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	Committee:
	Central Health and Disability Ethics Committee

	Meeting date:
	25 May 2021

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



	Time
	Item of business

	11.30am
	Welcome

	11.45am
	Confirmation of minutes of meeting of 27 April 2021

	12.00pm
	New applications (see over for details)

	12.00-12.25pm
12.25-12.50pm
12.50-1.15pm
1.15-1.30pm
1.30-1.55pm
1.55-2.20pm
2.20-2.45pm
	 i 21/CEN/127 Helen W/Peter
  ii 21/CEN/128 Sandy/Patries
  iii 21/CEN/129 Helen W/Julie
Break (15 minutes)
  iv 21/CEN/130 Sandy/ Peter
  v 21/CEN/131 Sandy/Julie
  vi 21/CEN/132 Helen W/Patries

	2.45pm
	Meeting ends




	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  
	 

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

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

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

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

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

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

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


 

Welcome

The Chair opened the meeting at 11.30am and welcomed Committee members, noting that apologies had been received from Dr Cordelia Thomas and Ms Helen Davidson.

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 27 April 2021 were confirmed.





New applications 

	1  
	Ethics ref:  
	21/CEN/127

	 
	Title: 
	The DESyne BDS Plus Randomised Clinical Trial

	 
	Principal Investigator: 
	Dr Mark Webster 

	 
	Sponsor: 
	Elixir Medical Corporation

	 
	Clock Start Date: 
	13 May 2021



Dr Mark Webster and Ms Mandy Fish were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of Study

1. The purpose of this study is to confirm the performance and safety of the DESyne BDS Plus Drug Eluting Coronary Stent System as compared to a market approved drug eluting (releasing) stent, the DESyne X2 Novolimus Eluting Coronary Stent System. Both of these systems are stents with medicine that is slowly released.

Summary of resolved ethical issues 

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

2. The Committee requested clarification on the process of obtaining participants’ consent and carrying out the stent procedure. The researchers stated that an angiography is undertaken, and depending on the findings, they plan to do the procedure either at the same time or at a later date. For this type of study, the researchers stated they would obtain consent provisionally before proceeding, assuming that the stent is a suitable intervention. If stenting is not suitable, the process stops at that stage. The researchers also stated that they will look at the clinical inclusion and exclusion criteria before approaching patients who might be more suitable.
3. The Committee asked if there will be some participants who will provide consent but ultimately not be part of the research. The researchers confirmed this.
4. The Committee asked whether participants, who are already on anticoagulants, would have their dosage automatically reduced if they are to undergo stenting for this study. This is because the stent will include additional anticoagulants. The researchers stated that patients who are already on anticoagulants will not be included in the study.
5. The Committee requested clarification of whether the study includes a sub-study. the researchers clarified that there are two sub-studies. A sub-study on follow up of invasive imaging and a pharmacokinetic sub-study.
6. The Committee noted that two peer review documents were submitted. One document was of low resolution and not legible. The researchers clarified that there was an issue when scanning the document. The two documents are the same; however, the legible document is just missing the reviewer’s signature.

Summary of outstanding ethical issues

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

7. The Committee noted that the researchers did not submit separate Participant Information Sheets for the two sub-studies as these are covered in the original Consent Form. The Committee was satisfied with this approach; however, asked whether participation in the two sub-studies is optional. The researchers confirmed that participants can still enrol in the study without agreeing to the sub-studies. Please make this clearer by capitalising ‘OPTIONAL’ in the part of the Participant Information Sheet that mentions the sub-studies.
8. The Committee asked whether the sum of $7 million is the per claim or aggregate limit. The Committee requested that the researchers clarify this, noting that if the aggregate limit is $7 million this sum may not be enough. 
9. The Committee noted that the Participant Information Sheet does not clearly state where data will be held. The Committee requested more information about what identifiable data will be stored at the different hospitals, what it means if data is de-identified, and where de-identified data will be stored by the sponsor overseas. The Committee requested that the researchers also incorporate this information into the Protocol or a separate Data Management Plan. For guidance, please refer to the HDEC Data Management Plan template.

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

10. Please include page numbers in the Participant Information Sheet.
11. Please include a cultural paragraph in the Participant Information Sheet because information will be sent overseas. Please also include this in a Data Management Plan or as part of the Study Protocol. International law may not grant the same protections as in New Zealand. Further, participants may hold beliefs about a sacred and shared value of all or any information. The cultural issues associated with sending information overseas and/or storing information should be discussed with family/whānau as appropriate. 
12. Please include a separate point in the Consent Form that clearly states scan results will be sent overseas as de-identified data.

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 provide a Data Management Plan to ensure the safety and integrity of participant data. This can be a standalone document or incorporated as part of the Study Protocol (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.15).  

After receipt of the information requested by the Committee, a final decision on the application will be made by Mrs Helen Walker and Dr Peter Gallagher.


	 2  
	Ethics ref:  
	21/CEN/128 

	 
	Title: 
	ECHO: Examining congenital heart outcomes 

	 
	Principal Investigator: 
	Dr Simone Watkins 

	 
	Sponsor: 
	University of Auckland 

	 
	Clock Start Date: 
	13 May 2021



Professor Frank Bloomfield and Dr Simone Watkins were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of Study

1. The purpose of this study is to gather information that will help the researchers understand what factors may contribute to differing outcomes by ethnic group in babies born with serious heart conditions in New Zealand. By participants contributing their stories and opinions, the researchers hope to build a better picture of the journey that whānau experience when they receive a diagnosis of critical Congenital Heart Disease (CCHD). The researchers hope to use this information to inform future health systems and processes to improve health equity outcomes for all. 

Summary of resolved ethical issues 

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

2. The Committee noted that the study consists of two parts: quantitative and qualitative. For the qualitative part, the researchers will carry out data linking and obtain data on the number of children who are born with CCHD, their ethnicity, the severity of CCHD, the treatment pathways they have gone through, and the outcomes of those pathways. The researchers confirmed this.
3. The Committee noted that there is a Patient Information Sheet for whānau/caregivers who the researchers want to interview at a later date but the researchers want a waiver of consent for the data linking part of the study. The researchers confirmed this. 
4. The Committee noted that the researchers will interview whānau/guardians approximately 6 weeks after a CCHD diagnosis. The interview is about a sensitive matter and during a difficult time for whānau/caregivers. The Committee asked if the researchers have any support in place for participants during the interviews. The researchers stated that the research team has extensive experience in having difficult and sensitive conversations with whānau/caregivers. If interviewees experience difficulty, there is an option to close the discussion at that time and give them the opportunity to return later if they wish. The researchers are not proposing to be direct providers of counselling support. However, they will have a list of support contacts available, including organisations and counsellors that participants can be referred to for professional counselling.
5. The Committee noted that there are four ethnic groups involved in the study. The Committee queried whether there will be interpreters available for all four of these groups. The researchers stated that interpretive services will be available which should offer some form of cultural support as there will be someone from the participant’s ethnic group who understands their language. The researchers also stated that of the interviewers, Dr Watkins and Dr Teuila Percival are Pasifika, and Professor Sue Crengle is Māori. The researchers acknowledged that they do not have an interviewer of South Asian or Asian origin. This is partly due to resource and availability; however, Dr Kim Ward is a trained and practising nurse who has a lot of experience in qualitative research in clinical settings and she will cover the other ethnic groups. An interpreter will be offered for all groups should they need it, particularly because complex topics and emotions will be discussed. The researchers will also fully explain to the participants, the benefits of having an interpreter. 
6. The Committee requested clarification on the use confidential data and National Health Index (NHI) numbers as identifiers. The researchers clarified that participants’ NHI numbers will be the universal identifiers but not attached to the study data. The NHI numbers will be stored separately and only the researchers will have access to this information for verification purposes. A separate key will be used to link NHI numbers with study numbers. 
7. The Committee noted that some participants will be recruited from outside of Auckland; however, most aspects of the study are conducted in Auckland. The researchers stated that many services for the participant population are provided at the cardiac centre in Auckland. Whānau/caregivers will also be offered the option to be interviewed in person. If they choose this and they are based outside of Auckland, the researchers will travel to their homes. The researchers have a grant from the Health Research Council that will support this plus a budget for interviewers to travel around New Zealand.
8. The Committee asked what the researchers plan to do if a COVID-19 lockdown/travel restrictions are announced. The researchers stated that if a lockdown is in place, they will offer interviews via Zoom or wait until the lockdown is lifted. The researchers also noted that the interviews should ideally be done in person given the nature of the discussion.
9. The Committee noted that 10 specialists will also be interviewed. The Committee asked what types of questions the researchers intend to ask the specialists and whether these would disclose information about specific families. The researchers stated that they will not ask specialists questions about specific families. The questions will be general and draw information about the types of factors that specialists identify from whānau/caregivers that impact the way they offer choices and counselling to those whānau/caregivers.
10. The Committee noted that the researchers intend to send interview transcripts to participants via email or memory stick. The Committee asked if researchers will check whether participants have access to a computer and internet. The researchers stated they could print transcripts for these participants. 
11. The Committee discussed risk of stigmatisation of participants. The Committee noted the potential for third parties such as the media, to misrepresent the research about specific participant populations, such as Māori and Pasifika. The researchers stated that they are not focusing on victim-blaming or identifying any wrongdoing of the participants themselves. The researchers are wanting to look at the system to see if it is currently set up for Māori, Pasifika, and other ethnicities. The researchers also stated they have professional media and communications advisors who they will consult with to minimise risk of stigmatisation when publishing the study. As a result of the discussion, the Committee noted that the researchers are aware of and have considered the risk of stigmatisation. The Committee commended the researchers for the study.
12. The Committee asked whether the researchers will explore whether participants have attended pre-natal and post-natal appointments, and the barriers involved. The researchers confirmed that they will look at attendance rate at those appointments. They will ask whānau/caregivers about their perception of barriers with regards to the appointments. They will also ask specialists about this. The researchers will then use the information identify ways to improve the services and support whānau/caregivers better.

Summary of outstanding ethical issues

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

13. The Committee referred to page 2 of the Participant Information Sheet, under the heading ‘What will my participation in the study involve?’. The Committee noted that the timeframe for interviews is not clear. The researchers stated that participants will be contacted 6 weeks after a CCHD diagnosis for the initial interview. The second interview will happen after either a decision has been made following diagnosis or if participants have experienced a treatment pathway option. The researchers also stated that they want to understand perspectives both before and after the baby’s birth. The Committee requested that the researchers make this clearer in the Participant Information Sheet.
14. The Committee referred to p.4.1. of the application where the researchers refer to Te Tiriti o Waitangi. The Committee requested that the researchers note for future applications that it is better to include statistics for this section. If there are no statistics, please state or explain that these are not available. 
15. The Committee referred to p.4.2 of the application. The Committee stated that when considering cultural issues for Māori, whakamā is a main concept and the researchers have not included it. Please keep this in mind when amending documentation for this application and for future applications.

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

16. Please include page numbers, a footer, and document version information in the Participant Information Sheet.
17. At page 1 of the Participant Information Sheet, please amend the wording to make it clear that a decision not to participate in the study will not affect the care ‘you and your child’ receive. Currently, the statement implies that only the mother’s care will not be affected.
18. At page 2 of the Participant Information Sheet, please provide an indication of the types of topics and questions that will be discussed in the interviews.
19. At page 4 of the Participant Information Sheet under the heading ‘Rights to Withdraw Your Information’, please use the relevant wording from the Consent Form instead. This will clarify that if participants withdraw from the study, they understand that the information collected about them up to the point when they withdraw may continue to be processed.
20. Please include Pasifika and Asian contact persons at the end of the Participant Information Sheet.
21. Please amend the Consent Form to make clear that information about both the parent and child will be collected and processed. Please state ‘me and my child’ where relevant.

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).

After receipt of the information requested by the Committee, a final decision on the application will be made by Mrs Sandy Gill and Dr Patries Herst.
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	Ethics ref:  
	21/CEN/129 

	 
	Title: 
	BTX.1702.111- A trial of BTX 1702 in patients with Papulopustular Rosacea  

	 
	Principal Investigator: 
	Professor Marius Rademaker

	 
	Sponsor: 
	Botanix Pharmaceutical Limited

	 
	Clock Start Date: 
	13 May 2021



Professor Rademaker and Ms Reenu Arora were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of Study

1. This study will test a potential new treatment for rosacea called BTX 1702. The sponsoring Company (Botanix Pharmaceuticals Ltd) is developing BTX 1702 as a topical treatment for rosacea. BTX 1702 contains a synthetic product called cannabidiol. The purpose of this study is to investigate how safe and tolerable BTX 1702 is compared to a placebo gel when it is applied two times a day for a period of 56 days. The placebo gel does not contain any active ingredient. 


Summary of resolved ethical issues 

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

2. The Committee referred to images on the advertisement banner of a person holding a mirror to their face and others of people hiding their faces. The Committee noted it is difficult to understand that rosacea is the issue based on the images where faces are being hidden. The Committee also queried whether these images and the type of message they convey are appropriate. While the Committee was not opposed to the current images, it suggested that the researchers reconsider the use of the hidden faces where it is the only image provided on a banner advertisement.
3. The Committee referred to page 4 of the Participant Information Sheet and queried whether the researchers will have any input in the participants’ regular healthcare. The researchers stated that they inform participants’ general practitioners (GPs) of results if there are any clinically significant issues. However, there is no plan to make any specific standard healthcare recommendations during the study unless it is the result of an adverse reaction. 
4. The Committee asked if the researchers will contact a participant’s GP if they are not suitable through screening, to ensure their regular healthcare continues. The researchers stated they will recommend that participants see their ordinary GP for regular care. However, it is up to participants to decide if they want the researchers to write to their respective GPs with any recommendations.
5. The Committee queried whether the researchers expect a long-term benefit of the treatment or if it will only be effective for the duration of its use. The researchers stated the likelihood is that the treatment will only work during its use. The researchers also stated that if there is a good response to treatment there is currently no option for participants to continue use after the study.
6. The Committee asked if the researchers expect the treatment to work similarly to if it were applied orally. The researchers confirmed this and explained that cannabinoids have been demonstrated to have several anti-inflammatory effects and applied to pilot studies for atopic eczema, acne, rosacea. The treatment for this study is a gel and contains a slightly higher concentration of cannabidiol so the researchers hope it will be effective.
7. The Committee noted that the researchers provided a Participant Information Sheet for pregnant participants/their partners. The Committee explained that this document will be addressed only if a participant/partner becomes pregnant. In this situation, the researchers will need to submit this as an amendment to the study application. There will also need to be a Participant Information Sheet specific to the individual, not a generalised document.

Summary of outstanding ethical issues

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

8. The Committee referred to page 15 of the Participant Information Sheet. The Committee requested that the researchers provide more detail about what personal information will be collected from participants (i.e. age, sex, and ethnicity). Please also clearly state that it will not be identifiable personal information and that the information will be de-identified and held by Botanix Pharmaceuticals Ltd and its authorised representatives.
9. The Committee noted that more detail should be included in regarding information that stays in New Zealand and information that will be sent overseas. This information can be incorporated into the Protocol or a separate Data Management Plan. For guidance, please refer to the HDEC Data Management Plan template.
10. The Committee referred to p.4.2 of the application where the researchers refer to ‘Article 2’. The researchers stated that this was in reference to Article 2 of Te Tiriti o Waitangi. The Committee requested that this be removed because Article 2 is not relevant to the study. The researchers are also minded that future reference to Te Tiriti o Waitangi should only be used when relevant and to ensure it is used correctly.  
11. The Committee noted that whakamā is a Māori concept relevant to this study but not currently included in the documentation. The Committee requested inclusion of whakamā in the documentation as this concept covers feelings of embarrassment and shame, which are relevant to participants who have rosacea. The Committee also recommended that the researchers familiarise themselves with whakamā to better understand the concept and its relevance. 

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

12. At page 4 of the Participant Information Sheet under the heading ‘Baseline Visit’, please replace the word ‘suitable’ with ‘eligible’ with regards to study participation.
13. At page 18 of the Participant Information Sheet, please remove the statement, ‘all research in New Zealand involving humans is reviewed by an independent group of people called a Health and Disability Ethics Committee’. This statement is incorrect. 
14. The Committee noted that in the Participant Information Sheet, the researchers stated possible termination of the study for commercial reasons. The Committee informed the researchers that in New Zealand, studies cannot be terminated for commercial reasons. Please remove this statement.
15. Please review and edit the Participant Information Sheet to remove repetition of content. 
16. Please include a data overseas provision in the Consent Form.
17. Please remove reference to ‘serious adverse events’ and just state ‘adverse events’ instead in the Consent Form. 
18. Please review and edit the Consent Form to ensure language is participant-friendly and consistent. For guidance, please refer to the HDEC template and adapt the Consent Form to the study using the HDEC template language. 
19. Please review and edit the Consent Form to rephrase “obliged to secrecy” to be reflective of the HDEC template statement. Rephrasing to refer to confidentiality obligations may be more appropriate. 

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 Mrs Helen Walker and Ms Julie Jones.


	4  
	Ethics ref:  
	21/CEN/130

	 
	Title: 
	Remote Patient Monitoring Study

	 
	Principal Investigator: 
	Mrs Ruth Kibble

	 
	Sponsor: 
	South Canterbury District Health Board

	 
	Clock Start Date: 
	13 May 2021



Mrs Ruth Kibble and Ms Kera Baker 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 aim of this study is to identify potential targets (patient populations, parameters, and interventions) that have benefitted from the addition of biosensor-based monitoring for subsequent research, with a view to enable proactive clinical intervention to prevent patient deterioration.

2. The key objectives of this study are to:
a. To examine whether the application of bio-based monitoring technology could improve quality of life through, but not limited to, a reduction in falls and potential avoidance of hospitalisation;
b. To understand whether patient/whānau anxiety can be reduced through the monitoring key parameters such as skin temperature, heart rate, respiratory rate, gait analysis, body position, activity levels, falls detection, sleep and coughing frequency; and
c. To understand whether bio-based monitoring technology can better inform clinical decisions through the provision of additional clinical grade data to enable earlier intervention to prevent patient deterioration.

Summary of resolved ethical issues 

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

3. The Committee requested clarification of what the study focus is about. The researchers stated that it is the disruption to the model of care using a biomonitoring device and whether, through earlier identification of key parameters, people can avoid needing higher levels of intervention or care.   
4. The Committee asked whether participants for this study have already been identified. The researchers stated that the potential study cohort has been limited to people over 65-years-old who have undergone a needs-assessment. These people are likely to be requiring care at home, but they have not got significant dementia. They may have some cognitive decline, but this is not significant, so they are able to provide informed consent. They will not be acute patients. From the potential study cohort, they have not confirmed who will be participants yet.
5. The Committee asked whether the participants already have the biomonitoring devices. The researchers stated that participants do not have the device yet because they have not obtained ethics approval for the device yet. The researchers are currently going through the final procurement and selection process and will then get ethics approval before starting. 
6. The Committee asked where the information gathered by the device goes and who will receive this information. The researchers stated that the information will go into a cloud-based system that the researchers will access and monitor. 
7. The Committee noted that the researchers intend to interview friends/whānau of participants. The researchers confirmed this and Ms Kera Baker (Associate Director of Māori Health, South Canterbury District Health Board) stated she has met with kaumātua and mana whenua from the local Arowhenua Marae and Waihao Marae for this study. Ms Baker advised that the kaumātua are on board and looking forward to the study. Two candidates she spoke with will be participants, a kaumātua from Waihao Marae, and a wāhine from Arowhenua Marae. Both candidates fall into the category the researchers are looking at for the study.
8. The Committee noted that from the questionnaires, the researchers may identify that a participant is anxious or experiencing negative thoughts/feelings about their health. The Committee asked the researchers if they have a plan for these participants. The researchers stated that they have already undertaken a comprehensive assessment through the needs-assessment of participants, which covered several areas including participants’ own view of their health. If a participant becomes anxious during the study, the researchers will have an open conversation with the participant and clinical team to closely monitor the participant for any adverse impacts or consider their withdrawal from study.
9. The Committee asked the researchers to explain what the ‘SCDHB RPM Market Scan’ document is and how it will be used. The researchers stated that they will not be using this document for participants. it was included to provide reassurance to the Committee and funders that they have undergone an extensive device selection process. 
10. The Committee referred to page 7 of the Participant Information Sheet. The Committee noted that BioIntelliSense, who will host the information overseas, will be compliant with all relevant New Zealand legislation and regulations, including the Privacy Act 2020. The Committee asked the researchers to clarify if this statement is accurate. The researchers stated that a lot of work has been done with BioIntelliSense to satisfy New Zealand legislation.

Summary of outstanding ethical issues

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

11. The Committee requested clarification about whose consent will be obtained with regards to interviewing friends/whānau. The researchers stated that it will be the patient participant’s consent and that of friends/whānau. The Committee recommended that patient participants nominate the potential interviewees themselves. The Committee requested that the researchers include this information in the Consent Form and on page 2 of the Participant Information Sheet. Please also provide a separate Participant Information Sheet for friends/whānau who will be interviewed. This separate document will explain to friends/whānau what they are being asked to do and why, and to confirm that they have been nominated to speak about the patient participant’s situation.
12. The Committee noted that future research may be undertaken using the data from this study. The Committee asked if this would only be for similar future research. The researchers confirmed this and stated they may submit another ethics application in future for remote monitoring of extended patient user groups. This would involve data linking with the current study. The Committee requested that the researchers provide more detail about this in the Participant Information Sheet so that participants know what their data may be used for in future.
13. The Committee requested clarification on who the sponsor is. It is currently unclear who has actual responsibility for the study and who will own and manage the data. Please clarify and make this consistent across the documentation.
14. The Committee noted that at page 6 of the Participant Information Sheet, it states that Ernst & Young will receive participants’ National Health Index (NHI) numbers. The researchers stated that this is incorrect. Ernst & Young will receive de-identified information in the form of the participant’s study number. Please amend this statement.
15. The Committee referred to p.4.1 of the application. The researchers stated that, in their recent Health Needs Assessment, Māori have been shown to access the Emergency Department at a higher rate than non-Māori. The Committee commended the work done by the researchers to include the Māori community into this study. The Committee also requested that the researchers use statistics for p.4.1 in future applications. 

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

16. Please simplify the information in the Participant Information Sheet about use of the device. This could be one page including pictures and information about how to put on the device and how often.
17. Please state in the Participant Information Sheet that the participant will need to consent to the researchers contacting their general practitioner (GP)/current provider. This is currently only stated in the Consent Form. 
18. At page 2 of the Participant Information Sheet, please remove the statement, ‘This study is a first in New Zealand to trial the ability of wearable technology in a home-based setting’. This statement is incorrect. 
19. At page 2 of the Participant Information Sheet, please clarify why the device is applied for a minimum of 3 days. Please explain what is involved and when, including the size of the device. Please include information from the ‘Instructions For Use’ document in the Participant Information Sheet. 
20. Please provide the ‘attached diagram’ referred to on page 2 of the Participant Information Sheet as this is currently not available.
21. At page 3 of the Participant Information Sheet, the Committee noted that it is good to include a risk profile. However, please make this more participant-friendly and use plain language, otherwise this table should be removed. Please also use the same text font for consistency. 
22. At page 5 of the Participant Information Sheet, please amend the content under the heading ‘What are the possible benefits of this study?’. Please explain that there ultimately may not be any potential benefits to participants in the study.
23. At page 7 of the Participant Information Sheet, there is reference to ‘coded/identifiable’ information being sent overseas. Please amend this to state ‘de-identified information will be sent overseas’. 
24. Please remove the ‘yes’ and ‘no’ tick boxes from the Consent Form for all statements that are not truly optional, i.e. those where a participant could select ‘no’ and still participate in the study. 

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 Mrs Sandy Gill and Dr Peter Gallagher.
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	Ethics ref:  
	21/CEN/131 
	 

	 
	Title: 
	The PACE Trial 
	 

	 
	Principal Investigator: 
	Dr Giuseppe Sasso 
	 

	 
	Sponsor: 
	The Royal Marsden NHS Foundation Trust 
	 

	 
	Clock Start Date: 
	13 May 2021 
	 



Amy Tong and Sophie Goodger 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. This study is designed to determine whether hypofractionated stereotactic body radiotherapy (SBRT) has the potential to achieve equivalent tumour control compared with conventional radiotherapy while reducing radiation to normal tissues (bladder, rectal and penile bulb) and minimising radiation-induced side effects.

Summary of outstanding ethical issues

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

2. Please upload the professional indemnity for the CI.  

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

3. The Committee noted in addition to the statement on page 12 "In accordance with UK data protection law the information you choose to share as part of this study will be used for scientific research undertaken in the public interest." please state that New Zealand law also applies. 
4. As this study is covered by ACC, please correct the statement on page 12 that the sponsor will receive identifiable information to assess a claim. 
5. Please make it clear on page 12 that only de-identified data will be shared. In addition, please state that the data is being sent overseas, therefore the laws of that country will apply at that stage. UK law is mentioned but this could be clarified as to why further.
6. Please ensure the date for how long information will be stored is correct on page 14. 
7. On page 15, please amend “you wish to complain” to “you wish to make a complaint”
8. In the CF, please clarify/amend as needed the statement “This may include sharing anonymised scan images with industry partners." if anonymised data is not being used. If it is, a section will need to be added to the PIS. 
9. On page 18 the font changes size, please amend for consistency. 

Decision 

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

· Please address all outstanding ethical issues raised by the Committee
· Please update the Participant Information Sheet and Consent Form, taking into account the suggestions made by the Committee.
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	Title: 
	Do micronutrients cause micronutrient-drug interaction? 
	 

	 
	Principal Investigator: 
	Dr Ben Beaglehole 
	 

	 
	Sponsor: 
	University of Otago 
	 

	 
	Clock Start Date: 
	13 May 2021 
	 


 
Ben Beaglehole 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. This study investigates broad spectrum micronutrient-drug interactions using standard drug-interaction methodology.  This involves consuming a ‘drug cocktail’ containing 5 medicines, each metabolised by different enzyme pathways, and testing drug levels in the blood for 8 hours afterwards. The 'drug cocktail' and testing is done before and after two weeks of regular daily micronutrients in healthy volunteers.  

Summary of resolved ethical issues 

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

2. The Committee queried if the intervention is representative of the type of medications given for mental illnesses. The researcher confirmed that each of the five medicines are an archetype that have a well-known enzyme pathways in the liver that detoxifies them. Most of the psychiatric medications commonly used fit one of these archetypes in the “cocktail”. 

Summary of outstanding ethical issues

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

3. The Committee noted that the advertisements were not provided with the application. Please upload these. 

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

4. The Committee noted that too much information is missing overall. The Committee recommended the Researcher adapt the PIS template available on the HDEC website. Use of the template is not mandatory but is a helpful guide to refer to when addressing the below concerns for detail and wording.
5. Please add version and date number in a footer 
6. On page 1, please amend the eligibility statement to state “do not have health related issues.” 
7. Under risks put the paragraph currently on page 4 abut contacting the emergency department in case of severe side effects. 
8. Under benefits, please state that there will be no direct benefit to the participants as these are healthy volunteers.
9. Please explain where the testing of blood will occur. 
10. Please explain how long data will be kept, who has access, if the data is de-identified and how this is done, and who has access to identifiable information. 
11. Please use the latest ACC statement from the HDEC PIS template. 
12. Please include more information about what will happen to participant data.
13. Please state that participants will not be able to be identified from any publications. 
14. Add Māori Cultural support contact number. 
15. The statement "You may also like to think about the direct benefits that this research will have for yourself, your whānau and for Māori as a people. " was noted that the research hasn’t been done so there are no benefits to think of, and this could be putting pressure on people to participate and should be removed or rephrased. 
16. No information about what the participants will receive as part of the study. Please provide more information about the micronutrients.
17. Add an optional point in the Consent Form about getting a lay summary of the results.
18. Point 9 of the Consent Form has a cut-off sentence. Please amend. 

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 upload any advertisements being used for recruitment. 
· [bookmark: _Hlk35422715]Please update the participant information sheet and consent form, taking into account feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).  

After receipt of the information requested by the Committee, a final decision on the application will be made by Mrs Helen Walker and Dr Patries Herst. 



General business

1. The Committee noted the content of the “noting section” of the agenda.

2. The Chair reminded the Committee of the date and time of its next scheduled meeting, namely:

	Meeting date:
	22 June 2021, 11:30 AM

	Meeting venue:
	ONLINE - Zoom Meeting



3. Review of Last Minutes

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

The meeting closed at 2.45pm
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