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	                  Minutes



	Committee:
	Central Health and Disability Ethics Committee

	Meeting date:
	26 October 2021

	Zoom details:
	https://mohnz.zoom.us/j/96507589841, Meeting ID: 965 0758 9841


	Time
	Review Reference
	Project Title
	Coordinating Investigator
	Lead Reviewers

	12.00-12.25pm
	2021 FULL 11179
	MAOB Feasibility Study
	Lead Clinician Ronald Sluiter
	Mrs Helen Walker & Dr Patries Herst

	12.25-12.50pm
	2021 FULL 11173
	MK-6482-016
	Dr Jane Yeojeong So
	Ms Helen Davidson & Dr Peter Gallagher

	12.50-1.15pm
	2021 FULL 10992
	HeadSMART II
	Professor Mark Richards
	Dr Cordelia Thomas & Ms Julie Jones

	1.15-1.40pm
	2021 FULL 11318
	Impact of caregiver brain injury on their children
	Mrs Audrey McKinlay
	Ms Sandy Gill & Dr Patries Herst

	1.40-1.55pm
	Break
	(15 minutes)
	
	

	1.55-2.20pm
	2021 FULL 10994


	Glory Days study
	Dr Kay Shannon
	Ms Helen Davidson & Dr Peter Gallagher

	2.20-2.45pm
	2021 FULL 11004
	ASLAN004-003: Study of Efficacy and Safety of ASLAN004 in Adult Patients with Moderate-to-Severe Atopic Dermatitis
	Dr Marius Rademaker
	Mrs Helen Walker & Ms Julie Jones

	2.45-3.10pm
	2021 FULL 11170
	Umbilical catheterisation assistive device
	Dr. Matthew Wallenstein
	Dr Cordelia Thomas & Dr Patries Herst

	3.10-3.35pm
	2021 FULL 11037
	Phase 3 open-label, multicenter, extension study to evaluate the long-term safety and efficacy of pegcetacoplan in subjects with geographic atrophy secondary to age-related macular degeneration-(GALE)
	Doctor Stephen Guest
	Ms Sandy Gill & Dr Peter Gallagher

	3.35-3.50pm
	Break
	(15 minutes)
	
	

	3.50-4.15pm
	2021 FULL 11070
	IMG-7289-CTP-202_Bomedemstat Extension Study
	Dr James Liang
	Ms Helen Davidson & Ms Julie Jones

	4.15-4.40pm
	2021 FULL 11018
	The effect of a positive pressure treadmill training in adolescents with cerebral palsy
	Dr. Pablo Ortega-Auriol
	Dr Cordelia Thomas & Dr Peter Gallagher

	4.40-5.05pm
	2021 FULL 11370


	WP42873: A Study that Compares a Single Injection of Pertuzumab and Trastuzumab Under the Skin Given Either by a Needle and Syringe or by an Injection Device, in Healthy Male Volunteers
	Doctor Chris Wynne
	Ms Sandy Gill & Dr Patries Herst


	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 28 September 2021 were confirmed.

New applications 

	1  
	Ethics ref:  
	2021 FULL 11179

	 
	Title: 
	MAOB Feasibility Study

	 
	Principal Investigator: 
	Dr Ronald Sluiter

	 
	Sponsor: 
	Align Technology, Inc.

	 
	Clock Start Date: 
	07 October 2021


Dr. Ronald Sluiter 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. The purpose of this feasibility study is to demonstrate that growing patients who present up to full cusp Class II malocclusions can be treated towards Class I using the Invisalign® System with Mandibular Advancement Occlusal Blocks (MAOB) while maintaining patient comfort.
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 about the device of the study, understanding that the researcher already has a device, but this study is about an adjustment to that device. The Researcher explained that the study has multiple devices that are aiming to fix the jaw, further explaining one device has been used for 30 years. 
3. The Committee asked about payment to participants in the study. The Researcher explained that no money is handed over to the patient in any way. Further explaining that a full embizoline treatment costs $8650, and the lab fee is taken off that initial payment. 
4. The Committee asked asking if the device is an approved product already and if it needs a regulatory process to get the new device approved before use. The Researcher explained that this study is feasibility study, and the device does not need to be approved before use, as it is a change to an already existing/approved device.
5. The Committee asked about the data collection of patients by the company running the study. The Researcher explained that all the data collected is anonymized for all patients. Further explaining about the individual data is being used for quality of life and experiences wearing the devices, however no personal data is collected. 

6. The Committee asked about the photographs that are being taken of the participants. The Researcher explained that the photographs will be standard ABO photographs, with eyes being blocked out.
Summary of outstanding ethical issues

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

7. C5. The head is Tapu for Māori, please be considerate of this when treating Māori participants.

8. C12. Kids and teenagers are likely to be a bit sensitive to the fact they need treatment to their teeth and may be embarrassed but being on the study would be unlikely to cause any more embarrassment than not being on the study if they were to have the same treatment.

Assent:
9. Please make the assent less complicated for a 10-year-old participant. 

10. Please include a picture or diagram of the device and how it will be used within the mouth. 

11. Please ensure that the study is their choice (voluntary) and they do not have to agree to do it. 

12. Please list the product name here 'Invisalign'. They may know what the product is by the name more than the description. 

13. Please explain "with ‘occlusal blocks.’ " 

14. Please amend the following sentence: "About 30 across New Zealand children and teenagers will be in the study."

15. Please clearly state that their identify is confidential, with addition of adding who are the people that will make sure the study is run the right way.

16. Please amend the signing page making sure to include that the participants understand and agree.

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

MAIN PIS:
17. Please change all references to subjects to participant, don't refer to people as subjects. 

18. Please amend the following sentence in context with the following information box which does not make sense in relation: "If you are a subject who has reached the age of majority during the course of the study" This opening sentence will not make sense to the participants or their parents. What is the age of majority? " When “your child” appears in this form, it refers to you. "

19. Please explain if the clear retainer is already marketed or the clear retainer with the device.

20. Please include a picture or diagram of the device, explaining what occlusal blocks are in lay language.

21. Please explain in lay language what Mandibular Advancement is, for the participants.

22. Please correct the following sentence to New Zealand details "In case of a severe allergic reaction, you should immediately remove the aligners and contact your doctor or call 9-1-1.”

23. Please explain the cost section in more detail explaining to the participants what is being paid for and isn’t being paid for, in a way that isn’t confusing for participants.

24. Please explain whether or not  travel is also reimbursed.

25. Please remove "for administrative reasons.”

26. Please clearly state that the sponsor will only have access to anonymised information.

Child’s Privacy Protection:
27. Please include the photographs and questionnaires in the Information collected section. 

28. Please remove AFD American references.  eg. FDA & amp; IRB.

RIGHT TO COLLECT DATA:
29. Please include how long data will be collected for, data retention not covered. 10 years after the age of 16. 

30. Please provide more details for the following sentence: "You can contact Align with any questions about your child’s personal data or to exercise your rights using the address on the first page of this form."

31. Please include the indemnity information from the HDEC template. 

32. Please add details for the orthodontist on front page.

33. Please remove IRB reference under contacts.

34. Please include contacts for HDEC, Advocacy and Māori.

CONSENT:

35. Please use the HDEC consent template. 

36. Please explain who the responsible people are at Align and make it clear what information Align will have access to.

37. Please ask separate consent for photographs being used for publication and report purposes that will not identify the individual.

38. Please remove any mention of use of photographs for marketing purposes.
Decision 

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

39. Please address all outstanding ethical issues, providing the information requested by the Committee.

40. 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).
41. 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.
	2  
	Ethics ref:  
	2021 FULL 11173

	 
	Title: 
	MK-6482-016

	 
	Principal Investigator: 
	Dr Jane Yeojeong So

	 
	Sponsor: 
	Merck Sharp & Dohme Corp

	 
	Clock Start Date: 
	07 October 2021


 Dr Jane Yeojeong So & Ms Kerry Walker 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

42. The study is examining the combination of pembrolizumab and lenvatinib has shown clinical efficacy in several tumour types, has shown a manageable safety profile, and is currently approved for another cancer under accelerated approval. The clinical rationale for combining pembrolizumab and lenvatinib, where available, is given in Section 2.1.1 for the tumour types studied in this protocol. The primary objective is to assess the safety (frequency of adverse events as per CTCAE 5.0) and efficacy (defined by objective response rate per RECIST 1.1) of the combination of pembrolizumab and lenvatinib and belzutifan in patients with advanced solid organ cancers. The other objectives include the evaluation of duration of response (DOR), disease control rate (DCR), progression-free survival (PFS) and overall survival (OS).
Summary of resolved ethical issues 

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

43. The Committee asked about the recruitment submission form and if the approach is with the patient’s consent or a cold approach through the investigator. The Researcher explained that they already will know the potential participants suitable for this trial, and that there will be a discussion between patient and clinician about the research and if the participant is interested.
Summary of outstanding ethical issues

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

44. Please include how will mental health be addressed if issues occur during the study, including an explanation for participants.

The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF): 
45. Please include what will happen if there are any concerns that arise from the quality-of-life questionnaires, and what will be done with that information.
46. Please explain what acceptable birth control on page 8 is, to avoid ambiguity. 
47. Please amend the “how will my information be used” section on page 11, to include a higher-level heading, increase the font size.

48. Please amend under the heading “what will happen to my information” to include the correct information.
49. Please include the following consenting elements as per the template: data will also be sent overseas, pregnancy, legal &amp; whanau consultation, withdrawal, auditing/inspection, who to contact and summary of results.

50. Please amend page 4: "You may/may not request that any remaining tissue or sample be returned to you.” By deleting one option.

51. Please include a statement when the GP can be contacted during the study.
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 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).
	3  
	Ethics ref:  
	2021 FULL 10992

	 
	Title: 
	HeadSMART II

	 
	Principal Investigator: 
	Professor Mark Richards

	 
	Sponsor: 
	BRAINBox Solutions, Inc.

	 
	Clock Start Date: 
	14 October 2021


Professor Mark Richards, Dr Martin Than, Alieke Dierckx, and Lorraine Skelton 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

52. The goal of HeadSMART II (HEAD injury Serum markers and Multi-modalities for Assessing Response to Trauma) is to develop an in-vitro diagnostic, the BRAINBox traumatic brain injury (TBI) test, to aid in the diagnosis and prognosis of patients with mild TBI by incorporating blood biomarkers, clinical assessments, and questionnaires to measure associated neurocognitive Impairments. 
Summary of resolved ethical issues 

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

53. The Committee asked the researcher to summarise the rationale for the best interests argument under Right 7(4) of the Code of Health and Disability Services Consumers’ Rights for enrolling participants in research without informed consent. The researcher explained that it would be in the best interests of the non-consenting patient to be enrolled in this study as they will receive a much higher level of care than what is standardly provided for patients with concussion. This would include thorough neurological and vestibular testing on follow up from a leading expert in the field. He added that this means that participants will have concussion issues identified and treated/addressed earlier than patients receiving standard of care.
54. The Committee noted that the data management plan stated that The Medical Officer of Health will be informed in the event of a positive result for a notifiable disease however there are no tests for notifiable diseases listed. The researcher confirmed that this is an error and there will not be any tests performed for notifiable diseases. 
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 advised that research involving participants who are not competent to consent is only consistent with New Zealand law if it is undertaken in accordance with Right 7(4) of the Code of Health and Disability Services Consumers’ Rights. Right 7(4) of the Code requires that any health services provided without the informed consent of the consumer must be in their best interests. This means that proxy consent for adults is not legal in New Zealand so friends/relatives cannot sign the consent on behalf of the patient and the study documentation should not use language to suggest this. In addition, before a person can be enrolled in research under the best interests argument, it must be in line with the wishes of the participant. If the participant’s views have not been ascertained prior, the researchers will need to take into account the views of those who are interested in the welfare of the participant (i.e. friends and whānau). Please update the study documentation accordingly. 
56. The Committee stated that when the research participant regains capacity to consent, or some capacity to be supported in a decision, as soon as reasonably practicable researchers must give that participant the opportunity to give or decline informed consent to continued participation in the research, and/or to the use of their data that has already been collected. The researcher confirmed this provision is in place. Please update the study documentation accordingly. 
57. The Committee suggested arranging a preliminary (offline) review with a lead reviewer (Dr Patries Herst) to ensure the documentation meets the legal and ethical requirements discussed above. The lead reviewer will contact the researcher to arrange this.  
58. The Committee advised the compensation statements throughout the participant information sheet and consent form (PIS/CF) are confusing and it is not clear who is covering what. For example, the statements on page 6-8 are inconsistent and refer to ACC cover, University of Otago (UoO) insurance cover, and Brainbox insurance cover. Please make it clearer that ACC will not cover injury during the study and that it will be covered by Brainbox (detailing what will be covered) and that any other injury that occurs will be covered by UoO. 

The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF) in addition to those mentioned above: 

59. Page 4 makes reference to a ‘legally authorised representative’. However, in New Zealand a legal representative of an adult is  a person with enduring power of attorney (EPOA) or a welfare guardian which is not accurate for this study. Please rephrase this paragraph to ensure it is correct.  
60. Please remove the ACC statements on page 7 and 8 as participants will not be eligible for ACC in this commercial study and consolidate the insurance statements in one place. 
61. Please remove the statement on page 6, ‘…may not accept the claim if your injury was caused by the study team, or the study plan was not followed correctly’.
62. Please replace ‘Southern Health and Disability Ethics Committee’ with ‘Central Health and Disability Ethics Committee’.
63. Update consent from as ‘next of kin’ cannot consent as mentioned earlier by the Committee. 

64. Please temper the statements ‘dedicated monitoring’’ and ‘high level of expertise’ on page 5 to be less emphatic or coercive. 

65. Please add ‘removed’ to this statement on page 6, ‘(have all information which could identify you, e.g. your name)’.

66. Please remove superfluous ‘it will not’ wording under Māori section on page 5.
67. Please consider reformating the consent form table to make it easier to read (e.g. with lighter table lines).
68. Please remove the statement, ‘Please tick to indicate you consent to the following’ as there is only one tick box provided for the study results and the rest are mandatory. 
Decision 

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

69. Please address all outstanding ethical issues, providing the information requested by the Committee.

70. 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).
71. 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 Dr Cordelia Thomas.

	4  
	Ethics ref:  
	2021 FULL 11318

	 
	Title: 
	Impact of caregiver brain injury on their children

	 
	Principal Investigator: 
	Audrey McKinlay

	 
	Sponsor: 
	

	 
	Clock Start Date: 
	14 October 2021


Audrey McKinlay and Lihini Mendis 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

72. This online study aims to identify the support needs, challenges and mental health impacts experienced by young people with a caregiver who has a brain injury.
Summary of resolved ethical issues 

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

73. The Committee queried why the injured parent is not giving their consent or consent for their participation. The researcher explained that the information being asked is about the child’s behaviour and not the injured parent and so consent can be obtained from the uninjured parent for the child’s participation. The researcher further clarified that the injured parent is only being notified that the study is being undertaken and given an opportunity to ask questionnaires.

74. The Committee noted the researcher’s clarification that they are no longer planning to undertake interviews due to Covid-19 restrictions. 

Summary of outstanding ethical issues

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

75. The Committee advised that the letter to the parent with the brain injury is confusing as it is unclear which parent it is directed at. Please review the letter and ensure it is clearly addressing the injured parent. Please also reconsider the term ‘your partner’ in the following statement, ‘We are also collecting information about the impact on young people from your partner’ as it may be a caregiver that is not their partner. Further, please clarify what the following statement means, "...their contact details were located through the Laura Fergusson Trust data base”.  
76. The Committee noted that the participants are asked to give their best guess on all questions but there may be questions that the respondents do not know the answer to and should be allowed to skip these questions. Please ensure that the caregiver and child answering the questionnaires are made aware that they can choose not to answer questions, in the participant information sheet and consent form (PIS/CF) and assent form. 

77. The Committee noted that the researcher’s safety plan directs participants to third party contact details in the event that a participant becomes distressed (e.g. Youthline) and were concerned that this is not adequate safety oversight to mitigate potential risks for young children who may not have the wherewithal to know when to reach out for help. The researcher responded that they would notify the participants’ psychologist or mental health care team of their involvement so that they can check in with them during the study. Please update the PIS/CFs and safety plan accordingly. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 11.25).
78. The Committee noted that the parent PIS/CFs do not fully inform the parent on the breadth of the questions their child will be asked. For example, the questionnaires are looking for possible indicators for ADHD and oppositional defiant disorder in the children. The Committee advised that the researchers have a responsibility to inform the consenting (uninjured) caregiver/parent of the types of questions that will be asked. Please explain this in the consenting parent’s PIS/CF. 

The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF) in addition to those mentioned above: 
ADULT PIS/CF
79. Please clarify who the uninjured adult can be as the submission indicates that this can be any caregiver and yet the PIS/CF indicates that it is the partner of the injured parent. Please use consistent terminology throughout the document (e.g. caregiver) and explain who this can be at the beginning of the document.

80. Please add the ACC compensation statement from the PIS/CF template available on the HDEC’s website.
81. Please check the form against the HDEC’s PIS/CF template to ensure all information is included and use the headings that are in the template to makes it easier to follow.

82. Please add a footer with the title, version number, date of last changes and page numbers.
83. If future research is optional, please correct page 4 to state that future research is optional and provide a yes/no tick box next to the consent form item. 
84. Please provide more detail about the data storage in the 'What happens to my information section' (e.g. location, and how their information will be protected, etc). 
85. Please add the following statement to the PIS/CFs, ‘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).
CHILD PIS/CF / ASSENT FORM
86. Please provide separate assent forms for 8–12-year-olds and 13–15-year-olds to ensure they are age appropriate. 

87. Please simplify the 8–12-year-old assent form to incorporate visual elements. For example, adding a picture of a telephone to help younger participants understand they can call someone for help.

88. Please do not refer to the assent forms as letters, they are information sheets. 

89. The statement “the words ‘parent’ and ‘caregiver’ will be used interchangeably in this document" is not explained properly and will confuse younger children. Again, the statement "We would like to ask you and your uninjured parent about how you have been feeling” will also be confusing as it may not be a parent that is the uninjured caregiver.  Please choose one term for the uninjured adult and one term for the injured parent and define who these terms refer to (e.g. ‘your caregiver could be your parent or someone else from your family/whānau’, etc). 

90. Please remove reference to being ‘happy’ on the consent and assent forms and replace with ‘I agree’. 
91. The assent forms states that the child may give answers that are important, serious, and worrying. This may be too opaque for a child, please be more specific about what you mean by this. 

92. Please remove reference to ages in the ‘who can I talk to for more information’ section as a child who feels competent to call you should be permitted to. E.g. ‘You can phone us directly with your questions or you can talk to your caregiver who can get in touch with us’.
93. Please correct the following statement, "If you are below 16 years old, your caregiver will need to help you for steps 2-4 and provide consent for you to participate." Only a legal guardian can consent for a child under 16.

94. Please remove ‘parent’ from the following statement, "All your answers will be coded. This means that we won’t be able to trace your answers back to you. The only exception to this is if we find a worrying answer, and we will need to contact your parent” and replace with your psychologist, Mental Health team or similar.

95. Please remove reference to the caregiver for over 16s on the consent form as they are adults and do not legally need a caregiver. I.e. ‘I am happy for my caregiver to be contacted in the case of a very concerning result’ and ‘If I wish to receive a summary of the results from the study, I understand that my caregiver can email the lead researcher, Dr Audrey McKinlay’.
Decision 

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

96. Please address all outstanding ethical issues, providing the information requested by the Committee.

97. 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).
98. 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 online by the full Committee.

	5  
	Ethics ref:  
	2021 FULL 10994

	 
	Title: 
	Glory Days study

	 
	Principal Investigator: 
	Dr Kay Shannon

	 
	Sponsor: 
	

	 
	Clock Start Date: 
	14 October 2021


No investigator 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

99. This study aims to explore the experiences of participants in a sports-based reminiscence group. The study results will contribute a New Zealand perspective to the literature about sporting reminiscence for older men with dementia. The results of the study will inform practice in community and institutional settings for older people and will contribute to the discourse about the outcomes of interventions highlighting life experiences that matter to people with dementia.
Summary of outstanding ethical issues

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

100. The Committee stated that the protocol submitted is inadequate and missing key information. For example, the purpose and objectives of the research, the risks, privacy and use of information, the rationale for study design, the recruitment process, how many participants will be involved, how competence to consent will be determined, how consent to family member being involved will be determined, and consent from participant to access their personal information held within the facilitator’s journal, etc. The Committee noted that the submission form included more detail around the study’s scientific basis, but this is not reflected in the study documentation. 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 – 9.8).
101. The Committee noted that the protocol indicates that participants with cognitive impairment and unable to provide informed consent independently, will be supported by their family member to provide consent to participate in the study. However, it is not clear how this approach will work. The Committee requested the protocol steps through the process for supported consent including how capacity to consent will be assessed and state that if consent cannot be given through supported decision-making, the person will be excluded from the study. 

102. In addition to the above point, the Committee stated that the person being supported should be provided with information at the appropriate level of their understanding. However the supported decision-making participant information sheet and consent form (PIS/CF) is essentially no different to the group member PIS/CF apart from some rudimentary graphics. The Committee recommended the supported decision-making PIS/CF is further simplified and tailored to assist understanding for those with diminished capacity. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 6.6, 6.8).  
103. The Committee stated that researchers are ethically and legally obligated to report abuse that is disclosed by a participant irrespective of their wishes. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 11.41 – 11.42).  Please update the study documentation accordingly.
104. The Committee stated that the data management plan provided is inadequate and requested more detail on how the safety and integrity of participant data will be managed for the lifecycle of the study that complies with National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.15a. Please use the Data Management Plan template available on the HDEC website address this, ensuring the template is modified to appropriately reflect the data management requirements of this study.
105. The Committee requested the questionnaires (or samples questions) for the different interviews are submitted to HDEC for review and provide more detail about the structure of the interviews; if the interviews be recorded and transcribed and if participants will be given an opportunity to review and correct their information.

106. Further, the Committee queried if an hour long Zoom interview would be too taxing for someone with dementia. 
107. The Committee noted that the submission form refers specifically to males, “The study results will contribute a New Zealand perspective to the literature about sporting reminiscence for older men with dementia”, however there is no indication that any gender being specifically excluded. Please clarify this and do one of the following:

a. if no gender is excluded, please keep the language in the documentation gender neutral; or

b. if specifically targeted at males, please provide HDECs with the justification. 

108. The Committee queried if the researchers have an alternative process to continue the study if it is impacted by Covid-19 restrictions.
109. The Committee noted that the submission form says that participants who have been interviewed will be offered a copy of the transcript of their interview and the opportunity to correct any errors or misconceptions. Please explain this in the PIS/CF and include an explanation of how this will be done for persons needing supported decision-making. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.15a).
The Committee requested the following changes to the Participant Information Sheet and Consent Form (PIS/CF) in addition to those mentioned above (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17): 
110. Please review the 'What happens to my information section' of HDEC’s PIS/CF template and incorporate relevant components into the PIS/CFs. This section should align to the information in your data management plan. Please ensure issues such as the risk of data / confidentiality breach, how data will be kept secure, how data will be handled in the interviews (e.g. recorded, etc). 

GROUP MEMBER PIS/CF

111. Please include high level information about the types of questions that will be asked in the interview. 

112. Please explain that the participant’s family members may be asked to be involved and will be talking about them within a group setting and therefore confidentiality is limited. Also, that the journal information about them from the facilitator will also be used. 

113. The following statement is confusing, ‘If you don’t want to take part, you don’t have to give a reason, and it won’t affect your participation in the group”. Please clarify.

GROUP MEMBER SUPPORTED DECISION-MAKING PIS/CF

114. Please also address the issues described in the Group Member PIS/CF above. 

115. Please clearly label the document as the supported decision-making PIS/CF in the title, header, and footer.

116. Please remove the tick boxes in the consent form for the mandatory elements of the study.  

FAMILY MEMBER PIS/CF

117. Please ensure the document addresses that the participant has consented to them being asked to be involved as they will be talking about the participant. 

118. Please adequately identify and describe the risks (e.g. distress and the potential for privacy breach from group interviews.) 
119. The PIS/CF says that it will not cost anything to participate in the study under the ‘will any costs be reimbursed’ section. Please acknowledge that it may cost participants in terms of time commitment. 

120. Please explain that as this is a group setting there are limitations on the confidentiality that can be provided with the information. I.e. check the consent form statement, “I understand that my participation in this study is confidential…’ This cannot be guaranteed. 

121. Please include a footer or header specifying the group this PIS/CF and consent applies to. 

122. The consent form for family member says “I understand that taking part in this study is voluntary (my choice) and that I may withdraw from the study at any time without this affecting my participation in the Sporting Memories group” which does not apply to the family member. 

GROUP FACILITATOR PIS/CF

123. Please clearly label the form as mentioned above. 

124. The PIS/Cf asks the facilitator to keep a journal capturing observations of the experiences of Sporting Memories group participants. Please clarify what guidance is provided about what information they should be capturing, level of detail, and if it is identifiable or not. 

125. The form states that it will not cost anything but, again, there is the extra time completing the journal. Please clarify if they are being paid for this extra time beyond what they receive for facilitating the group.
Decision 

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

	6  
	Ethics ref:  
	2021 FULL 11004

	 
	Title: 
	ASLAN004-003L Study of Efficacy and Safety of ASLAN004 in Adult Patients with Moderate-to-Severe Atropic Dermatitis

	 
	Principal Investigator: 
	Dr Marius Rademaker

	 
	Sponsor: 
	ASLAN Pharmaceuticals Pte.Ltd

	 
	Clock Start Date: 
	14 October 2021


Dr Marius Rademaker and Reenu Arora 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

126. This is a Phase 2b, multicenter, randomized, double-blind, placebo-controlled, parallel, dose-ranging clinical study designed to evaluate the efficacy and safety of ASLAN004 in adult  patients with moderate-to-severe Atropic Dermatitis (AD) who are candidates for systemic therapy.
Summary of outstanding ethical issues

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

127. The Committee noted that no questionnaires were uploaded for HDEC review. Please upload these. 

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

Main PIS/CF
128. " In the event that [Site name] is required to disclose that information, it may be used against you in legal proceedings or otherwise." - is this only if they are legally required to disclose information such as previous drug use. Please provide context for this statement or alter appropriately. 

129. Physical exam - breast (if applicable) and external genitalia (if required) are noted. If these are not required, please remove.  

130. "If required by state law, the study doctor or study staff may need to report positive tests to the local health department.” Please modify to make clearer which are notifiable diseases and who they will be reported to (medical officer of health). Also please remove reference to state law to fit the New Zealand context. 

131. "You will be responsible for the cost of any tests or treatments that are considered standard care in the usual way (health insurance, and your personal contribution depending on your circumstances). All study-related tests and treatments will be provided at no cost to you. You should ask the study doctor to explain any payments for which you may be responsible."  Please clarify what this is referring to and modify for New Zealand. 
132. "When the study ends, you will be under the care of your primary doctor ..." Please clarify what primary doctor means i.e., General Practitioner (GP).
133. The consent form clause for contacting the GP is optional, but in the main body it does not appear to be optional. Please amend and align these statements for consistency. 
Decision 

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

134. Please address all outstanding ethical issues, providing the information requested by the Committee.

135. 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.
	7  
	Ethics ref:  
	2021 FULL 11170 

	 
	Title: 
	Umbilical catheterisation assistive device

	 
	Principal Investigator: 
	Dr Matthew Wallenstein

	 
	Sponsor: 
	

	 
	Clock Start Date: 
	14 October 2021


Dr Matthew Wallenstein 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

136. This research is an ex vivo proof of concept of an assistive device that provides traction to the umbilical cord so it is taut or tensioned, and dilation of the umbilical artery to aid insertion. This solution addresses both specific problems faced when inserting an umbilical arterial catheter and has the potential to significantly improve ability to deliver lifesaving care to neonates. The device will be tested on a section of post-partum umbilical cord samples to evaluate device usability and efficacy compared to current insertion techniques. Successful proof of concept offers the opportunity for doctors to perform UAC in a consistent and timely manner, which could potential save lives.
Summary of resolved ethical issues 

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

137. The Committee stated that Kaupapa Māori mythology was ticked in the application form but noted this is not the case. The Committee further noted that the donation of the umbilical cord would be a cultural issue. 
Summary of outstanding ethical issues

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

138. The Committee asked about recruitment. After discussion, it was clarified that the researcher will approach the primary care provider for the birth (i.e., Midwife) to see if the potential donor would be interested in the umbilical cord being used for this project, and the first approach should be by the Midwife etc. about the study.
139. The Committee raised the following about the Data and Tissue Management Plan (DTMP):
a. Structure of the study states not applicable, which is not appropriate. You should state what are you doing, how many cords you will collect, what will be done with them. 
b. 8 refers to 7.4 and 7.5 which are missing.
c. 8.5 mentions unspecified research, but 11.3.1 states there will be none. Please amend. 
d. 10. Destruction of tissue has not been filled in appropriately. 
140. The Committee queried when is the donation made. The researcher clarified that this would be immediate. Please amend documentation for consistency as some parts state participants have a few days to change their mind, and clarify circumstances where this may occur. 
141. The Committee recommended keeping the participant’s data in the study anonymous and avoiding collecting information to send a summary of results. After discussion, it was agreed that the researcher could offer their contact information, provided a timeframe for when results should be expected is made available to participants. The Committee stated this should be explained the participant information sheet. 

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

142. ACC statement is not required.
143. Be consistent in term’s used to describe the child and pick one (i.e., newborn). 
144. Consent form is written as if it is for the child, but the cord is nothing to do with the child as it belongs to the mother. 
145. The Committee noted the following clauses from the CF can be removed:

a. "I understand that my child taking part in this study is voluntary (my choice) and that I may withdraw from the study at any time without this affecting my medical care or that of my child." 
b. "I consent to the research staff collecting and processing information about my child, including information about his/her health."  

c. "I consent to my GP or current provider being informed about my child’s participation in the study and of any significant abnormal results obtained during the study." 

d. "I understand the compensation provisions in case of injury during the study." 

e. "I understand my responsibilities as a caregiver of a study participant." 

f. "I wish to receive a summary of the results from the study.”

146. The Committee requested the removal of the ‘yes / no’ tick boxes from the consent form unless it is for a clause that is truly optional (i.e. the participant can answer ‘NO’ and still participate in the study).
147. The Committee requested the inclusion of a cultural tissue statement to the PIS. 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.”
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 feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).
	8  
	Ethics ref:  
	2021 FULL 11037 

	 
	Title: 
	Phase 3 open-label, multicenter, extension study to evaluate the long-term safety and efficacy of pegcetacoplan in subjects with geographic atrophy secondary to age-related macular degeneration-(GALE)

	 
	Principal Investigator: 
	Dr Stephen Guest

	 
	Sponsor: 
	Apellis Pharmaceuticals, Inc.

	 
	Clock Start Date: 
	14 October 2021


Dr Stephen Guest and Reenu Arora 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

148. This is a Phase 3, multicenter, 36-month, open-label extension study to assess the safety and efficacy of long-term IVT injections of pegcetacoplan in subjects with geographic atrophy (GA) secondary to age related macular degeneration (AMD). The study will enrol approximately 1200 subjects across approximately 250 multinational sites that previously participated in a study evaluating pegcetacoplan for GA.
Summary of resolved ethical issues 

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

149. The Committee queried the difference between this extension study and the previous study. The researcher stated there is less regular testing, less imaging, but the treatment protocol is the same. The participant in the previous study is entering this extension study. 
150. The Committee was assured that due to the small number of participants, they will be walked through the participant information sheet and questionnaires.
Summary of outstanding ethical issues

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

151. The Committee noted that a table/grid of activities may help to outline what visits that participation involves.
152. Please state clearly that withdrawal does not need to be in writing. 
153. On page 14, please change “subjects” to “you” or “participants”.
154. Contacting the GP is mentioned in the CF but not in the main body of the PIS. Please explain this first.  
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 feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).
	9  
	Ethics ref:  
	2021 FULL 11070 

	 
	Title: 
	IMG-7289-CTP-202_Bomedemstat Extension Study

	 
	Principal Investigator: 
	Dr James Liang

	 
	Sponsor: 
	Imago BioSciences, Inc.

	 
	Clock Start Date: 
	14 October 2021


Dr James Liang 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

155. This is a multi-center, open-label extension study to assess the long-term safety and efficacy of bomedemstat administered orally once daily in patients with an MPN who participated in a prior bomedemstat study such as, but not limited to, IMG-7289-CTP-102 and IMG-7289-CTP-201. 
Summary of resolved ethical issues 

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

156. The Committee queried the difference between this extension study and the previous study. The researcher stated that this is an extension of a previous study for those who had benefit from the previous study. All the procedures remain the same and the participants will be familiar with the study.
157. The Committee noted the response to E8 of the application form and stated that Administrative reasons and reasons unrelated to the study are not permissible in New Zealand if these are related to commercial reasons, unless it is clarified why the study could be stopped for these reasons.
Summary of outstanding ethical issues

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

158. The Committee requested the removal of the ‘yes / no’ tick boxes from the consent form unless it is for a clause that is truly optional (i.e. the participant can answer ‘NO’ and still participate in the study). 
159. Pg 2 of the PIS states “This study is expected to last until bomedemstat has been approved for use in New Zealand and can be bought in the pharmacy (if it is proven to be safe and effective) or until the Sponsor decides to stop the study.” The Committee noted that the Sponsor cannot stop the study for any reason in New Zealand. Please clarify these reasons (noting point 3), or remove this part of the sentence.
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 feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).
	10  
	Ethics ref:  
	2021 FULL 11018 

	 
	Title: 
	The effect of a positive pressure treadmill training in adolescents with cerebral palsy

	 
	Principal Investigator: 
	Dr Pablo Ortega-Auriol

	 
	Sponsor: 
	

	 
	Clock Start Date: 
	14 October 2021




Dr Pablo Ortega-Auriol 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

160. The study will recruit young people aged 8-18 in two groups, those with cerebral palsy and those without cerebral palsy to determine the difference between the two gait training protocols on a positive pressure treadmill and determine the functional outcomes. 
Summary of resolved ethical issues 

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

161. The peer reviewer raised a number of concerns such as recommending clearer information with less jargon, potential risks, adverse events, length of time data should be retained. The researcher confirmed these changes were incorporated with the study documentation.  
162. The Committee asked the researcher to consider seeking guidance from someone in the University who has applied to HDEC with a similar application before. 
Summary of outstanding ethical issues

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

163. The Committee noted the application form answer that indicates using Kaupapa Māori methodology and asked how that works with the current study. After discussion, it was clarified that this study is not using this methodology. The Committee further noted that whakama was not explored as part of this application. Further, Māori consultation does not cover Pasifika consultation. 
164. The Committee noted that the age range of participation means the title is better to state “young people” and not adolescents to avoid infantilizing the older participants with cerebral palsy. 
165. Those aged 16-18 are able to provide their own consent (not assent) unless they are not deemed competent and should get the adult information. Please amend study documentation and processes to navigate the various consent processes required according to Right 7(4) of the Code of Health and Disability Services Consumers’ Rights. Under 16s can be competent, but provide their assent with parent/guardian providing proxy consent. The Committee noted that someone with diminished competency could be given a lower age-appropriate assent form, and to label them as complexity level rather than age-range (National Ethical Standards for Health and Disability Research and Quality Improvement, para 6.8, 6.20,6.22-6.30).
166. If someone turns 16 during the research, they must reconsent for themselves. This means a reconsent at 16 form is required. This can be the same information an adult (16 or over) is given but rephrased to outline that this person is wanting to continue their participation (National Ethical Standards for Health and Disability Research and Quality Improvement, para 6.20).
167. A separate participant information sheet is required for healthy volunteers and explaining their role, why they were selected, and their involvement and what their data will be used for. 
168. Peer reviewer discussed “chosen dosage” but the participants are not taking medication for the study. The researcher clarified that this is referring to the activity. Please rephrase any references to dosage in study documentation as it can be confused for medication.
169. The Committee queried the line in the information sheet “You and your child are invited” and asked if the parent/guardian is a participant. The researcher clarified that no data is being collected from the parent/guardian. Please amend to “your child” as they are not participants. The Committee also noted to remove the mention of the consent form “if you deem it appropriate” for the child to consent for themselves, as the child has the right to assent for themselves and be informed.  
170. Please ensure all documentation is consistent and clear with what each session involves and for how long.
171. Please ensure that compensation is broader and not just petrol vouchers for the parent/guardian as some may not be relying on solely on a guardian to drive them. Please ensure their travel costs is compensated in whatever form it may be. 
172. The Committee stated that data must be stored for 10 years following the participant turning 16 (National Ethical Standards for Health and Disability Research and Quality Improvement, para 6.28 & 12.13).
173. The Committee stated that evidence of consultation was not detailed, and should be provided for the resubmission. 
174. The Committee noted the following about the advertisement (National Ethical Standards for Health and Disability Research and Quality Improvement, para 11.11 &11.12):
a. Please rephrase “can you help us” as this could be coercive.  
b. Please amend “kids” to “young people” 
c. Purpose of the research referring to walking on Mars is misleading, please amend. 
d. Refers to pictures on next page but there are none. 

The Committee requested the following changes to the Participant Information Sheet and Consent Forms (PIS/CF) (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17): 

175. Please include page numbers in the footers.
176. Please review all and amend for lay-language and simplify where possible.
177. Please review all for grammar, typos and phrasing. 

178. The Committee strongly recommended use of the HDEC templates for guidance on structure and information required. These can be used and then relevant information put into the template and adapted for the study’s use. 
179. Please rephrase “typically developing” to “people without cerebral palsy” to avoid stigmatization. 
180. Please ensure it is clear in the sheets that it is up to the young person to also decide if they are comfortable with the electrodes or other study procedures, not just the parent/guardian alone. 

181. Risks and benefits should state fatigue/tiredness, sore feet as potential risks. Please also indicate that the person is able to stop at any time and recognise the challenge of the sessions for them. 
182. In the assent forms, indicate for the young person that they should report adverse events to the study doctor or their parent/guardian.

183. Please include a cultural statement, such as whakama, and the touching of parts of the body for some elements of participation.

184. ACC statement is required (an example can be found in the HDEC templates).

185. CF has statement that indicates participant withdrawal of data, but this is not first explained in the main body of the PIS. 

186. Future research indicated in the CF but this is not explained in the main body of the main PIS. Future research should have its own PIS and CF. 

187. Please explain to all participants where the sensors will be put, if any hair needs to be removed, and whether a chaperone will be available/present. 

188. “At your visit to the doctor, you will go back to…” is an odd statement. Please rephrase for clarity.

189. Please ensure the older participants have Māori support contact.
190. Future research indicates they give permission for blood samples to be used, but blood is not being taken as part of the research. 

191. Assent and main PIS state differences in visit frequency. Please ensure study visits are outlined with the correct times and are consistent across all information sheets if they are meant to have the same number of visits. 
Decision 

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

	11  
	Ethics ref:  
	2021 FULL 11370

	 
	Title: 
	WP42873: A Study that Compares a Single Injection of Pertuzumab and Trastuzumab Under the Skin Given Either by a Needle and Syringe or by an Injection Device, in Healthy Male Volunteers

	 
	Principal Investigator: 
	Dr Chris Wynne

	 
	Sponsor: 
	F. Hoffmann-La Roche Ltd

	 
	Clock Start Date: 
	14 October 2021


No one 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

192. This study will evaluate the pharmacokinetics and safety of the fixed-dose combination of pertuzumab and trastuzumab for subcutaneous administration (PH FDC SC) given by the on-body delivery system (OBDS) compared to hypodermic needle and syringe in healthy male participants. 
Summary of outstanding ethical issues

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

193. On page 5, please remove that all research in New Zealand is subject to ethical review. 
194. Under What would your participation involve, "The day you have your dose of PH FDC SC is called Day 1 and all other days are counted back or forward from this. " It would be clearer if it was stated that for the whole study they only get 1 dose on day 1. Otherwise, they have to look through the table to try to figure out how many doses there are. It's a bit unclear as there are so many visits, but only 1 is a dosing visit. It does say its single dose under the study design after mentioning the number of visits, but it would still be clearer under both headings. 

195. The Committee noted if there could be an image in the PIS of the delivery system (preferably on someone so that the size is clear). There is a diagram in the Protocol, but it’s not all that clear.
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 feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).
General business

1. The Chair reminded the Committee of the date and time of its next scheduled meeting:
	Meeting date:
	23 November 2021

	Zoom details:
	To be determined



The following members tendered apologies for this meeting.

· Dr Patries Herst
2. Review of Last Minutes

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

3. Matters Arising

4. Other business

5. Other business for information

6. Any other business

The meeting closed at 4.45pm
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