submit the PIS/CF as an amendment to the study application through the post-approval pathway. 
27. The Committee advised that should the researcher wish to access health information of the baby of a pregnant participant / partner there would need to be an additional consent after the birth. The Committee advised that a baby is not considered a legal person with human rights until after birth and during the pregnancy the mother can only consent to her own health information. 
28. The Committee recommended including any statistics of the prevalence of the disease in Māori (or an explanation if unknown) when answering the benefit to Māori question (p.4.1) in future applications.
29. The Committee noted the conflicting information in the application where the researcher states that no formal Māori consultation occurred but mentions a ‘local Māori review committee’ without any explanation of what this committee does (p.4.3.1). The Committee advise that consultation is required for the study and to please bear this in mind for future applications. 
30. The Committee advised that referring to article one of the Treaty of Waitangi is not a correct answer to the application question on benefit to Māori (p.4.1) as the article refers to sovereignty between Māori and the Crown and is not relevant to medical research. Please bear this in mind for future applications. 
31. The Committee acknowledged the researcher identified relevant Māori cultural issues for this study (application question P.4.2) and advised that these would also include tapu of touching the head. Please bear this in mind for future applications. 
32. The Committee noted reference to future unspecified research (FUR) within the Main participant information sheet and consent form (PIS/CF) and the PK Sub-study PIS/CF. The Committee recommended FUR is removed from these PIS/CFs and a separate PIS/CF is used for FUR that complies with National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.58. For guidance, please see the Future Unspecified Use of Tissue PIS/CF template available on the HDEC website.
33. The Committee noted that the PK Sub-study PIS/CF states that the confidentiality section is the same as the Main PIS/CF. However, there are two consent clauses about sample storage and sample identity (clauses 9 and 10) that are inconsistent with this confidentiality statement. Please clearly explain these clauses in the body of the PK Sub-study information sheet. 
34. The Committee advised that medical research involving adult participants who are not competent to consent is inconsistent with New Zealand law unless the research meets legal requirements (i.e. Right 7 (4) of the of the Code of Health and Disability Services Consumers’ Rights). This means that study documentation should not include language whereby the participant’s whanau/legal representative consents on their behalf. Right 7(3) states that where the person has diminished competence, they have the right to make choices and consent to the extent appropriate to their level of competence. Family/whanau can be present during discussions about the trial and help the participant better understand their involvement, but they cannot sign consent on behalf of the adult participant. (National Ethical Standards for Health and Disability Research and Quality Improvement, sections 6 and 7). If they are a welfare Guardian or Enduring Power of Attorney (EPOA) they can only consent on behalf of the person if the research is not a medical experiment or if it is a medical experiment it is being conducted to save the person’s life or prevent serious damage to their health. Please adjust the study documentation accordingly.
35. The Committee noted a discrepancy of $10,000 between insurance for Australia and New Zealand (application question r.1.9). The Committee requested an explanation for why the insurance cover is not equivalent to ACC and why the insurance cover for New Zealand is significantly less than that for Australia. 
36. [bookmark: _Hlk78970846]The Committee recommended that during the recruitment process, the study is introduced to potential participants by someone outside the research team and that participants are only approached by a research team member to discuss enrolment if they show interest in participating. This is to mitigate any perceived pressure to participant in the study. 
37. The Committee noted that the PIS/CF states that this is the first clinical trial of SCB420 in humans and requested the researchers clarify if it has been used on animals as this is not mentioned in the participant facing documentation. 
38. The Committee advised that participants should be reimbursed for any costs incurred from participation in the study and requested a justification for why this will not be provided as part of this study. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 11.21).  
39. The Committee advises that some health information must be retained for a minimum of 10 years whereas the PIS/CF mentions ‘up to 10 years’. Please check Health (Retention of Health Information) Regulations 1996 to see whether this applies to the data collected / generated in this study and update the participant facing documentation accordingly. 

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

40. Please remove the ‘legally authorised representative’ signature block  as it is not appropriate for this study. 
41. Please add a cultural statement to the PK Sub-study PIS/CF. 
42. Please move the cultural statement to above the future research paragraph on page 7 of the Main PIS/CF as it currently reads as if this is limited to the future research. 
43. Please make it clear in the PK Sub-study PIS/CF which study is being referred to when stating ‘this study’.
44. Please add the following statement to the PIS/CF, ‘You have the right to request access to your information held by the research team. You also have the right to request that any information you disagree with is corrected’. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.15a).  

Decision 

This application was provisionally approved by consensus, subject to the following information being received:
45. Please address all outstanding ethical issues, providing the information requested by the Committee.
46. 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).
47. 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 Dr Patries Herst and Ms Helen Davidson.



	 3  
	Ethics ref:  
	21/CEN/174 
	 

	 
	Title: 
	Optimising lung cancer screening for Māori: A study of comparative invitation processes 
	 

	 
	Principal Investigator: 
	Professor Sue Crengle 
	 

	 
	Sponsor: 
	Waitemata District Health Board and Auckland Distr 
	 

	 
	Clock Start Date: 
	05 July 2021 
	 


 
Sue Crengle, Karen Bartholomew and Kate Parker 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 Study

1. A study to assess the effectiveness of a primary care vs central hub invitation to lung cancer screening for Māori participants aged 55-74 in Auckland and Waitematā District Health Boards.

Summary of resolved ethical issues 

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

49. The Committee were comfortable with the justification for the waiver of consent to access primary healthcare data.
50. The Committee queried how the programme is ‘mana enhancing’ as per answer to application question r.6.1. The researcher advised that there are two mana enhancing components; 
a. The aim of the overall programme is to increase the ability of Māori participants and whanau to make decisions on research participation themselves and to minimise perception of stigmatisation. 
b. The programme includes one on one training for health care workers/researchers on how to engage with Māori in ways that support their informed decision making.
51. The Committee recommended including any statistics of the prevalence of the disease in Māori (or an explanation if unknown) when answering the benefit to Māori question (p.4.1) in future applications.
52. The Committee stated that the answer to the question of relevant Māori cultural issues for this research (p.4.2) did not answer the question and would include face-to-face communication and the potential for whakamā in participants. The Committee requested the researcher become familiar with these concepts and be mindful of this for future applications. (National Ethical Standards for Health and Disability Research and Quality Improvement, section 3, particularly para 3.3).
53. The Committee noted that the participant facing documents have been designed in consultation with a Māori community group to maximise accessibility for participants. 
54. The Committee noted that study is funded through a global stream of funding administered by Health Research Council (HRC) and that the study has been through a scientific peer review as part of that funding process.

Summary of outstanding ethical issues

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

55. The Committee noted the intention to use the quality of life assessment questionnaire (EQ-5D-3L) in both English and Māori languages for the study. The Committee asked how the researcher plans to address at-risk scores of depression and/or anxiety should they arise from the questionnaire responses. The researcher advised that the surveys will be reviewed for any mental health signals immediately upon completion. A member of the research team will discuss any concerning answers with the participant and refer them through the appropriate support pathway (e.g. GP informed). The Committee requested the following:
a. Please add a safety escalation plan addressing this to the protocol.
b. Please make it clear in the participant information sheet and consent form (PIS/CF) that participants will be asked questions about mental health that may be upsetting and that they may be contacted if their responses indicate they are at-risk.
56. The Committee requested a yes/no tick box is added to question 3 of the ‘Survey after an Assessment’ document.
57. The Committee noted that health care workers are to be interviewed about their experience as part of the study and queried the lack of information in the Health Care Worker PIS/CF given they are study participants. The researcher responded that the form is intentionally brief in response to feedback from their health care worker colleagues. The Committee advised that all participants in a study must be fully informed, through the PIS/CF, about their involvement in study in order for informed consent to be assured. Please fill the information gaps in the Health Care Worker PIS/CF, particularly around what happens to their data.

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

58. Please add the relevant statements about ACC and HDEC auditing rights. For guidance, please see the PIS/CF template on the HDEC website. 
59. Please correct the typo in the following statement of the Health Care Worker PIS/CF; "Whether or not you agree to take part will have no impact on your employment of on any other aspect of your work." 

Decision 

This application was provisionally approved by consensus, subject to the following information being received:
60. Please address all outstanding ethical issues, providing the information requested by the Committee.
61. 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).
62. 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 Mrs Sandy Gill and Ms Julie Jones.



	 4  
	Ethics ref:  
	21/CEN/175 
	 

	 
	Title: 
	The COASTAL study: Zandelisib and Rituxumab versus standard immunotherapy in relapsed Indolent Non-Hodgkins Lymphoma (iNHL) 
	 

	 
	Principal Investigator: 
	Dr Wei-Hsun (Blake) Hsu 
	 

	 
	Sponsor: 
	Pharmaceutical Solutions Ltd 
	 

	 
	Clock Start Date: 
	01 July 2021 
	 


 
Helen McDermott 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 Study

1. A phase 3, randomized, open-label, controlled, multicenter study of Zandelisib (ME-401) in combination with Rituximab in participants with relapsed indolent Non-Hodgkin’s Lymphoma (iNHL) versus standard immunochemotherapy. An international study with 534 participants in total, 8 in New Zealand. 

Summary of resolved ethical issues 

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

2. The Committee requested that only relevant advertising material is uploaded to HDEC (e.g. material that will be used in the New Zealand part of the study) so that reviewers are not overburdened with unnecessary information. Please bear this in mind for future applications. 
3. The Committee recommended including any statistics of the prevalence of the disease in Māori (or an explanation if unknown) when answering the benefit to Māori question (p.4.1) in future applications.
4. The Committee advised that should the researcher wish to access health information of the baby of a pregnant partner there would need to be an additional consent after the birth. The Committee advised that a baby is not a legal person with human rights until after birth and during the pregnancy the mother can only consent to her own health information. 
5. The Committee noted that the researchers provided a participant information sheet/consent form (PIS/CF) for pregnant participants/partners and explained that this document will only be reviewed if/when a participant/partner becomes pregnant during the study. This is to ensure the information provided is tailored to the individual in question and fit for purpose at the time it occurs. If this situation occurs, the researchers will need to submit the PIS/CF as an amendment to the study application through the post-approval pathway. 




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 Committed noted that the application states that $25,000 can be deducted per insurance claim and requested confirmation on who will cover this deducted amount (e.g. will the site be liable for this?) 
7. The Committee noted that there is a lot of information under ‘What will my participation in this study involve?’ section of the PIS/CF that could be overwhelming for a participant and suggested reformatting the information into tables to make it more digestible. The researcher clarified that she is working with the sponsor on a table of procedures and will add this to both the protocol and the PIS/CF.  
8. The Committee noted the intention to use the quality of life assessment questionnaire (EQ-5D-3L) and requested more information on how the researcher plans to identify and address at-risk scores of depression and/or anxiety, in a timely way, should they arise from the questionnaire responses. Please provide a safety escalation plan in the protocol addressing this concern (National Ethical Standards for Health and Disability Research and Quality Improvement, para 11.25).  

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

9. Please amend the following sentence on page 2, ‘the Sponsor has the right to stop the study for medical or business reasons’ as a therapeutic study cannot be stopped simply for reasons of commercial interest in New Zealand. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 11.37). 
10. Please ensure there is an option on the consent form for participants to receive a lay summary of the study results when available and explain this in the body of the information sheet. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 11.50).
11. Please replace ‘Institutional Review Board or Institutional Ethics Committee’ referenced on page 2 of the Main PIS/CF with the ‘Health and Disability Ethics Committees’. 
12. Section 5, ‘Who can take part in the study?’ repeats what is stated in Section 3, ‘What is the purpose of the study?’ Please remove the repeated information and ensure the heading relates to the information in the section. 
13. Please add a statement to section 6 ‘What will happen to my samples?’ explaining that Hepatitis B and C are notifiable diseases which means that it is required by law to notify government health authorities. 
14. [bookmark: _Hlk78971599]Please add the following statement to the PIS/CF, ‘You have the right to request access to your information held by the research team. You also have the right to request that any information you disagree with is corrected. ‘ 
15. Please remove the following statement from section 11, ‘The cost of these routine treatments will be billed to your insurance company.’
16. Please make it clear that participants will be asked questions in the survey about mental health that may be upsetting and that they may be contacted if their responses indicate they are at-risk (as per the safety plan once developed).


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).
19. 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 Dr Patries Herst and Mrs Helen Walker.
 


	 5  
	Ethics ref:  
	21/CEN/179
	 

	 
	Title: 
	A study of R131-2 vaginal soft gel capsule in healthy volunteers 
	 

	 
	Principal Investigator: 
	Dr Noelyn Hung 
	 

	 
	Sponsor: 
	Douglas Pharmaceuticals Ltd 
	 

	 
	Clock Start Date: 
	15 July 2021 
	 


 
Dr Noelyn Hung and Linda Folland 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 Study

1. A study to evaluate the safety, tolerability and rate/extent of absorption of R131-2 vaginal soft gel capsule containing ritonavir and lopinavir in 12 healthy women volunteers. It will also observe the rates of side effects reported by women using R131-2 vaginal soft gel capsule compared to placebo. Ritonavir and lopinavir are medications that have been used in combination to successfully treat patients with human immunodeficiency virus (HIV). These medications may also be effective against another virus, human papilloma virus (HPV), and the changes it causes in the cervix. This study will be conducted in one cohort, at one dose level, with participants receiving either the vaginal soft gel capsule containing active drug or placebo.

Summary of outstanding ethical issues

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

2. Please include information on what happens if the participant has their period. 
3. Change correct HDEC to Central from Northern A
4. Please remove “my partner becomes pregnant”
5. Please correct” You have a current or recent abnormal vaginal discharge and /or abnormal vaginal bleeding, within the 3 months prior to randomization as accessed by Investigator” to read “assessed”. 
Decision 

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

· please update the Participant Information Sheet and Consent Form, taking into account the suggestions made by the Committee.


	 6  
	Ethics ref:  
	21/CEN/180 
	 

	 
	Title: 
	Feasibility of implementing Ballistic Strength Training to improve mobility outcomes in inpatients with Traumatic Brain Injury 
	 

	 
	Principal Investigator: 
	Mrs Izel Gilfillan 
	 

	 
	Sponsor: 
	 
	 

	 
	Clock Start Date: 
	15 July 2021 
	 


 
Izel Gillfillan and Annelie van Heerden 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 Study

1. Traumatic Brain Injury (TBI) is a leading cause of mortality and long-term disability, often resulting in mobility limitations. Associations exist between mobility limitations, poor community participation and reduced health-related quality of life within the TBI population. Ballistic Strength Training (BST) is a form of strength training aimed at improving muscle power generation. BST has shown to improve task-specific performance. Aim: This study aims to investigate the feasibility of implementing BST to improve mobility outcomes in People Recovering from Traumatic Brain Injury (PRFTBI), in an inpatient rehabilitation setting. 

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 Committee noted that several sections of the participant information sheet (PIS) are missing and recommended the Researcher adapt the PIS template available on the HDEC website. This is to ensure complete information is given to the participants to allow them to provide fully informed consent. 
3. The Committee noted that proxy-consent as it is written in the application is not permitted by New Zealand law. Adults who lack the capacity to provide their own fully-informed consent can only be enrolled into research if Right 7(4) of the Code of Health and Disability Services Consumers’ Rights is satisfied. In addition, consent must be sought from those able to provide their own consent. The Committee noted that a support person cannot sign consent either in support of or on behalf of a potential participant. If a participant cannot make an informed choice or give informed consent, then Right 7(4) must be satisfied (National Ethical Standards for Health and Disability Research and Quality Improvement, chapter 7).  
4. The Committee stated that the letter provided is not sufficient for peer review and does not provide enough evidence that the study is scientifically valid. Please refer to the template under the peer review guidance on the HDEC website. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.26-9.32)
5. The Committee asked how participants are recruited. The researcher stated that the clinicians identify potential participants who are recommended to their clinic and an ABI representative separate from the research consents the clients into the research. The Committee noted that a researcher is screening identifiable health information without consent. Please ensure unless you need to access them regularly as part of their care, please get verbal confirmation that this is okay from the person whose information is screened. 

The Committee requested the following changes to the Participant Information Sheet and Consent Form (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17): 
6. Please outline how data is being managed (where it is stored, security, etc, as per the HDEC template). 
7. Please state that participants have the right to access information collected about them and correct anything.
8. ACC compensation statement is required (refer to HDEC template).
9. Right to withdraw and access results needs to be included. 
10. Fatigue is not mentioned as a risk/discomfort. Please include.
11. “Your records” – please clarify what information this is, and whether it refers to patient records, study documents, etc. 
12. Please review language used for simplicity and lay-language. 

Decision 


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

	 7  
	Ethics ref:  
	21/CEN/181 
	 

	 
	Title: 
	COG ARST1921 
	 

	 
	Principal Investigator: 
	Dr Andrew Wood 
	 

	 
	Sponsor: 
	Children's Oncology Group (COG) 
	 

	 
	Clock Start Date: 
	12 August 2021 
	 


 
Dr Andrew Wood and Sonia Alix 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 Study

1. COG ARST1921 is an open-label study of nirogacestat in children and adolescents with desmoid tumour. Nirogacestat will be administered orally twice daily on a continuous dosing schedule of 28-day cycles at a dose of 90 mg/m2. The aims of this study will be to describe the toxicities, characterise the pharmacokinetics and estimate the progression-free survival (PFS) and objective response rate (ORR) in this patient population receiving nirogacestat. The study will also explore various biomarkers for response and outcome in archival tumour tissue and blood as well as explore relationships between patient reported outcomes and PFS and ORR, and compare various tumour imaging response assessments.

Summary of resolved ethical issues 

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

2. The Committee asked where the infertility side-effect has been observed from. The researcher replied that this is not well-understood, but evidence is based on how they predict the pathway will affect fertility. The researchers further noted that the patients who are eligible for this study are very unwell and unlikely to worry about fertility. The Committee was satisfied this was well-explained to potential participants.
3. The Committee noted that P.4.1 of the application form seeks to know how Māori may benefit specifically. The Committee recommended including any statistics of the prevalence of the disease in Māori (or an explanation if unknown) when answering P.4.1. for any future applications.
4. The Committee acknowledged that some paths not applicable to New Zealand have to remain in the Participant Information Sheet/Consent Form (PIS/CF). So long as it is clear to participants what is not applicable to them, the Committee is satisfied. 
5. The Committee noted as per Standard Operating Procedures for Health and Disability Ethics Committees (39.4.7.), it is mandatory for commercially sponsored studies to provide evidence of professional indemnity held by the CI. As it is indicated on the application form that this study is not carried out for the benefit of the manufacturer, this is not a commercially sponsored study, and the Committee acknowledged that proof of PI indemnity is not required to be sighted by the HDEC for 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.

6. The Thank You letter does not need the ‘Participant name’ and their ‘date of birth’ at the top as they know this about themselves and is unnecessary to include.

The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
7. In the 11-15 assent, can you add more information about who has access to their health data. 
8. Alongside saying the study is not approved yet by the FDA, please include the relevant New Zealand regulatory body.
9. On page 5 of the Main PIS, please state where the central review centre is. 
10. The Committee noted some items were missing from the consent section of the Main CF. Please check the HDEC template to ensure all bullet points are included. Missing items from consent form were noted as follows:
a. Relating to the voluntary nature of the trial
b. Legal/whanāu/family support
c. Participant confidentiality
d. Compensation for injury
e. Contact for questions
f. Responsibilities of participant
g. Summary of results (optional)
h. Information after withdrawal (which was also missing from the main body)
11. Please add cultural statement to the Future Unspecified Research (FUR) PIS/CF  
12. On the Reconsent CF, please remove parent/guardian signature line.
13. FUR Reconsent CF also states “I agree to provide an extra sample”, but this is not discussed in the main body of the PIS. If this is not applicable to this consent, please remove this item. 
14. Please make it clear that COG is based overseas and where. 

Decision 

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

· please address all outstanding ethical issues raised by the Committee
· please update the Participant Information Sheet and Consent Form, taking into account the suggestions made by the Committee.



	 8  
	Ethics ref:  
	21/CEN/182 
	 

	 
	Title: 
	COG ANBL19P1 
	 

	 
	Principal Investigator: 
	Dr Andrew Wood 
	 

	 
	Sponsor: 
	Children's Oncology Group 
	 

	 
	Clock Start Date: 
	12 August 2021 
	 


 
Dr Andrew Wood and Olga Ksionda 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 Study

1. In this study, the researchers want to find out if the combination of chemotherapy drugs irinotecan and temozolomide with immunotherapy can be given safely to patients with high-risk neuroblastoma (NBL) when given following Consolidation therapy. The aim of the study is also to see how the cancer responds to the study therapy and to understand immune response in patients receiving this treatment. This combination of chemo- and immunotherapy has been used before in the settings of relapsed/refractory disease (COG ANBL1221) and showed to be active and well tolerated. The addition of irinotecan and temozolomide to immunotherapy in the frontline Post Consolidation settings is considered experimental.


Summary of resolved ethical issues 

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

2. The Committee noted as per Standard Operating Procedures for Health and Disability Ethics Committees (39.4.7.), it is mandatory for commercially sponsored studies to provide evidence of professional indemnity held by the CI. As it is indicated that this study is not carried out for the benefit of the manufacturer, this is not commercially sponsored study, and the Committee acknowledged that proof of PI indemnity is not required to be signed by the HDEC for this study.
3. The Committee noted that P.4.1 of the application form seeks to know how Māori may benefit specifically. The Committee recommended including any statistics of the prevalence of the disease in Māori (or an explanation if unknown) when answering P.4.1. for any future applications.
4. The Committee acknowledged that some paths not applicable to New Zealand have to remain in the Participant Information Sheet/Consent Form (PIS/CF). So long as it is clear to participants what is not applicable to them, the Committee is satisfied. 





Summary of outstanding ethical issues

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

5. Thank You letter does not need to include the ‘Participant name’ and their ‘date of birth’ at the top as they know this about themselves.

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

6. The Committee noted some items were missing from the consent section of the Main CF. Please check the HDEC template to ensure all bullet points are included. Missing items from consent form were noted as follows:
a. Relating to the voluntary nature of the trial
b. Legal/whanāu/family support
c. Participant confidentiality
d. Compensation for injury
e. Contact for questions
f. Responsibilities of participant
g. Summary of results (optional)
h. Information after withdrawal (which was also missing from the main body)
7. Please make it clear that COG is based overseas and where.
8. The below statement should also be included on the Future Unspecified Research (FUR). "If you are a parent or legal guardian of a child who may take part in this study, permission from you is required. The assent (agreement) of your child may also be required. When we say ‘I’ or ‘you’ in this consent form, we mean you or your child; ‘we’ means the doctors and other staff.' PIs indemnity missing
9. Please clarify “but they will not be able to identify from the information” to state they are unable to identify you from the information.
10. Please clarify “your information will be kept secret” as it could be interpreted that information is not being shared at all. 
11. Please define what “regular doctor” is.  

Decision 

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

· please address all outstanding ethical issues raised by the Committee
· please update the Participant Information Sheet and Consent Form, taking into account the suggestions made by the Committee.


	 9  
	Ethics ref:  
	21/CEN/188 
	 

	 
	Title: 
	SP-104-02: A Study of SP-104 Compared to Immediate Release Naltrexone Capsules 
	 

	 
	Principal Investigator: 
	Dr. Bridget Maher 
	 

	 
	Sponsor: 
	Inclin 
	 

	 
	Clock Start Date: 
	15 July 2021 
	 


 
Dr Chris Wynne and Courtney Rowse 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 Study

1. SP-104 is being developed as a potential new treatment for Fibromyalgia (FM). This study will assess the safety of SP-104 when compared to Immediate Release (IR) Naltrexone capsules in healthy adult participants. The results will be used to inform further clinical development of SP-104.

Summary of outstanding ethical issues

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

2. Please reformat from single-spacing on the consent form to aid readability.  
3. The Committee suggested a daily grid for the interventions to aid in participant understanding. 
4. CF needs to include item that they are giving permission for their data to go overseas. 
5. CF states they consent to their GP or current provider being informed of their participation but this is not explained in the main body of the PIS. 

Decision 

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

· please address all outstanding ethical issues raised by the Committee
· please update the Participant Information Sheet and Consent Form, taking into account the suggestions made by the Committee.


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:
	24 August 2021, 11:30 AM

	Meeting venue:
	ONLINE - Zoom Meeting



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.

4. Matters Arising


5. Other business


6. Other business for information


7. Any other business




The meeting closed at 4.30pm
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