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	                  Minutes






	Committee:
	Northern B HDEC

	Meeting date:
	7th June 2022

	Zoom details:
	https://mohnz.zoom.us/j/96507589841



	Time
	Review Reference
	Project Title
	Coordinating Investigator
	Lead Reviewers

	11:30am-12:00pm
	2022 EXP 12655

	The Effects of Brain Tumour on Cognition
	Dr Carolyn Wilshire
	Ms Catherine Garvey & Mr Barry Taylor

	12:00pm-12:30pm
	2022 FULL 12723
	2022 Northern Region Hepatitis C Seroprevalence Survey
	Dr Geoff Noller
	Mr Jonathan Darby & Assoc Professor Mira Harrison-Woolrych

	12:30pm-1:00pm
	2022 FULL 12611
	MK-3475-C93: Phase 3 study of pembrolizumab versus chemotherapy in dMMR advanced or recurrent endometrial cancer


	Dr Michelle Wilson
	Ms Catherine Garvey & Dr Patries Herst

	1:00pm- 2:00pm
	
	Break (1 hour)
	
	

	2:00pm-2:30pm
	2022 FULL 12798
	DYNE101-DM1-201: A study looking at multiple doses of DYNE-101 in patients with Myotonic Dystrophy Type 1

	Ms Julia O'Sullivan
	Mr Jonathan Darby & Assoc Professor Mira Harrison-Woolrych

	2:30pm-3:00pm
	2022 FULL 12484
	A Phase 2 Allopurinol-Controlled Study to evaluate the effect of AR882 alone or with Allopurinol in Tophaceous Gout Patients

	Dr Anne Horne
	Ms Catherine Garvey & Dr Patries Herst

	3:00pm-3:30pm
	2022 FULL 12835
	Version 2_The FIrst Responder Shock Trial (FIRST)
	Associate Professor Bridget Dicker
	Ms Kate O’Connor & Mr Barry Taylor

	3:30pm- 3:50pm
	
	Break (20 minutes)
	
	

	3:50pm-4:20pm
	2022 FULL 12642
	 Triumeq in Amyotrophic Lateral Sclerosis (LIGHTHOUSE II)
	Dr Alan Stanley
	Mr Jonathan Darby & Mr Barry Taylor

	4:20pm-4:50pm
	2022 FULL 12856
	Comparison of two melatonin formulations under fasting conditions
	Mrs Linda Folland
	Ms Kate O’Connor & Dr Devonie Waaka

	4:50pm-5:20pm
	2022 FULL 12859
	Comparison of two melatonin formulations under fed conditions
	Mrs Linda Folland
	Ms Kate O’Connor & Dr Devonie Waaka

	5:20pm-5:50pm
	2022 FULL 12860
	Comparison of two melatonin tablets taken for 5 consecutive days each
	Mrs Linda Folland
	Ms Kate O’Connor & Dr Devonie Waaka




	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

	Ms Kate O’Connor 
	Lay (Ethical and Moral Reasoning)
	13 August 2021
	16 August 2024
	Present

	Ms Catherine Garvey 
	Lay (The Law)
	19 March 2019
	19 March 2022
	Present 

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

	Dr Devonie Waaka 
	Non-lay (intervention studies)
	18 July 2016
	 18 July 2022
	Present

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

	Associate Prof Mira Harrison-Woolrych
	Lay (Consumer/Community Perspective)
	28 June 2021
	28 June 2024
	Present

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

	Ms Alice McCarthy
	Lay (The Law)
	18 December 2021
	18 December 2024
	Apologies

	Mr Jonathan Darby
	Lay (the Law/Ethical and Moral reasoning)
	13/08/2021
	13/08/2024
	Present



Welcome
 
The Chair opened the meeting at 11:00am and welcomed Committee members, noting that apologies had been received from Ms Alice McCarthy and Mrs Leesa Russell.

The Chair noted that it would be necessary to co-opt members of other HDECs in accordance with the Standard Operating Procedures. Dr Patries Herst, Ms Catherine Garvey, Mr Jonathan Darby, Associate Prof Mira Harrison-Woolrych and Dr Devonie Waaka confirmed their eligibility and were co-opted by the Chair as members of the Committee for the duration of the meeting.

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 3rd May 2022 were confirmed.








New applications 

	1  
	Ethics ref:  
	2022 EXP 12655

	 
	Title: 
	The Effects of Brain Tumour on Cognition

	 
	Principal Investigator: 
	Dr Carolyn Wilshire

	 
	Sponsor: 
	

	 
	Clock Start Date: 
	26th May 2022 



Dr Carolyn Wilshire was present via videoconference for discussion of this application.

Potential conflicts of interest

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

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


Summary of resolved ethical issues 

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

The Committee clarified that the mention of “Native English speaker” could be removed from the study inclusions or replaced with conversational competence in English. 
1. The Committee queried the use of the tests that would be administered and how they would be outside of standard of care for these patients. 

Summary of outstanding ethical issues

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

The Committee requested a formal independent peer review be provided as the chain of emails that has been submitted is not sufficient. Please refer to the HDEC scientific peer review template for further submission. 
The Committee queried the data requirements of the number of participants and the range that was included in the application and in the protocol. The researcher clarified that the variation in this range was due to a large flux in referral rates of individuals with tumours.  
The Committee noted that the case-matched controls were not detailed in the application as this was still underway through another study. 

The Committee requested the following changes to the Protocol:

Please specify what the study is looking into and what the researchers are looking to achieve and find. This should include the objectives and assessments relating to outcomes relating to the mode of surgery (conventional or endoscopic).
Please ensure that any further goals as to the follow up testing phase are detailed. 
Please review the protocol and refer to Chapter 9 of the National ethical standards as to the details required in this document. 
Please specify how potential upset and frustration may be managed in participants unable to complete a task. This should include referral pathways in the event that participants may not be able to refer themselves or in moments of immediate concern for the participants safety.

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

Please make it clear that the participants “pretend name” will be recorded as per the data management plan.
Please ensure there is consistency as to the projected number of participants. Elsewhere the participants are numbered 50-70. If this is the case, please remove mention of up to 100 participants or clarify why these numbers vary. 
Please specify that participants will be tested prior to their tumour surgery and later such as the 3-month mark as listed elsewhere. There needs to be clarity as to the timing of procedures so that the participants can make informed decisions. 
Please specify how potential upset and frustration may be managed in participants unable to complete a task. This should include a specific pathway for handling distress.
Please specify what medical records will be required of participants. 
Please ensure that any further goals as to the follow up testing phase are detailed. 
Please clarify that the home visit will not require a participant to have a device or computer.  
Please include a statement as to the informing of General Practitioners (GP) which could be optional.

Decision 

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

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

After receipt of the information requested by the Committee, a final decision on the application will be made by Ms Catherine Garvey and Mr Barry Taylor.



	2  
	Ethics ref:  
	2022 FULL 12723

	 
	Title: 
	2022 Northern Region Hepatitis C Seroprevalence Survey

	 
	Principal Investigator: 
	Dr Geoff Noller

	 
	Sponsor: 
	Northern Regional Alliance

	 
	Clock Start Date: 
	26th May 2022 



Dr Geoff Noller and Professor Edward Gane were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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


Summary of resolved ethical issues 

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

1. The Committee clarified that as the test for Hepatitis C was diagnostic there should be a definitive plan as to reporting results whilst respecting the wishes of participants to remain anonymous.  The Committee suggest using a participant card with pin numbers that correspond with the survey and blood spot and they receive their results from the pharmacist at their next visit. The researchers replied that this might not work for all participants and will undertake further consultation with peer workers to devise an appropriate mechanism to return results and guide participants into treatment.
1. The Committee expects that all participants should be informed by default of their results and that the system be opt-out rather than opt-in, given how Hepatitis C is very treatable and that treatment prevents liver cirrhosis and liver cancer.
1. The Committee discussed the provision of injecting equipment as koha and found it to be appropriate to the participants. The Researchers offered to provide a choice between a food voucher and the injecting equipment.

Summary of outstanding ethical issues

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

The Committee queried what level English speaking may be acceptable for participation. The Committee suggests amending the exclusion to ensure that people who may have limited conversational capacity for English are not excluded unnecessarily. 
The Committee requested that the exclusion of people with mental health illnesses be amended to specify who and under what circumstances specifically may be required to be excluded in order to maintain the safety of participants. 
The Committee queried the researchers’ intent to collect information from participants who do not agree to be in the study as to why they do not wish to participate. It is not permissible to collect data from those who do not agree to be in a research study, so please remove this from the protocol.
The Committee requested that the researchers reconsider the study design and conduct so that results will be made available to participants. 

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

Please include information for participants concerning the nature and treatment of Hepatitis C; how accessible these treatments can be and how treatment prevents more serious conditions, in order for participants to be able to make more informed decisions about their involvement in this screening. 
Please include a statement concerning the ability to elect or request someone to help participants fill out the survey. 
Please ensure that all statements regarding karakia are correct and consistent.
Please review and simplify for readability. 
Please remove the header “Substance use and policy analyst” and include a lay friendly title on Page 1. 
Please consider using diagrams where possible and reviewing the lay out so that the information sheet is more accessible and readable. 

Decision 


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

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

After receipt of the information requested by the Committee, a final decision on the application will be made by Associate Professor Mira Harrison-Woolrych and Mr Jonathan Darby.



	3  
	Ethics ref:  
	2022 FULL 12611

	 
	Title: 
	MK-3475-C93: Phase 3 study of pembrolizumab versus chemotherapy in dMMR advanced or recurrent endometrial cancer

	 
	Principal Investigator: 
	Dr Michelle Wilson

	 
	Sponsor: 
	Merck Sharpe & Dohme (MSD)

	 
	Clock Start Date: 
	26th May 2022 



Dr Michelle Wilson was present via videoconference for discussion of this application.

Potential conflicts of interest

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

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


Summary of resolved ethical issues 

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

1. The Committee clarified the equipoise of the study as there would be a direct comparison between chemotherapy and the pembrolizumab which would ordinarily not be funded.
1. The Committee clarified the SCOTT approval of the drugs that would be used in the study.
7. The Committee clarified the choice of chemotherapy drugs and the reasons that these may be used.

Summary of outstanding ethical issues

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

The Committee requested that support external to the research be made available to participants and that this be made clear in all patient-facing information. 
The Committee requested that the provisions for the storage of tissue be made clear across all documentation. 

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

Please include a statement outlining that support (a support person or an interpreter) available to participants be at the beginning of the PIS. 
Please clarify the statement upon return of results from the mandatory genetic testing and the potential issues or implications related to this for the participants and their whānau. 
Please ensure that the e-diary and data collection regarding the delivery of this etc. is outlined and made obvious to participants if the company delivering this or providing this tool is collecting data this needs to be made clear to the participants. 
Please amend the statement in the consent form to the effect that participants may be withdrawn without consent for any reason to make it clear that the trial cannot be cancelled solely for commercial reasons.
Please include a clear Figure (such as Figure 1 in the protocol) of the overall study design, including the crossover option and secondary treatment option.
Please include a list as an appendix for side effects for all the study drugs including all the potential drugs. 
Please specify that the archive data will remain with the researchers in New Zealand.

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

Please remove the paragraph about what could go wrong. Given this will only include left-over samples there is no risk associated. 

The Committee requested the following changes to the Data Management Plan (DMP):

Please specify where the tissue may be stored an include specifics as to where this will be. 


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).




	4  
	Ethics ref:  
	2022 FULL 12798

	 
	Title: 
	DYNE101-DM1-201: A study looking at multiple doses of DYNE-101 in patients with Myotonic Dystrophy Type 1

	 
	Principal Investigator: 
	Ms Julia O'Sullivan

	 
	Sponsor: 
	Dyne Therapeutics & PPD

	 
	Clock Start Date: 
	26th May 2022 



Dr Julia O’Sullivan, Dr Miriam Rodrigues, Ms Courtney Rowse and Dr Paul Hamilton 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 outstanding ethical issues

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

1. The Committee requested that there be consideration for reimbursement for the 24-hour stay at the research facility. 
The Committee requested that the exclusion criteria be more specific around exactly which medical conditions may be restrictive.  The committee suggested this should be discussed at the time of consenting, rather than putting an exhaustive list in the PIS. Wording along the lines of “There may be certain serious health conditions that may make it unsafe for you to participate. The research team will discuss this with you at the time of screening.” 

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

Please ensure that all acronyms are fully explained the first time they appear.
Please review for readability.

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).



	5  
	Ethics ref:  
	2022 FULL 12484

	 
	Title: 
	A Phase 2 Allopurinol-Controlled Study to evaluate the effect of AR882 alone or with Allopurinol in Tophaceous Gout Patients

	 
	Principal Investigator: 
	Dr Anne Horne

	 
	Sponsor: 
	Arthrosi Therapeutics Inc & Novotech (New Zealand) Limited

	 
	Clock Start Date: 
	26th May 2022 



Dr Anne Horne and Jaclyn Verghis 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 outstanding ethical issues

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

1. The Committee asked how quickly the Researchers will read the participant questionnaires, especially as there are mental health questions which may raise mental health concerns. The Researcher clarified that they review the questionnaires immediately after it is filled in and would raise any concerns directly with the Participants’ GP. The Committee requested that the Participant is informed prior to contacting their GP and include a statement in the PIS.
The Committee requested more information regarding the recruitment process (i.e., advertising materials, etc). The Researcher explained that they will primarily try to recruit through their pre-established database. Due to the low recruitment size (i.e., approximately six participants) the Researcher anticipates that they will not need to recruit externally through advertisements or social media campaigns. The Committee requested that if the study does require advertisements to submit these via the amendment pathway for Committee review. 
The Committee noted in section 8.5 of the Data Management Plan (DTMP) refers without qualification to tissue being used for future genetic research and this should be limited to those who provide consent under this optional PIS.

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

Please include more information on where the screening visits will take place, and how long each visit is expected to take. 
Please provide more detail on where overseas samples will be going. 
Please include a statement outlining to the Participant what steps will be taken if they indicate any mental health concerns (i.e., their GP will be informed). 
Please provide the most important privacy considerations are included in the PIS and provide the terms of use and the privacy policy for the e-diaries, as Participants should not have to seek this information themselves. 
Please consider using the PIS template for a Māori cultural statement (available on the HDEC website).
Please consider using the HDEC contraception template (available on the HDEC website). 
Please include a statement informing the Participants their screening test results for HIV, hepatitis and covid-19 will be notifiable to the Medical Officer of Health. 
The Committee noted inconsistencies regarding withdrawal of data (i.e., FDA statement that data cannot be withdrawn if the Participant withdraws from the trial, however it is listed as optional in the CF). Please amend and ensure information is consistent across all documents. 
Please define ‘tophi’ earlier in the PIS, as some Participants may not know what this means. 

The Committee requested the following changes to the Future Unspecified Research Participant Information Sheet (FUR PIS):

10. Please remove the section on insurance and sending the Participants saliva samples overseas, as this section is not relevant. 
The Committee noted mention of access to identifiable medical information ("The study doctor, the sponsor or persons working on behalf of the sponsor, and under certain circumstances, the United States Food and Drug Administration (FDA) and the Institutional Review Board (IRB) will be able to inspect and copy confidential study-related records which identify you by name"). Please remove this as it is previously specified that FUR will only include coded saliva samples. 

Decision 


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

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

After receipt of the information requested by the Committee, a final decision on the application will be made by Dr Patries Herst and Ms Catherine Garvey.



	6  
	Ethics ref:  
	2022 FULL 12835

	 
	Title: 
	Version 2_The FIrst Responder Shock Trial (FIRST)

	 
	Principal Investigator: 
	Associate Professor Bridget Dicker

	 
	Sponsor: 
	

	 
	Clock Start Date: 
	26th May 2022 



Associate Prof Bridget Dicker, Graham Howie and Verity Todd were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of resolved ethical issues 

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

1. The Committee acknowledged that this application is from a previously declined study (2022 FULL 12669). 

Summary of outstanding ethical issues
The Committee requested the following changes to the Participant Information Brochure and Consent Form (PIS/CF): 

The Committee raised the issue of revocation of consent for the continued use of data and requested that the brochure will only go to Participants who are still alive to avoid distressing bereaved family. Please ensure that the mechanism for identifying and contacting (only) those who are presumed to be alive is detailed in the protocol.
Please clarify in the brochure what opt-out means (i.e., Participants can withdraw their data from the study, it is not referring to Participant withdrawal from the study). 
Please remove the Accident Compensation Corporation (ACC) statement as no injuries that may be incurred from the continued use of data will be relevant to ACC. 
Please revise the statement informing the Participant that there is a 50% chance that a participating responder will use the current standard practice of retrieving and using a static community AED (where one is available), and 50% chance that they will use the personally issued small portable AED.
Please include a statement outlining that the GoodSAM device is designed to be portable and carried with the participating responder as much as practical.

Decision 

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

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

After receipt of the information requested by the Committee, a final decision on the application will be made by Ms. Kate O'Connor and Mr Barry Taylor.



	7  
	Ethics ref:  
	2022 FULL 12642

	 
	Title: 
	Triumeq in Amyotrophic Lateral Sclerosis (LIGHTHOUSE II)

	 
	Principal Investigator: 
	Dr Alan Stanley

	 
	Sponsor: 
	King’s College London, Stichting TRICALS Foundation & Macquarie University.

	 
	Clock Start Date: 
	26th May 2022 



Dr Alan Stanley was present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of resolved ethical issues 

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

1. The Researcher clarified that the first phase (LIGHTHOUSE I) did not have any New Zealand-based participants and was a proof of safety study. LIGHTHOUSE II will test for efficacy. 
13. The Committee asked for more information regarding now many patients are on the trial’s registry. The Researcher stated that there are approximately 198 patients, however the trial is seeking approximately 28 participants to be recruited. 
14. The Researcher clarified for the Committee that whilst this is an investigator led trial, the study drug will be provided by the manufacturer who will have no involvement in the study or data analysis. 
The Committee asked for more information on the exclusion criteria and how capacity to consent will be assessed. The Researcher explained that the researchers will not be formally assessing this themselves, however it would be done during the referring clinician’s assessment. The Committee raised concerns that due to the nature of motor neurone disease, which can impact the Participant’s cognition, that these participants would not be unjustly excluded from the study. The Researcher agreed and stated that only potential participants with significant inability to consent would be excluded from the study. 

Summary of outstanding ethical issues


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

Please include more information regarding any tissue samples being sent overseas, as well as information on whether karakia will be available at time of disposal. 
Please remove reference to teaspoons of fluids and replace with millilitres. 
The Committee noted some inconsistencies between information given in the study protocol that need to be added to the PIS, such as: 
· in the event of Participants being unable to travel, that Researchers would go to Participant’s homes. Please ensure this is mentioned in the PIS an any safety protocols are outlined. If applicable, please also include option that where participants cannot easily travel to hospital due to disability the study procedures can be carried out remotely via phone or video conference
· please ensure any mental health risks (depression, anxiety, etc) outlined in the protocol are outlined for Participants. Please include information on how any indication of mental distress will be dealt with (i.e., notifying GP), and some resources given. 
In the Optional FUR PIS, please change the writing to white writing on blue background, as it is currently difficult to read.
Please remove reference to ‘race’ and change to ‘ethnicity’. 
Please consider removing the option to remove data from the study from the CF, however, note that participants can withdraw from the study. 
Please consider using the HDEC template on reproductive risks and contraceptive options.

Decision 

This application was approved with non-standard conditions 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:  
	2022 FULL 12856

	 
	Title: 
	Comparison of two melatonin formulations under fasting conditions

	 
	Principal Investigator: 
	Mrs Linda Folland

	 
	Sponsor: 
	Nova Chem Australasia Pty Ltd & Zenith Technology Corporation Limited

	 
	Clock Start Date: 
	26th May 2022 



Mrs Linda Folland and Dr Noelyn Hung were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of resolved ethical issues 

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

1. The Committee noted that the Researchers are representing three studies presenting at this HDEC meeting (2022 FULL 12856, 2022 FULL 12859, 2022 FULL 12860). Any points raised in the meeting are applicable across all three studies, unless otherwise stated. 
The Committee queried why the protocol outlines that Participants must not lie down for 4 hours following dosing. The Researchers explained that it is to standardise absorption.

Summary of outstanding ethical issues

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

The Committee noted that there is one insurance certificate presented to cover the three studies and asked for more information, as it is usually standard for each individual study to have its own insurance certificate. The Researcher explained that this was a decision made by the study sponsor and have requested that this be changed. The Committee noted that one certificate may suffice if each study runs independently and there are no overlapping timeframes, however if this is not the case to implement separate insurance certificates. 
The Committee raised that the Researchers have sought Standing Committee on Therapeutic Trials (SCOTT) review, however SCOTT do not generally review bioequivalence trials (BE). The Researcher explained that whilst it is under SCOTT review, it is a part of the Medsafe review process. 
· the Committee queried whether this is a scientific review or administrative. The Researcher confirmed it is an administrative review 
· the Committee noted that a scientific peer review is mentioned in the study documents, however this has not been supplied to HDEC. Please provide this for HDEC review as it is a mandatory document. 
The Committee requested that Investigators Brochure (IB) for the investigational product is supplied, as currently the only document provided is for the reference product. The Researchers explained that they would not be receiving an IB but would supply a Certificate of Analysis. The Committee agreed that this is appropriate in place of a IB. 
The Committee noted that the study has a commercial sponsor, and their authorisation must be provided for the study to be approved. Please ensure this is addressed as part of the response to provisional approval. 
Please clearly state in the trial advertising that this is an investigational product that has not yet been approved for use in New Zealand. 


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

Please include more information on Covid-19 safety protocols and outline that all Participants will take a Rapid Antigen Test (RAT) prior to admission. 
Please review the PIS for any repeated information. 
Please clearly state that this is an investigational product. 
Please replace ‘respiratory rates’ with ‘breathing rates.
Please remove the listing of a medical assessment as a benefit of the study.
Please remove the breach of confidentiality section as this is addressed in the Data Management Plan. 
Please amend the statement outlining that there are no fertility risks for male participants. As this is an investigational product, this cannot be certain. 
Please review the information given regarding the doses of melatonin and timelines. Please clarify and outline the washout period.

Decision 

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

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

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



	9 
	Ethics ref:  
	[bookmark: _Hlk105593153]2022 FULL 12859

	 
	Title: 
	Comparison of two melatonin formulations under fed conditions

	 
	Principal Investigator: 
	Mrs Linda Folland

	 
	Sponsor: 
	Nova Chem Australasia Pty Ltd & Zenith Technology Corporation Limited

	 
	Clock Start Date: 
	26th May 2022 



Mrs Linda Folland and Dr Noelyn Hung were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of resolved ethical issues 

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

1. The Committee noted that the Researchers are representing three studies presenting at this HDEC meeting (2022 FULL 12856, 2022 FULL 12859, 2022 FULL 12860). Any points raised in the meeting are applicable across all three studies, unless otherwise stated. 
The Committee queried why the protocol outlines that Participants must not lie down for 4 hours following dosing. The Researchers explained that it is to standardise absorption.

Summary of outstanding ethical issues

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

The Committee noted that there is one insurance certificate presented to cover the three studies and asked for more information, as it is usually standard for each individual study to have its own insurance certificate. The Researcher explained that this was a decision made by the study sponsor and have requested that this be changed. The Committee noted that one certificate may suffice if each study runs independently and there are no overlapping timeframes, however if this is not the case to implement separate insurance certificates. 
The Committee raised that the Researchers have sought Standing Committee on Therapeutic Trials (SCOTT) review, however SCOTT do not generally review bioequivalence trials (BE). The Researcher explained that whilst it is under SCOTT review, it is a part of the Medsafe review process. 
· the Committee queried whether this is a scientific review or administrative. The Researcher confirmed it is an administrative review 
· the Committee noted that a scientific peer review is mentioned in the study documents, however this has not been supplied to HDEC. Please provide this for HDEC review as it is a mandatory document. 
The Committee requested that Investigators Brochure (IB) for the investigational product is supplied, as currently the only document provided is for the reference product. The Researchers explained that they would not be receiving an IB but would supply a certificate of analysis. The Committee agreed that this is appropriate in place of a IB. 
The Committee noted that the study has a commercial sponsor, and their authorisation must be provided for the study to be approved. Please ensure this is addressed as part of the response to provisional approval. 
Please clearly state in the trial advertising that this is an investigational product that has not yet been approved for use in New Zealand. 


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

Please include more information on Covid-19 safety protocols and outline that all Participants will take a Rapid Antigen Test (RAT) prior to admission. 
Please review the PIS for any repeated information. 
Please clearly state that this is an investigational product. 
Please replace ‘respiratory rates’ with ‘breathing rates.
Please remove the listing of a medical assessment as a benefit of the study.
Please remove the breach of confidentiality section as this is addressed in the Data Management Plan. 
Please amend the statement outlining that there are no fertility risks for male participants. As this is an investigational product, this cannot be certain. 

Decision 

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

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

After receipt of the information requested by the Committee, a final decision on the application will be made by Ms. Kate O'Connor and Dr Devonie Waaka.
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	Ethics ref:  
	[bookmark: _Hlk105593172]2022 FULL 12860

	 
	Title: 
	Comparison of two melatonin tablets taken for 5 consecutive days each

	 
	Principal Investigator: 
	Mrs Linda Folland

	 
	Sponsor: 
	Nova Chem Australasia Pty Ltd & Zenith Technology Corporation Limited

	 
	Clock Start Date: 
	26th May 2022 



Mrs Linda Folland and Dr Noelyn Hung were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of resolved ethical issues 

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

The Committee noted that the Researchers are representing three studies presenting at this HDEC meeting (2022 FULL 12856, 2022 FULL 12859, 2022 FULL 12860). Any points raised in the meeting are applicable across all three studies, unless otherwise stated. 
The Committee queried why the protocol outlines that Participants must not lie down for 4 hours following dosing. The Researchers explained that it is to standardise absorption.

Summary of outstanding ethical issues

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

The Committee noted that there is one insurance certificate presented to cover the three studies and asked for more information, as it is usually standard for each individual study to have its own insurance certificate. The Researcher explained that this was a decision made by the study sponsor and have requested that this be changed. The Committee noted that one certificate may suffice if each study runs independently and there are no overlapping timeframes, however if this is not the case to implement separate insurance certificates. 
The Committee raised that the Researchers have sought Standing Committee on Therapeutic Trials (SCOTT) review, however SCOTT do not generally review bioequivalence trials (BE). The Researcher explained that whilst it is under SCOTT review, it is a part of the Medsafe review process. 
· the Committee queried whether this is a scientific review or administrative. The Researcher confirmed it is an administrative review 
· the Committee noted that a scientific peer review is mentioned in the study documents, however this has not been supplied to HDEC. Please provide this for HDEC review as it is a mandatory document. 
The Committee requested that Investigators Brochure (IB) for the investigational product is supplied, as currently the only document provided is for the reference product. The Researchers explained that they would not be receiving an IB but would supply a certificate of analysis. The Committee agreed that this is appropriate in place of a IB. 
The Committee noted that the study has a commercial sponsor, and their authorisation must be provided for the study to be approved. Please ensure this is addressed as part of the response to provisional approval. 
Please clearly state in the trial advertising that this is an investigational product that has not yet been approved for use in New Zealand. 


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

Please include more information on Covid-19 safety protocols and outline that all Participants will take a Rapid Antigen Test (RAT) prior to admission. 
Please review the PIS for any repeated information. 
Please clearly state that this is an investigational product. 
Please replace ‘respiratory rates’ with ‘breathing rates.
Please remove the listing of a medical assessment as a benefit of the study.
Please remove the breach of confidentiality section as this is addressed in the Data Management Plan. 
Please amend the statement outlining that there are no fertility risks for male participants. As this is an investigational product, this cannot be certain. 

Decision 

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

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

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



General business


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

	Meeting date:
	5th July 2022

	Zoom details:
	To be determined



	The following members tendered apologies for this meeting.

· Mrs Leesa Russell

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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