	[image: Graphical user interface, textDescription automatically generated]
	                  Minutes





	Committee:
	Northern B Health and Disability Ethics Committee

	Meeting date:
	1 February 2022

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



	Time
	Review Reference
	Project Title 
	Coordinating Investigator
	Assigned Lead Reviewers

	11:30am-12:00pm
	2021 FULL 11788
	Evolut™ EXPAND TAVR II Pivotal Trial
	Dr Sanjeevan Pasupati, Mrs Liz Low
	Ms Susan Sherrard/ Mr Barry Taylor

	12:00pm-12:30pm
	2021 FULL 11603
	GB5121-2101 Study for relapsed/refractory primary or secondary central nervous system lymphoma
	Dr Samar Issa,
Mrs Catherine Howie
	Ms Catherine Garvey Mr Barry Taylor

	12:30pm-1:00pm
	2021 FULL 11392
	ASCiminib Evaluation in Newly Diagnosed CML: the ASCEND-CML13 study
	Dr Alwyn D’Souza, Ms Maureen Blakemore
	Ms Catherine Garvey/ Dr Andrea Forde

	1:00pm-1:30pm
	2021 FULL 11830
	DR10624-101: A Study to Evaluate Single and Multiple Ascending Doses of DR10624
	Dr Alexandra Cole
	Ms Kate O’Connor/ Dr Andrea Forde

	Break (20 mins)
	
	Break (20 mins)
	
	

	1:50pm-2:20pm
	2021 FULL 11508
	NIV Algorithm study
	Dr Louis Kirton
	Ms Kate O’Connor/ A/Prof Nicola Swain

	2:20pm-2:50pm
	2021 FULL 11796
	Continuous glucose monitoring in patients with type 1 and 2 diabetes
	A/Prof Benjamin Wheeler
	Mr Anthony Fallon/ A/Prof Nicola Swain

	2:50pm-3:20pm
	2021 FULL 11578
	Alliance Glenoid Post-market study
	Dr Marc Hirner
	Mr Anthony Fallon/ Dr Andrea Forde

	3:20pm-3:50pm
	2021 FULL 11785
	Placebo-controlled study to evaluate the efficacy of mRNA-1345 vaccine.
	
Dr Michael Williams
	Ms Susan Sherrard/ Dr Andrea Forde

	Break (10 mins)
	
	Break (10 mins)
	
	

	4:00pm-4:30pm
	2021 FULL 11696
	HOVON 150 AML/ AMLSG 29-18
	Dr Claire Hemmaway, Ms Kerry Walker
	Ms Kate O’Connor/ A/Prof Nicola Swain

	4:30pm-5:00pm
	2021 FULL 11531
	Psychological Trauma in the Community
	Dr Jeremy Baker
	Ms Alice McCarthy/ Mr Barry Taylor

	5:00pm-5:30pm
	2021 EXP 11086
	The effects of cognition on airway protection in neurological disease
	Dr Sarah Perry
	Ms Alice McCarthy/ Mr Barry Taylor

	5:30pm-6:00pm
	2021 FULL 11717
	Ketamine assisted group mindfulness for alcohol use disorder
	Dr Charlotte Mentzel
	Ms Susan Sherrard/ A/Prof Nicola Swain




	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

	Ms Kate O’Connor 
	Lay
	13/08/2021
	16/08/2024
	Present 

	Mrs Leesa Russell
	Non-Lay
	13/08/2021
	16/08/2024
	Apologies

	Ms Susan Sherrard
	Lay
	19/03/2018
	19/03/2022
	Present 

	Mr Barry Taylor 
	Non-Lay
	13/08/2021
	16/08/2024
	Absent

	Ms Alice McCarthy
	Lay
	22/12/2021
	22/12/2024
	Present

	Ms Catherine Garvey
	Lay
	11/08/2021
	11/08/2024
	Present 

	Mr Anthony Fallon
	Lay
	13/08/2021
	13/08/2024
	Present

	Dr Andrea Forde
	Non-Lay
	22/12/2021
	22/12/2024
	Present 

	Associate Professor Nicola Swain
	Non-Lay
	22/12/2021
	22/12/2024
	Present 



Welcome
 
The Chair opened the meeting at 11am and welcomed Committee members, noting that apologies had been received from Mrs Leesa Russel and Mr Barry Taylor.

The Chair noted that it would be necessary to co-opt members of other HDECs in accordance with the Standard Operating Procedures. Dr Andrea Forde, Ms Catherine Garvey, Associate Professor Nicola Swain, and Mr Anthony Fallon 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 7 December 2021 were confirmed.






New applications 

	1  
	Ethics ref:  
	2021 FULL 11788

	 
	Title: 
	Evolut™ EXPAND TAVR II Pivotal Trial

	 
	Principal Investigator: 
	Dr Sanjeevan Pasupati,

	 
	Sponsor: 
	Meditronics

	 
	Clock Start Date: 
	20 January 2022



Mrs Liz Low and Dr Sanjeevan Pasupati 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 study aims to evaluate the safety and effectiveness of the Medtronic Evolut PRO+ TAVR system and guideline-directed management and therapy (GDMT) compared to GDMT in patients with moderate, symptomatic (AS).

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 standard of care was significantly disadvantageous as compared to the study group. The Committee voiced concerns over the fairness of randomization in the study and the use of valves in moderate cases but were assured that there would be more check-ups and access to medical staff even in the group not receiving the valve therapy.
The Committee clarified that there would be a reasonable and sufficiently timely response to an event of mental distress detected in the questionnaires. 
The Committee clarified that the inclusion of stroke on page 7 of the Participant Information Sheet (PIS) was included due to the debilitating nature and clinical implications of stroke despite how rare an occurrence it may be.
The Committee clarified that the tissue being from a pig was not an issue for most participants and that were it flagged or raised to be one the individuals with concerns would not be included in the trial.
The Committee clarified that the images would be assigned a study number and deidentified.

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 the insurance certificate needs to be updated to include details of the protocol and New Zealand as a territory. 
Please correct question C.3.3 that states this is a Kaupapa Māori study
The Committee requests that inclusion about the informing of general practitioners be made evident across documentation.
The Committee requests that there be an outlined intervention for mental health crises in the documentation provided. 

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

Please update the number of sites to be 1 across all documents. 
Please include that there will be roughly 20 New Zealand participants.
Please include a description of the monitoring of stroke symptoms periprocedurally to participants.
Please present risks in future as fractions of occurrence in people. 
Please describe and outline the extra risk of exposure to radiation relative to background radiation for example “Equivalent to 6 months of sun exposure”.
Please amend the statement around transport reimbursement to explain who and when details will be collected for and by. 
Please remove reference to “Medicines New Zealand Guidelines”, as this does not apply to devices.
Please include a “What happens to my samples?” section. 
Please include a table detailing the extra study visits and procedures for clarity.
On page 5 please include long term advice on not becoming pregnant during the study due to the radiation risk and that there is no issue with pregnancy after receiving the valve. 
Please review for lay language.
Please amend the explanation of an atrioventricular node block to be lay-friendly. 
On page 11 please review the statement around GP visit coverage and reimbursement.
Please include a contact number for Māori cultural support.
Please review for warnings and exclamation marks in the consent form in red.
Please advise on confidentiality on circumstances where a sponsor representative will be present by video and whether this is livestream only or also recorded.
Please include a clear statement on what information will be going overseas and where it will be sent and in what form they will be sent. 
Please assure participants randomized for standard medical care that they will be eligible for the procedure should their condition worsen.

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 Susan Sherrard and Dr Nicola Swain



	2  
	Ethics ref:  
	2021 FULL 11603

	 
	Title: 
	GB5121-2101 Study for relapsed/refractory primary or secondary central nervous system lymphoma

	 
	Principal Investigator: 
	Dr Samar Issa

	 
	Sponsor: 
	GB005, Inc.

	 
	Clock Start Date: 
	20 January 2022 



Caryn Peterson, Renee Ward, Vikram Kuruvadi, Fay Whitfield, Eshwini Tadiyal, Kate Msiska, and Sharon Cheung were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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


Summary of Study

1. The study aims to determine the safety and tolerability of the recommended Phase 2 dose of GB5121 in primary central nervous system (CNS) lymphoma. In Phase 2, the study will aim to assess the objective response rate according to the International Primary CNS Lymphoma Collaborative Group criteria.


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 New Zealand participants would only take part in Phase 1b and phase 2. It was also made clear that Phase 1 is not yet complete and so the toxicity and efficacy of the Gossamer drug has not yet been determined in participants of this kind.
3. The Committee clarified that the reason Australian trials were not successful in recruitment was due to the pandemic and not due to the fact this is a first in human study or due to some adverse events.
4. The Committee clarified the potential undue influence during the recruitment period. The researcher informed that the primary haematologist would be providing recruitment information and not the clinician. 

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 requests that the formal title not refer to participants as “subjects”.

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

Please clarify the reason and nature of the genetic sampling/testing and that it be made clear where it will be optional vs where it will not, limiting to testing that is specific to the research
Please include the laboratory and imaging details as to where the data will be stored and who specifically will have access to this information.
Please include information about SCOTT approval.
Please include a statement to the effect of explaining the Australian recruitment issues and to address the reasoning behind proceeding without those trials being complete.
Please amend the statement concerning ongoing access to medical records and include an option to remove consent for access. 
Please include the stool sample in the procedure list.
Please include a statement on the rights of patients to access their own information and data at any time.
Please amend the inclusion of an Australian ethics contact and refer to the HDEC template to this effect. 
Please amend across documentation that a sample storage is for 10 years.
Please remove the reference to social security numbers on page 3 and change mention of “health plan number” to the National Health Index (NHI).
Please review the mention on page 4 of the cancer getting smaller or going away should this not yet be proven. This could be unduly influence participants’ capacity to decline being in the study.
On page 5 please remove the word “race” where it should say ethnicity.
Please change the measurement to blood to teaspoons where the measurement in tablespoons is not a whole number.
Please consider including the risk of partner pregnancy on page 3 where pregnancy risks are raised.
Please include an option to receive a lay copy of the study results in the Consent Form. This should not be left to the Participant to request. 
Please add a Māori cultural support number. 


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 Dr Andrea Forde



	3  
	Ethics ref:  
	2021 FULL 11392

	 
	Title: 
	ASCiminib Evaluation in Newly Diagnosed CML: the ASCEND-CML13 study

	 
	Principal Investigator: 
	Dr Alwyn D’Souza

	 
	Sponsor: 
	ALLG

	 
	Clock Start Date: 
	20 January 2022



Dr Alwyn D’Souza and Maureen Blackmore were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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


Summary of Study

1. The study aims to improve overall survival and molecular response achievement in chronic phase Chronic Myeloid Leukaemia (CML) patients and to minimise treatment-related morbidity and mortality using a novel first in class BCR-ABL inhibitor Asciminib, 

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 since the commercial partner for the study is benefiting in the way they are for this application then will make this a commercial study, with attendant implications for compensation for treatment injury.
6. The Committee clarified that all other drugs used in the study are standard of care and are funded and already in use in New Zealand. 
7. The Committee clarified the ability to provide a compassionate supply should this medicine be beneficial to the participants, and that Novartis have promised to supply dependent on the drug company’s continued operation. 
8. The Committee clarified that because pleural effusion is a standard side effect of one of the study drugs it would be routinely monitored for as per standard care.

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 clarification as to the extent of compensation for participants especially concerning where ACC will not be able to cover treatment injury
The Committee requested clarification as to the non-WHO standard bone marrow testing and the implications thereof. 
Please provide the participant diary that will be in use for review. 


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

Please include a compensation statement. 
Please specify to participants what will occur in the event of treatment injury and that this is largely a commercial study.
Please include a SCOTT approval statement and reference. 
Please identify which procedures are mandatory, and which are optional
Please specify what genetic testing is mandatory and what is optional and additional to the protocol. Any optional testing should be separately consented.
Please review for lay language. Particularly the co-relative study information.
Please include a warning for incidental findings in the genetic testing and remove mention of these findings being reported to the ethics committee as this is not correct in the New Zealand context.
Please add detail to the fasting requirements.
Please include an appropriate and timely response pathway should significant mental distress be disclosed in the quality-of-life surveys. 
Please review the statement concerning the contact of a general practitioner to not be optional.
Please include a brief description of symptoms of the side effects as a participant would experience them not as a clinician would diagnose them.
Please remove the additional consent for the mandatory bone marrow and blood collection.
Please include a Māori cultural statement should that be necessary for urine and address the possibility of karakia on sample disposal. 
Please ensure that the mention of any medicine to mitigate a possible study drug side effect is amended to say that the participant would not be paying for this. This should be provided to patient without cost. 
Please confirm that participants can request a summary of results. 
Please include a Māori cultural support number per site. 

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, considering 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 Andrea Forde and Ms Catherine Garvey.



	4 
	Ethics ref:  
	2021 FULL 11830

	 
	Title: 
	DR10624-101: A Study to Evaluate Single and Multiple Ascending Doses of DR10624

	 
	Principal Investigator: 
	Dr Alexandra Cole

	 
	Sponsor: 
	Doer Biologics

	 
	Clock Start Date: 
	20 January 2022



Dr Alexandra Cole, Dr Sharmin Bala and Dr Chris Wynne 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 study aims to evaluate the safety an efficacy of DR10624, following single and multiple doses in healthy participants (or overweight but otherwise healthy participants) and in overweight participants with or without features of Metabolic Syndrome (MetS) and in participants with type 2 diabetes mellitus.

Summary of resolved ethical issues 

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

The Committee queried the inherent stigma inferred through the recruitment of participants, specifically the referrals from clinics, where obese and overweight individuals are being targeted for referral. The researcher clarified that they would likely only use clinician referrals as a back-up if they were unable to source participants via their usual channels.
The Committee clarified that exclusion of individuals with disordered eating would be reliant on General Practitioner correspondence or previous study records.
The Committee clarified that the insurance certificate has been obtained and noted there has been a request to increase to 10 million dollars by the researcher to the insurance provider. 
The Committee clarified that reference to human evidence given in the Investigator’s Brochure was reflecting the in vitro studies that had been conducted as this is a first in human trial.
The Committee clarified the exclusion of Hepatitis B and HIV positive people was due to the potential impact on liver function. And that HIV positive individuals would be excluded due to their taking of other medications and they would be excluded based on not being “healthy participants”.
The Committee clarified under what circumstances and what kinds of privacy breaches would be sent to the Privacy Commissioner, participants and the Health Disabilities Ethics Committees (HDEC).

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 the response by clinicians in the application regarding the potential stigma specifically regarding the Pacific and Māori communities, and request more comprehensive documentation of management of this. 
The Committee requests that the response to benefit to Māori and pacific communities through this study be amended; as stating that “Clinical trials provide drugs and therapies to those who cannot financially access them.” does not answer the question on cultural prevalence of diabetes and obesity and is patronizing.
The Committee queried how the researchers would be verifying that the exclusions based on 5% body weight loss 2 months prior to screening.
The Committee queried how the double-blinded nature of the study was being managed. 
The Committee queried the safety in humans given there was reproductive toxicity in rat studies and thymus-related issues in female macaques. This does not appear to have been further investigated and there was no autopsy carried out in Macaques despite the general organ damage/effect seen in the rat studies. The Committee requests that the researchers return to the sponsor to ascertain a satisfactory response to this query.
The Committee queried the average weight included in the investigator brochure which may not be correct for New Zealand’s population.
The Committee queried if the participants would be aware of what “Metabolic syndrome” is and if this would be explained prior to participation, particularly in cases of self-referral.

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

PIS PART 1:

Please specify that the HDECs are informed of all privacy breaches.  
Please review for lay-language.
Please specify the abbreviation “PPD”
Please specify how long the required fasting period is.
Please explain what the “safety samples” are and when they will be taken. 
Please define a “Mental Health Problem”.
Please include a statement on the participant benefit in the study. 
Please amend to remove mention of Tuberculosis testing.
Please Amend the range of age to reflect the actual cohort age grouping.

PIS PART 2:

Please review for lay-language.
Please clarify and explain the satiety test. 
Please give more accurate description of the categories with which participants may be grouped, “normal weight”, “overweight” and “obese” are not descriptive enough.
Please include a statement of ownership rights. 


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. Andrea Forde and Kate O’Connor.



	5  
	Ethics ref:  
	2021 FULL 11508

	 
	Title: 
	NIV Algorithm study

	 
	Principal Investigator: 
	Dr Louis Kirton

	 
	Sponsor: 
	Fisher and Paykel Healthcare

	 
	Clock Start Date: 
	20 January 2022 



Dr Louis Kirton, Dr Stacey Kung and Dr Richard Beasley were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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


Summary of Study

1. The study aims to determine the efficacy of closed-loop oxygen control with NIV therapy in adults with resting hypoxaemia. The secondary aims of the study are to evaluate and compare how changes in FiO2 settings influence physiological responses (SpO2, heart rate, respiratory rate, minute ventilation, systolic blood pressure, transcutaneous carbon dioxide (TcCO2)) during NIV compared to NHF therapy, respectively.

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 this is its own study as there are three different modalities for therapy that required a stand-alone study, which builds on previous experience.
11. The Committee clarified that there were no risks with transference of participants from oxygen-at-home to those in the study since participants would be under higher parameters of surveillance and will be at rest which further decreases potential risk. 
12. The Committee clarified the AI component of the technology had already been resolved and that the modalities are the topic of the study. 

13. The Committee clarified that there was no advertisement for social media included in the application as this form of recruitment would be extremely unlikely. Should advertisement be necessary the advert content would be reviewed as an amendment to the study. The Committee clarified that pregnancy should be included in the exclusion criteria, even while it is unlikely hypoxic patients would be pregnant. 

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 the contractual-like arrangement of having support-persons or participants photographing the equipment and if there would be no legal action sought if this occurred that perhaps this be removed from the documentation or amended to be worded differently.  

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

Please consider including pictures of the apparatus under use for clarity.
Please describe and clearly define what information may be sought from a General Practitioner (GP) as part of the study.
Please amend the contact of GP to not be optional by removing the tick-boxes. 
Please remove reference to “Medicines New Zealand Guidelines”, as this does not apply to devices.
Please amend the statement of withdrawal to state that participants may withdraw at any time and include any details that may be necessary in terms of data should it already be analysed. 

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).




	6  
	Ethics ref:  
	2021 FULL 11796

	 
	Title: 
	Continuous glucose monitoring in patients with type 1 and 2 diabetes

	 
	Principal Investigator: 
	A/Prof Benjamin Wheeler

	 
	Sponsor: 
	

	 
	Clock Start Date: 
	20 January 2022 



A/Prof Benjamin Wheeler 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 aim of the present study is to demonstrate the efficacy of CareSens Air by evaluating the glucose measured with the continuous glucose monitoring system of i-SENS, Inc., CareSens Air, in comparison with the reference standard which is venous blood glucose. - to demonstrate the safety of CareSens Air by observing adverse events occurring during the attachment of the device in adult patients with type 1 and type 2 diabetes.

Summary of resolved ethical issues 

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

1. The Committee asked if Zenith is being used as the location only and were not funding it. The Researcher confirmed this and explained that they wanted a unit that was skilled in volume hence the reasoning for a commercial trial company. Zenith is the site and not the investigator. 
1. The Committee asked about recruitment and if the Researchers will be recruiting from their own patients and how conflict of interest will be dealt with. The Researcher explained some advertising to the community would take place and recruitment through established data base link lists and clinics. 
1. The Committee asked if there will be a doctor present when the device is inserted and on days where participant is on site. The Researcher explained that medical staff will be present on site at Zenith on days participants are there, and that a doctor often will be present with at device insertion. However, as it is low risk doctors may not be present.
1. The Committee asked if Maori consultation/statement was completed. The Researcher explained that they have done two forms of consultation, one being in person with a representative from Ōtākou and completed the formal University of Otago process. 













Summary of outstanding ethical issues

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

DATA MANAGEMENT PLAN:

1. Please clarify where data is to be stored and how it will be stored, The PISCF tells participants that data will be stored on secure servers at the University of Otago - the data management plan says it is at the study site (Zenith), please use the correct one.
1. Please insert a cultural statement into the Data Management Plan.
1. Please insert tissue management into the plan, ensuring the safety and integrity of participant tissue.

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

MAIN PARTICIPANT INFORMATION SHEET:

1. Please amend participant information sheet for typos, words not spaced.  
1. Please amend the participant information sheet to explain that Zenith is the site and not the investigator to potential participants.
1. Please provide a “What Happens to my Samples” section for participants in the information sheet.
1. Please amend page 3: “How is the study designed” by providing a simple table or make this section concise.
1. Please amend Page 3 by mentioning a pregnancy urine sample will be taken.
1. Please supply a participant information sheet and consent form for the optional sub study on page 6. It captures data on the participant which needs to be managed appropriately. 
1. Please amend page 14, pregnancy needs to be captured in consent form for participants to acknowledge.
1. Please include that photographs will be taken of the participants arm and clarify the need and use of the photographs. 
1. The Committee advised the Researcher that relevant Māori cultural issues for this research would include blood samples as tapu, information as a taonga and the potential for whakamā in participants. The Committee requested the Researcher become familiar with these concepts and be mindful of this for future applications.

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).


	7
	Ethics ref:  
	2021 FULL 11578

	 
	Title: 
	Alliance Glenoid Post-market study

	 
	Principal Investigator: 
	Dr Marc Himer

	 
	Sponsor: 
	Zimmer Biomet

	 
	Clock Start Date: 
	20 January 2022 



Dr Marc Himer 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 objectives of this study are to confirm the safety, performance, and clinical benefits of Zimmer Biomet Shoulder Arthroplasty systems in primary or revision shoulder arthroplasty and its instrumentation. The primary endpoint is defined as survival of the implant at 10 years, which is based on removal or intended removal of at least 1 implant and will be determined by using the Kaplan Meier method. The safety of the system will be assessed by monitoring the frequency and incidence of adverse events. The secondary endpoint is represented by the performance and clinical benefits of the Zimmer Biomet Shoulder Arthroplasty Systems and instrumentation after 2 years, which will be assessed by the American Shoulder and Elbow Surgeons (ASES) shoulder score. The secondary endpoint evaluation will also assess the overall pain, functional performance, quality of life and radiographic parameters of all enrolled study subjects.

Summary of resolved ethical issues 

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

1. The Committee asked if there is no way that a breastfeeding female would have her shoulder surgery as a standard of care. The Researchers explained that someone in that situation will probably be in their 50’s and 60’s and would only do the surgery after the pregnancy. Further explaining that pregnancy would be exclusion criteria and would wait until after the pregnancy because of the risk of anaesthetic and the procedures. Breastfeeding would not entirely be excluded however considered exclusion due to the same reasoning as a pregnant female. 
1. The Committee asked if the American Shoulder/Elbow Society guidelines change will that have an impact on this study. The Researcher explained that it will not have impact if the guidelines ever do change.
1. The Committee asked about page 21 & 22 surveys, and how those surveys will not be reported back to primary care and if the GP will be notified. The Researcher explained that the data collected will automatically done via data banks and does not have an issue sharing that data with primary care providers & can let the GP know.
1. The Committee asked if participants are getting this same implant. The Researcher explained it is the same implant and that the implant has already been approved for use in New Zealand.  
1. The Committee asked how many participants in New Zealand are involved in this study. The Researchers are expecting to enrol up to 25 people per cohort. 



Summary of outstanding ethical issues

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

1. Please include only one PI email address.

DATA MANAGEMENT PLAN:

1. The Committee stated more information around data management is required than what is available in the study documentation satisfy the Committee that privacy and confidentiality is protected and that Standard 12.15a is met. Use of the HDEC template from the HDEC website is not mandatory but is encouraged to be adapted or used as a guide/starting point.

INSURANCE:

1. Please include confirmation from the Sponsor’s insurances that this trial is covered for New Zealand.

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

1. Please remove the use of “subject” throughout the Participant Information Sheet.
1. Please remove the use of “patient” throughout the Participant Information Sheet.
1. Please amend the wording for exclusions 4 & 5 to remove stigmatizing language.
1. Please include the identifiable disease into the Participant Information Sheet on page 5.
1. Please complete Maori support in full on page 8 of the Participant Information Sheet.
1. 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).
1. Please clarify if participants will be required to have tests for Hepatitis/HIV/COVID-19.
1. Please remove the reference to Medicines NZ guidelines when revising compensation sections for participants, since these guidelines are for medicines.
1. Please include/make clearer the extra procedures such as extra x-rays for normal standard of care that participants may have to partake in. Frame it as extra things that will be done as a part of this study to fully inform participants/people.
1. Please amend “possible benefits of being in this trial” section, by adding there is no direct benefit to being a part of this study as it is the standard of care.
1. Please consider travel cost reimbursement for potential participants.












Decision 


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

1. Please address all outstanding ethical issues, providing the information requested by the Committee.
1. 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 Dr Andrea Forde (Primary Reviewer), Mr Anthony Fallon (Primary Reviewer).

	8  
	Ethics ref:  
	2021 FULL 11785

	 
	Title: 
	Placebo-controlled study to evaluate the efficacy of mRNA-1345 vaccine.

	 
	Principal Investigator: 
	Dr Michael Williams

	 
	Sponsor: 
	NAME OR BLANK

	 
	Clock Start Date: 
	20 January 2022



Dr. Simon Carson& Julia Mathiesonn were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of Study

1. The primary purpose of the Phase 3 segment of the study is to evaluate the safety and tolerability of the mRNA-1345 vaccine as also aims to demonstrate the efficacy of a single dose of mRNA-1345 vaccine in the prevention of a first episode of RSV-associated lower respiratory tract disease (RSV-LRTD) as compared with placebo within the period of 14 days post-injection up to 12 months post-injection. As secondary objectives, this study aims to evaluate the efficacy of a single dose of mRNA-1345 vaccine in the prevention of hospitalisations associated with RSV-ARD or RSV-LRTD as compared with placebo within the period of 14 days post-injection up to 12- and 24-months post-injection

Summary of resolved ethical issues 

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

1. The Committee asked about PPD medical communications and travel support option in New Zealand. The Researchers explained that they will not be using PPD or SCOUT for this study.
1. The Committee asked what the main risks for participates are engaging in this study. The Researchers explained that the risks are general risks such as participants having placebo and other general vaccines risks.

Summary of outstanding ethical issues

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

1. Please amend the advertising within New Zealand to include New Zealand statistics and information and clarifying the issue around no vaccine vs no treatment as it is inconsistent in the advertising.
1. The Committee noted that a very large number of attachments had been included in the application, but that these had not been reviewed as they were not relevant to the study as it was being conducted in New Zealand.
1. As only Phase 3 is intended in New Zealand, it may be more appropriate to apply for ethics approval once data from Phase 2 is gathered and incorporated into the Investigator’s Brochure.

[bookmark: _Hlk56772091]PROTOCOL:
National Ethical Standards para 9.7a & 9.8

1. Please provide definitions for illnesses in the protocol.
1. Please provide a country specific addendum, this will make protocol amendments easier to manage and resubmit.
1. Please take into account that while frail elderly people might benefit from this study, they have not been adequately incorporated into study planning

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

1. Please amend page 26, by completing Māori support information in full. National Ethical Standards para 3.1
1. Please remove “watching over the study while you are in it” on page 2.
1. Please amend page 3 for the study context in New Zealand that the study is capping off at phase 3 only.
1. Please remove DSMB reviewing the data for phase 2. It is not relevant for these participants.
1. Please remove pregnancy section of consent form, on page 28.
1. Please check if the future unspecified research is relevant to this study. National Ethical Standards para 7.57
1. Please provide context of the study in New Zealand including how many participants.
1. Please replace the word “race” and “racial origins”. 
1. Please amend “receipts” for travel on page 19.
1. The Committee stated more information around data management is required than what is available in the study documentation satisfy the Committee that privacy and confidentiality is protected and that Standard 12.15a is met. Use of the HDEC template from the HDEC website is not mandatory but is encouraged to be adapted or used as a guide/starting point. National Ethical Standards para 12.15
1. Please amend PIS to be relevant to the parts of the study occurring in New Zealand, as this will make it shorter and clearer.
1. Please amend alerting the General Practitioner (GP) of participation and abnormal results, as, this should not be optional. 

Decision 

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


	9  
	Ethics ref:  
	2021 FULL 11696

	 
	Title: 
	HOVON 150 AML/ AMLSG 29-18

	 
	Principal Investigator: 
	Dr Claire Hemmaway

	 
	Sponsor: 
	ALLG

	 
	Clock Start Date: 
	20 January 2022



Dr Claire Hemmaway and Ms Kerry Walker were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of Study

1. The study aims to compare whether the combination of either ivosidenib or enasidenib with induction and consolidation therapy, followed by maintenance therapy can improve survival for patients with newly diagnosed acute myeloid leukaemia (AML) or myelodysplastic syndrome (MDS) with excess blasts-2 (EB2), with an IDH1 or IDH2 mutation. 

Summary of resolved ethical issues 

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

The Committee asked for clarification on why ACC will cover injury despite the sponsor Australasian Leukaemia & Lymphoma Group (ALLG) providing insurance in some other cases. The researcher’s explained that the role of ALLG as a charitable organisation means that this is not a pharmaceutical sponsored study and will not be able to provide insurance in the case of any injury, hence the decision to attribute cover to ACC. 
The Committee asked for information on what level access to data access and safety reports would be available to ALLG and HOVON (the global sponsor). The researchers explained that ALLG and HOVON would be receiving aggregate data, however assured that given that this is a clinician-initiated trial that companies supplying the investigational products will not have any input on which data is published.
The Committee noted that the study is intended to conclude after 2 years and asked whether participants on placebos would continue have to take them for the entire duration of the study. However, research indicates that this is a highly effective drug, and this would mean participants would likely continue placebos for the indicated time. 
The Committee had a query on the amount of genetic testing that is being undertaken in the study as part of the standard of care. The researchers explained that all patients in the trial above the age of 18 would be tested to identify AML. At present, this testing is not currently standard of care in New Zealand and the samples will be sent to and processed in Germany.

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 asked for clarification on enrolling into the trial happening only for those who agreed to the Blood Cancer Registry (NBCR). The researchers explained that the ALLG will offer trials to only those who consented to the registry. However, upon looking into the former application for the establishment of this data-bank for NZ participants it was not stated that this would be the case, rather that the Registry and any subsequent ALLG trials were independent. If there is a coupling of the registry and trials, for this application to be approved, an amendment to application 21/NTB/115 (The NBCR Registry). will need to be approved first If participants have already provided samples to the Registry, these protocol deviations should also be reported, and these participants should be re-consented to a new PIS, after it has received HDEC approval. In general, participation in trials should not require sign-up to a Registry and/ or bio-repository as a mandatory pre-requisite, and that any sharing of data with a Registry during the trial should be optional.

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

Please remove the section on page 7 on genetic testing as this would have already taken place and is outdated at this stage of consent 
Please amend the section on the Registry and move it into ta future use of data section which is a separate option on the Consent Form
Please be sure that the ‘Safety and Side Effects’ section are changed to include more up-to-date information
Please provide the location of the overseas labs and test facilities on page 13. 
Please change the wording referring to human tissue as ‘bodily material’ and ensure that this is consistent throughout the patient facing documents. 
Please elaborate on what a ‘buccal swab’ entails on page 4.
Please provide blood sample measurements in teaspoons or tablespoons instead of millilitres. 
Please reconsider the wording on page 7 about passing away during the study as these are newly diagnosed participants. The Committee suggests softening this language. 
Please revise the documents for grammar and spelling.
Please remove the section on page 12 about blood donation from the pregnancy section.
Please name the labs receiving their human tissue and give their locations. In addition to this, please include information on the disposal of the tissue and whether cultural practices such as karakia can be carried out. 

DATA MANAGEMENT PLAN
Please clarify in the data management plan on what form the stored data will take.

FUTURE UNSPECIFIED RESEARCH
Please include information in the FUR PIS on genetic counselling insurance warnings. The committee notes that as these samples have the same participant code, they are potentially identifiable.

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 Nicola Swain and Ms Kate O’Connor. 


	10  
	Ethics ref:  
	2021 FULL 11531

	 
	Title: 
	Psychological Trauma in the Community

	 
	Principal Investigator: 
	Dr Jeremy Baker

	 
	Sponsor: 
	

	 
	Clock Start Date: 
	20 January 2022



Dr Jeremy Baker 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 study aims to use Contextual Biblical Study (CBS) designed to operate in a trauma setting, to explore survivors’ individual trauma narratives in relation to similarly traumatic biblical narratives over a 12-week group study. 

Summary of resolved ethical issues 

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


The Committee inquired for further information on whether the participants in the study will have a pre-existing diagnosis of Post-Traumatic Stress Disorder (PTSD). The researcher explained that there would be a screening process, however not all participants would have been historically diagnosed with PTSD.  
76. The Committee inquired if there was a chance that patients at the general practice would have delayed any treatments with the aim of being prioritised for treatments during or after the trial. The researcher explained that this is not a therapeutic study and so the patients access to counselling or other treatments would not change because of the study. 

Summary of outstanding ethical issues

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

77. The Committee queried how the CBS sessions would be run. The researcher explained that the facilitators would follow a manual written by the researcher, however there would be trained psychiatrists present to deescalate or offer support where needed. The Committee asked for the manual and any other protocol related documents to be submitted for review. 
78. The Committee suggested changes to the recruitment procedures to independent GP practices and support services, to ensure that those with pre-diagnosed, stable PTSD can enrol. This would remove any power imbalances from participating in research through their own GP.
79. The Committee noted the implications of an informal PTSD diagnosis resulting from the study will have on the life of a participant. The Committee asked about support being made available outside of the study to seek a formal diagnosis and whether the study needed to screen for undiagnosed, underlying trauma in the community when the researcher could approach a control group who have been previously diagnosed with PTSD and have already sought treatment or support. 

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

Please expand on the missing sections in the participant information sheet where support in the case of distress and what is expected of the participant are completed in order to obtain fully informed consent. The Committee recommended the Researcher adapt the PIS template available on the HDEC website.
Please provide information on the formal process of diagnosing trauma and what this might mean for the participant.
Please provide information on the time and place the sessions might take place, as this may inform participation in the study.
Please elaborate on the proposed gendered breakout sessions involved in the study, as well the criteria for removing a participant from a group for individual sessions.
Please take into consideration the impacts of family or whanau being present during the group sessions. This support could be made available in individual interviews instead of a group setting.
Please elaborate on the inclusion and exclusion criteria (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.9)
Please ensure that there is a note that despite the use of Biblical texts that the participant does not need to have a practicing faith.
Please make a note about the content of the sessions being potentially sensitive or triggering and to disclose what supports will be made available (National Ethical Standards for Health and Disability Research and Quality Improvement, para 10.3)
Please ensure that the participants are provided with rules for the sessions which outline inappropriate behaviour (such as attending the group under the influence of drugs or alcohol).
Please provide evidence of support to outside of the sessions (i.e., phone numbers to call). Māori cultural support contacts should also be provided.

PROTOCOL

1. [bookmark: _Hlk35422703]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). 
2. Please provide the proposed manual that facilitators would follow during the CBS sessions.

DATA MANAGEMENT

Please supply a more detailed data management plan to ensure the safety and integrity of participant data. This can be a standalone document or incorporated as part of the protocol (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.15).  
Please include further detail on how the recorded audio will be stored to ensure privacy and anonymity is maintained. This includes information on whether the tapes will be transcribed and by whom National Ethical Standards for Health and Disability Research and Quality Improvement, para 10.6 – 7). 
Please provide information on the process should a participant wish to withdraw from the study, and what will happen to any data collected during their participation. 

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 11086

	 
	Title: 
	The effects of cognition on airway protection in neurological disease

	 
	Principal Investigator: 
	Dr Sarah Perry

	 
	Sponsor: 
	NAME OR BLANK

	 
	Clock Start Date: 
	20 January 2022



Dr Sarah Perry 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 study aims to investigate whether performing concurrent cognitive and coughing tasks (via a dual task paradigm) will affect measures of reflex cough differently in people with Parkinson’s disease (PD-N), PD-MCI and AD-MCI; and to describe the relationship between cognition and specific measures of swallowing in a subgroup of people with PD-N, PD-MCI and AD- MCI.

Summary of resolved ethical issues 

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

3. The Committee clarified the limited risks of the spray in use. Assurance was provided by the researcher as to the minimal and temporary nature of the throat spray.
4. The Committee clarified the source of existing data on participants would be sourced from a concurrent study taking place at the same institute. 
5. The Committee clarified that recruitment would be conducted via a broader study using a participant pool through the New Zealand Brain Research Institute (NZBRI).
6. The Committee clarified that the participants’ capacity to provide consent has already been established by psych nurses and expert clinicians through other studies the participants will have been recruited from. 
7. The Researcher confirmed those with hearing impairment would be excluded as the task involves listening.


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

1. Please specify where and how the data will be stored.
2. Please explain who and under what circumstances participants may be required to undergo the x-ray and MRI scans mentioned in the DMP.
3. Please use the regular HDEC approval statement from the PIS template found on the HDEC website.
4. Please remove any yes/no tick boxes for anything that is not truly optional. Specifically, in any case involving the notification of a General Practitioner (GP). 
5. The Committee suggested including a photo of someone set up in the laboratory environment with the headphones and mask to convey what participants would be asked to do.

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 supply a more detailed data management plan to ensure the safety and integrity of participant data. This can be a standalone document or incorporated as part of the protocol (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.15).  


	12  
	Ethics ref:  
	2021 FULL 11717

	 
	Title: 
	Ketamine assisted group mindfulness for alcohol use disorder

	 
	Principal Investigator: 
	Dr Charlotte Menzel

	 
	Sponsor: 
	

	 
	Clock Start Date: 
	20 January 2022



Dr Charlotte Menzel and Prof. Paul Glue were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of Study

1. The study aims to explore if ketamine can assist group therapy for the treatment of Alcohol Use Disorder (AUD) in Aotearoa New Zealand. Therefore, the hypothesis of this study is that low dose oral ketamine will be a positive adjunct to a culturally appropriate mindfulness intervention for those with AUD, increasing rates and length of abstinence.

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 there would be two experienced practitioners present, and that any dysregulated participants would be manageable as a result.
7. The Committee clarified that there would be mixed ketamine and midazolam dosing in a single group setting.
8. The Committee clarified that recreational ketamine users would be excluded from the trial and the delivery and the dosage would be very different to recreational use. 
9. The Committee queried the appropriateness of midazolam to participants with Alcohol Use Disorder (AUD), however, were assured that this drug is often utilized in standard care for those experiencing alcohol withdrawal symptoms.
10. The Researcher clarified that this substance is not intended to give participants an experience of intoxication, but to provide a subtle feeling of something being different to not make it obvious that they are part of the control.
11. The Committee clarified that there would be no public recruitment and that advertisements would be given to General Practitioners (GP) for referral. 
12. The Committee clarified that as recruitment will be through clinical services, it is not necessary to state that a GP will be informed as they are the referring service.
13. The Committee confirmed with the Researcher that this is not a commercially sponsored study.
14. The Committee clarified that there would be the provision of hard copy check in messages for those without access to a mobile phone.

Summary of outstanding ethical issues

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

15. The Committee noted that the mindfulness programme - Mauri Tau me te Māramatanga (MTM) - has been customised and made culturally appropriate for New Zealand participants as well as for participants with addictions. The Committee requested the manual outlining this new framework.
16. The Committee queried the use of the injectable form of Ketamine in the trial, and whilst this is the only form available to researchers, evidence for the safety of the alternative oral delivery method needs to be provided to the Committee. 
17. The Committee asked why participants on parole are being excluded from the study. The Researcher stated that those on parole who are in addiction services are often receiving these services due to a judge’s mandate or parole conditions; therefore, their consent is not always free from coercion. Additionally, the Researcher stated that it may be a parole condition for the participant to abstain from drug use which brings further complications. The Committee accepted this explanation but requested that this exclusion criterion be consistent throughout the documentation.
18. The Committee clarified that the researchers intended to ensure participants to not drive after dosing including requesting someone meet them inside the building. 
19. The Committee suggests the researcher keep their data linking pool until the completion of the study to not impose an unnecessary burden on the participants should they want to access, remove, or amend their data during the study. Please provide an amended protocol to this effect.

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

20. Please review for consistency and clarity regarding the study and what is expected of participants.
21. Please clarify what is meant by “legal rights” and whether they will truly be unaffected by participation in this study.
22. Please use lay language when describing the study.
23. Please provide the time of day for the group mindfulness sessions.
24. Please clearly detail the follow up sessions and the format they will be delivered in.
25. Please state that there will be automated text prompts for recalling participants’ alcohol intake following the conclusion of the mindfulness programme.
26. Please provide an option to receive hard copy check-in messages.
27. Please remove mention of the blood test.
28. Please state that workbooks will not be collected by the research team.  
29. Please replace the term “vital signs” with lay terms like “blood pressure” or “pulse”.
30. Please explain what a National Health Index (NHI) number is.
31. Please include a statement about the off-label prescribing of midazolam for AUD and not just for ketamine.
32. Midazolam is described as both an active control and a placebo. Please correct this to only be described as an active control.
33. Please be clear with your intention to find if ketamine enhances the effects of the MTM in the “Benefits to the Participant” section. Clarify that those in the active control group may not receive the same level of benefits as those given ketamine.
34. Please make clear that participants should not drive on dosing days.

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

35. Please address all outstanding ethical issues, providing the information requested by the Committee.
36. 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).
37. 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 Susan Sherrard and Associate Professor Nicola Swain.

General business

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

	Meeting date:
	1 March 2022

	Zoom details:
	To be determined



	

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

3. Matters Arising

4. Other business

5. Other business for information

6. Any other business


The meeting closed at 6:10pm
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