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		Minutes





	Committee:
	Central Health and Disability Ethics Committee

	Meeting date:
	23 March 2021

	Meeting venue:
	ONLINE - Zoom Meeting



	Time
	Item of business

	11.30am
	Welcome

	11.45am
	Confirmation of minutes of meeting of 23 February 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
2.45-3.10pm
3.10-3.25pm
3.25-3.50pm
3.50-4.15pm
4.15-4.40pm
4.40-5.05pm
	 i 21/CEN/66 
  ii 21/CEN/74 
  iii 21/CEN/75 
 Break (15 minutes)
  iv 21/CEN/76 
  v 21/CEN/77 
  vi 21/CEN/78 
  vii 21/CEN/79 
 Break (15 minutes)
  viii 21/CEN/80 
  ix 21/CEN/81 
  x 21/CEN/82 
  xi 21/CEN/84 

	5.05pm
	Meeting ends




	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

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

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

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

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

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

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

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


 

Welcome
 

The Chair opened the meeting at 11.30am and welcomed Committee members, noting that apologies had been received from Peter Gallagher. 


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 23 February 2021 were confirmed.




New applications 


	 1  
	Ethics ref:  
	21/CEN/66 

	 
	Title: 
	Pharmacogenetics in Primary Practice 

	 
	Principal Investigator: 
	Dr Simran Maggo 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	12 March 2021 


 
Simran Maggo 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 project will explore the value of introducing pharmacogenetic testing in a New Zealand Primary Care setting, with a specific focus on medications used in the management of mental health conditions such as depression and anxiety.

Summary of resolved ethical issues 

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

2. The Committee stated that majority of the issues raised by the previous declined submission has been addressed since.

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 requested to see the information sheet for the tissue bank used as part of this application to adequately explain this to the participant.
4. The Committee stated that a cultural issue not stated is the whakamā for the need for medications from society and the individual. The Committee requested this is taken on board as this may affect participant’s willingness to complete questionnaires. 

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

5. Please clarify who pays for the study in the participant information sheet with a line explaining that this is researcher-funded currently.
6. Risks/Benefits does not mention potential benefits. Genetic testing does provide some benefits.
7. Please ensure nothing new is first raised in the consent form without being explained in the information sheet i.e. access to data by auditors of HDEC should be raised under who 
8. Please remove the optional tick box for saliva samples and questionnaires as they are not truly optional to participate. It can be noted in the information sheet that answering all questions on the questionnaires are optional if any make the participant uncomfortable or they do not want to.
9. The HDEC contact numbers are at the end of the information sheet, remove the double reference. Please also put the statement that the ethical aspects of the study are approved by the Central HDEC near the end of the information sheet.
10. Please broaden the statement around “identical twins” to also include other multiple-identical siblings.

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.




	 2  
	Ethics ref:  
	21/CEN/74 
	 

	 
	Title: 
	Wearing your Continuous Glucose Monitor on your sleeve 
	 

	 
	Principal Investigator: 
	Dr Shekhar Sehgal 
	 

	 
	Sponsor: 
	University of Otago 
	 

	 
	Clock Start Date: 
	11 March 2021 
	 


 
Shekhar Sehgal and Ben Wheeler 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 is a Randomized Cross Over Trial Investigating the impact of Smart Watch Integrated Do-it-yourself (DIY) Continuous Glucose Monitoring on Fear of Hypoglycemia in Adults with Type 1 Diabetes.

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 there are reproductive risks with the device. The researcher clarified that this kind of device and what is involved is not best-practice and pregnancy is an exclusion criteria.
3. The Committee queried if the technology used is already validated. The researcher confirmed that the device is already publicly available and used. If the technology has a fault, there are fall-back methods that patients will have.

Summary of outstanding ethical issues

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

4. The Committee requested that the patient-identification number is only used for storing data on the cloud-based server to ensure only de-identified information is stored there. Please also outline this in the information sheet.
5. With reference to the University of Otago insurance applying if ACC does not cover any injury, it is stated very emphatically that Otago University’s clinical trial insurance would apply. The Committee asked for clarification if this is a “may” and not definite cover. The researcher responded that this does not cover device malfunction. The Committee requested that this is stated in the information sheet as “may” apply rather than “would” apply. 
6. The Committee stated that due to the use of questionnaires that ask about depression, a protocol must be in place to follow-up with a participant and refer them on for help if their responses indicate significant distress. Please also detail this in the information sheet. The Committee further requested to ensure responses that indicate this are flagged as early as possible automatically. 
7. The Committee requested a current insurance certificate as the one submitted has since expired. 
8. The Committee stated that the researchers would benefit from a separate data management plan to ensure management of cloud data is clearly documented. Please refer to the HDEC template for use and guidance (https://ethics.health.govt.nz/updates/new-templates-datatissue-management-plans) 
9. The Committee noted that the number key for DTSQ (Yes -No etc) do not align with the numbers and to ensure this is corrected.
10. The Committee stated that question number 6 of DDS, there is a word missing. Please correct this.


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

Main Participant Information Sheet: 
11. The Committee noted that the information sheet layout is not cohesive and doesn’t flow and is missing sections. Please check the HDEC template for guidance on layout (https://ethics.health.govt.nz/guides-templates-forms-0/participant-information-sheet-templates), taking into account the below specific suggestions made by the Committee.  
12. Second sentence of information sheet could be written in plainer English i.e. This device converts the FreeStyle Libre system flash glucose monitoring system (FGM) into a continuous glucose monitoring system (CGMS). 
13. Found the first two paragraphs in the section on purpose of the study on page two very difficult to follow. Lots of reference to different devices, apps, accounts. Please amend to ensure target audience will understand.
14. The Committee requested to make it clearer what procedures are involved in the study. The information that would normally be included under the template heading ‘What will my participation in the study involve?’ appears to be missing. Risks section on page 4 talks about needle being inserted, under the heading related to sensor use. Section relating to screening on page 3 it says “At your screening visit you will have several assessments, which are explained in more detail below” – but they are not explained below, and there is no explanation of what tests will be done during the trial period and how often the participant needs to present for those assessments/questionnaires. The Committee recommended inclusion of a clear table of scheduled visits, questionnaires and assessments. 
15. If there are reproductive risks, state these clearly.
16. If there are other tests being taken, how are the results of that stored and used, where are they analysed etc, these are not currently covered in the information sheet, but is brought up only in the Consent Form. All items raised in the consent form must be explained in full in the information sheet first and is made clear in the consent form i.e. “I consent to my blood glucose information being sent overseas” should be amended to “I consent to my blood glucose information being stored in a cloud service” etc. 
17. All of the participant data-related information should all sit under the heading “What will happen to my Information” on page 6. For example, under the heading “reproductive risks” the commentary follows on to information privacy but need a separate heading here. (bottom of page 4). Also starts talking about coded information with no explanation of what coding is or whether it is used in this case, how information is stored, who has access etc. And then moves straight to reporting side effects – and then reverts back to information about the collection of information under the compensation section at the bottom of page 5. Please refer to the HDEC template linked above for guidance on what information belongs under what section and what information is required. 
18. Please make it clear in the information sheet that the partner is being asked to be involved, seek consent to inform partner of participant’s involvement and to approach partner, and what their partner’s participation would involve.
19. Please state that standard diabetes care will continue to be provided (as per the protocol).
20. Please state how many participants will be recruited in New Zealand. 
21. Please include a table to show the 2 groups and the treatment changes. A table similar to the one in the protocol that includes the screening period would be useful.
22. Under benefits, please delete '... for free.' as it has been stated that there is no cost to the patient and that they will get to keep the device. 
23. Please delete "after the youngest study participant turns 16 years of age, then destroyed." The inclusion criteria is 16+years, therefore this is not relevant. 
24. Rights to withdraw your information header is missing on page 6.

Partner PIS: 
25. Needs updated ACC statement. Please clarify if there is the potential for access to the University’s Clinical Trial insurance. 
26.  It is unclear if information will be coded and how it will link to their partners. Please clarify this.
27. The consent form has a statement to give researchers consent to access partner’s health information without being described in the information sheet. Please amend.
28. Point in consent form about if they withdraw, the researchers will use information up to point of withdrawal, is not explained in the information sheet. Please amend. 

Decision 


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

29. Please address all outstanding ethical issues, providing the information requested by the Committee.
30. [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).  
31. Please supply a data governance plan to ensure the safety and integrity of participant data (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.15).  
32. [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 Ms Helen Davidson and Ms Julie Jones.



	 3  
	Ethics ref:  
	21/CEN/75
	 

	 
	Title: 
	The 2GO-CGM study 
	 

	 
	Principal Investigator: 
	Dr Martin de Bock 
	 

	 
	Sponsor: 
	University of Otago 
	 

	 
	Clock Start Date: 
	11 March 2021 
	 


 
Martin de Bock and Ryan Paul 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 multi-site, 3-month randomized controlled study is followed by a 3 month continuation phase where those initially randomized to routine care cross over into the Continuous Glucose Monitoring intervention. 

Summary of resolved ethical issues 

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

2. The Committee commended the researcher’s response to p.4.1 for inclusion of statistics and impact on Māori.


Summary of outstanding ethical issues

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

3. After it was confirmed with the researchers that it was standard practice that patient-identification number is only used for storing data on the cloud-based server to ensure only de-identified information is stored there, the Committee requested that it is made clear in the protocol and information sheet 

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

4. Please specify that the University insurance coverage “may” apply, not “will” apply.
5. PIS It would be useful to put the table with visits and what happens during each visit (from the protocol) in the PIS as a summary. 
6. Contraceptive advice: the Committee requested the reason for pregnant people not participating in the study is just because there is no approval for use of it in pregnant people.  
7. Page 6: “stored for at least 10 years after the youngest study participant turns 16 years of age”; remove this as only people 16 and over can take part in the study. 
8. On Page 7, please clarify what information is sent overseas and to who and in what form it is sent and stored. 

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.


[bookmark: _GoBack]
	 4  
	Ethics ref:  
	21/CEN/76 
	 

	 
	Title: 
	A Study to Evaluate the Effectiveness and Safety of Vedolizumab Research Medicine in Young People with Ulcerative Colitis 
	 

	 
	Principal Investigator: 
	Dr Stephen Mouat 
	 

	 
	Sponsor: 
	PPD Global (NZ Branch) 
	 

	 
	Clock Start Date: 
	11 March 2021 
	 


 
Stephen Mouat and Pallavi Wyawahare were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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


Summary of Study

1. In this study, vedolizumab is being used to determine whether the study drug successfully treats UC in the pediatric population. This study assesses the safety of vedolizumab when given intravenously at 2 dose levels (high and low) for different weight groups in pediatric (children) population. 

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 death is an outcome in children with this sort of disease. The researcher responded that this is extremely rare and there is no increased risk of this in the study. 
3. The Committee queried the underdosing of the older group compared to children. The researcher clarified that in paediatrics, higher doses are given due to increased metabolism, so older groups are not underdosed.
4. The Committee stated that the pregnancy information sheet is not approved as part of the application and can be submitted by amendment if the occasion for it arises. The Committee did note that the pre and post-birth consents need to be separated as a parent cannot consent for an infant’s health information until after they are born.
5. Under p.4.1, the Committee noted that this question relates to how the subject of the study affects Māori (such as statistics or that this is unknown) and to bear this in mind for future applications. 

Summary of outstanding ethical issues

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

6. The Committee noted that the questions in questionnaires are not all age appropriate and recommended putting age brackets on the questionnaires. 
7. The patient card talks about Antivio but this is the first place this name is mentioned. Please ensure this drug name is used within the information sheet.
8. The Committee noted that information must be held for 10 years past when the participant turns 16. The Committee stated that participants who turn 16 during the course of the research should be able to reconsent. Please create a re-consent participant information sheet/consent form. The adult information sheet can be used and adapted for this purpose. 
9. The Committee queried if it is possible for the recruitment to be performed by someone who isn’t their senior treating clinician (such as a nurse) as this could minimise discomfort in saying no. 
10. The Committee noted for future to please include evidence of GCP training on the CV to meet Standard 9.2.a. 


The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
All
11. [bookmark: _Hlk68638846]The Under-6-year-old and 6-11-year-old information sheets are too long and complicated for the age groups. The Committee recommended shifting up the age groups and modifying each PIS to be fit for purpose for the new age group (remove the under 6-year-olds PIS, use the current under 6’s PIS level of detail for the 6-11-year-olds and use the 6-11-year-olds PIS for the 12+ year-old) as these are more appropriate levels of information for the age groups. 
12. The Committee noted in the 6-11-year-old a tick-box for their period which may be inappropriate. In addition, the Committee stated that to draw attention to that this information needs to be brought to the researcher’s attention in the case of participants starting their period during the course of the study. Questions should not be included within the Participant Information Sheet, only in the consent form. 
13. Please check the page numbering on all information sheets.
14. Please review for typos, missing words or grammatical errors.
15. Please ensure any procedures that are additional to their standard of care are highlighted. 
16. Please ensure yes/no tick boxes are only used if the statement is truly optional (i.e. that a person could still participant if they answer no)
17. Please reword the statement “no one will be upset if you say no” to rephrase that the study team or doctors won’t be upset. 
18. Please ensure all under 16 information sheets have an age-appropriate cultural statement/acknowledgement as well as standard contact numbers
19. Please ensure assents include some information that data and samples are being sent overseas.
20. Please ensure no yes/no questions are asked in the body of the information sheet. 

Adult/Parent PIS
21. Please remove statement that HDEC reviewed the study for safety as that is incorrect. 
22. In the section on notifiable diseases, please ensure New Zealand consistent terminology and references are made (i.e. notifiable to Medical Officer of Health)
23. Please remove statement about protocol being reviewed for safety by HDEC. 
24. The Committee noted that anti-sperm cream is not recommended as contraception in New Zealand. Please remove. 
26. Please amend the double-ups of “research” 
27. Please ensure it is made clear in all sheets that the child has the option to assent and the parental/guardian consent does not override this.
28. Please ensure consistency and clarity for terminology when referring to the “doctor”, such as if this is the study doctor, treating clinician or GP. 
29. Please give a simple explanation of how the blinded study doctor can affect the dosage. 
30. Please remove “Hispanic” ethnicity as this is not relevant to New Zealand context.
31. Please include more explicit detail about a further outbreak or lockdown as a result of COVID-19. 
32. Under heading “what is the purpose of the study”, please clarify what “UC” means and whether this is meant to be “use”
33. On page 5, please note that final assessments and follow-up after withdrawal from the study still must be done with the participants consent. Please amend.
34. The Insurance section states that the study is covered but not the participant. Please amend to clarify this, and to provide more information on expenses/claims. 

Parent PIS
35.  “You are not cooperating, or you have not followed the directions given by the study doctor.” should be amended to also include child.
36. In the consent form, amend ‘his/her may withdraw’ to ‘he/she may withdraw’
37. The Committee noted that the parents shouldn’t be made to be responsible for preventing pregnancy in their child.
38. Please ensure consistency in the consent form that they are giving consent on behalf of their child in addition to their assent.

Optional Future Research
39. The Committee noted that there is no FR assent uploaded and a parent/guardian cannot consent for the child alone. Please note that a re-consent at 16 will also be required for FR.
40. If samples are not being taken (only left-overs) and the only risk is a potential privacy breach, please review the Indemnity statement about ACC equivalence as future research doesn’t impose a risk of injury.
41. FUR refers to 'recordings' – please clarify and correct if needed. 
42. [bookmark: _Hlk68639035]Please review if this is appropriate to include for its relevance to Future Research: " Your child’s privacy will be respected at all times. You or they can ask for a same sex chaperone for health checks with the doctor. If your child is a teenager, they may prefer to talk with the doctor alone, especially if they are having sex. This information will be treated with absolute privacy." Please remove if the statement is not applicable. 
43. Please remove statement that GP will be informed.
44. Please remove the box about the interpreter. 
45. Please ensure it is made clear that left-over samples are also being sent overseas, not just data. 

Decision 

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

46. Please address all outstanding ethical issues, providing the information requested by the Committee.
47. 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 Cordelia Thomas and Ms Julie Jones.





	 5  
	Ethics ref:  
	21/CEN/77 
	 

	 
	Title: 
	A Study to Evaluate the Effectiveness and Safety of Vedolizumab Research Medicine in Young People with Crohn's Disease 
	 

	 
	Principal Investigator: 
	Dr Stephen Mouat 
	 

	 
	Sponsor: 
	PPD 
	 

	 
	Clock Start Date: 
	11 March 2021 
	 


 
Stephen Mouat and Pallavi Wyawahare 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 assesses the safety of vedolizumab when given intravenously at 2 dose levels (high and low) for different weight groups in the pediatric (children) population. 


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 death is an outcome in children with this sort of disease. The researcher responded that this is extremely rare and there is no increased risk of this in the study. 
3. The Committee queried the underdosing of the older group compared to children. The researcher clarified that in paediatrics, higher doses are given due to increased metabolism, so older groups are not underdosed.
4. The Committee stated that the pregnancy information sheet is not approved as part of the application and can be submitted by amendment if the occasion for it arises. The Committee did note that the pre and post-birth consents need to be separated as a parent cannot consent for an infant’s health information until after they are born.
5. Under p.4.1, the Committee noted that this question relates to how the subject of the study affects Māori (such as statistics or that this is unknown) and to bear this in mind for future applications. 

Summary of outstanding ethical issues

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

6. The Committee noted that the questions in questionnaires are not all age appropriate and recommended putting age brackets on the questionnaires. 
7. The patient card talks about Antivio but this is the first place this name is mentioned. Please ensure this drug name is used within the information sheet.
8. The Committee noted that information must be held for 10 years past when the participant turns 16. The Committee stated that participants who turn 16 during the course of the research should be able to reconsent. Please create a re-consent participant information sheet/consent form. The adult information sheet can be used and adapted for this purpose. 
9. The Committee queried if it is possible for the recruitment to be performed by someone who isn’t their senior treating clinician (such as a nurse) as this could minimise discomfort in saying no. 
10. The Committee noted for future to please include evidence of GCP training on the CV to meet Standard 9.2.a. 

The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
All
11. The Under-6-year-old and 6-11-year-old information sheets are too long and complicated for the age groups. The Committee recommended to shifting up the age groups and modifying each PIS to be fit for purpose for the new age group (remove the under 6-year-old PIS, use the current under 6’s PIS level of detail for the 6-11-year olds and use the 6-11-year olds PIS for the 12+ year-olds) as these are more appropriate levels of information for the age groups. 
12. The Committee noted in the 6-11 year olds a tick-box for their period which may be inappropriate. In addition, the Committee stated that to draw attention to that this information needs to be brought to the researcher’s attention in the case of participants starting their period during the course of the study. Questions requiring a response should not be included within the Participant Information Sheet, only in the consent form.
13. Please check the page numbering on all information sheets.
14. Please review for typos, missing words or grammatical errors.
15. Please ensure any procedures that are additional to their standard of care are highlighted. 
16. Please ensure yes/no tick boxes are only used if the statement is truly optional (i.e. that a person could still participant if they answer no)
17. Please reword the statement “no one will be upset if you say no” to rephrase that the study team or doctors won’t be upset. 
18. Please ensure all under 16 information sheets have an age-appropriate cultural statement/acknowledgement as well as standard contact numbers
19. Please ensure assents include some information that data and samples are being sent overseas.
20. Please ensure no yes/no questions are asked in the body of the information sheet. 

Adult/Parent PIS
21. Please remove statement that HDEC reviewed the study for safety as that is incorrect. 
22. In the section on notifiable diseases, please ensure New Zealand consistent terminology and references are made (i.e. notifiable to Medical Officer of Health)
23. Please remove statement about protocol being reviewed for safety by HDEC. 
24. Something about cover?
25. The Committee noted that anti-sperm cream is not recommended as contraception in New Zealand. Please remove. 
26. Please amend the double-ups of “research” 
27. Please ensure it is made clear in all sheets that the child has the option to assent and the parental/guardian consent does not override this.
28. Please ensure consistency and clarity for terminology when referring to the “doctor”, such as if this is the study doctor, treating clinician or GP. 
29. Please give a simple explanation of how the blinded study doctor can affect the dosage. 
30. Please remove “Hispanic” ethnicity as this is not relevant to New Zealand context.
31. Please include more explicit detail about a further outbreak or lockdown as a result of COVID-19. 
32. Under heading “what is the purpose of the study”, please clarify what “UC” means and whether this is meant to be “use”
33. On page 5, please note that final assessments and follow-up after withdrawal from the study still must be done with the participants consent. Please amend.
34. The Insurance section states that the study is covered but not the participant. Please amend to clarify this, and to provide more information on expenses/claims. 

Parent PIS
35.  “You are not cooperating, or you have not followed the directions given by the study doctor.” should be amended to also include child.
36. In the consent form, amend ‘his/her may withdraw’ to ‘he/she may withdraw’
37. The Committee noted that the parents shouldn’t be made to be responsible for preventing pregnancy in their child.
38. Please ensure consistency in the consent form that they are giving consent on behalf of their child in addition to their assent.

Optional Future Research
39. The Committee noted that there is no FR assent uploaded and a parent/guardian cannot consent for the child alone. Please note that a re-consent at 16 will also be required for FR.
40. If samples are not being taken (only left-overs) and the only risk is a potential privacy breach, please review the Indemnity statement about ACC equivalence as future research doesn’t impose a risk of injury.
41. FUR refers to 'recordings' – please clarify and correct if needed. 
42. Please review if this is appropriate to include for its relevance to Future Research: " Your child’s privacy will be respected at all times. You or they can ask for a same sex chaperone for health checks with the doctor. If your child is a teenager, they may prefer to talk with the doctor alone, especially if they are having sex. This information will be treated with absolute privacy." Please remove if the statement is not applicable.
43. Please remove statement that GP will be informed.
44. Please remove the box about the interpreter. 
45. Please ensure it is made clear that left-over samples are also being sent overseas, not just data. 

Decision 

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

46. Please address all outstanding ethical issues, providing the information requested by the Committee.
47. 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 Cordelia Thomas and Ms Julie Jones.
 

	 6  
	Ethics ref:  
	21/CEN/78 (CLOSED)
	 

	 
	Title: 
	Tripalma™ for the Topical Treatment of Impetigo (MBS01) 
	 

	 
	Principal Investigator: 
	Dr Alex Semprini 
	 

	 
	Sponsor: 
	Manuka Bioscience 
	 

	 
	Clock Start Date: 
	11 March 2021 
	 


 
Alex Semprini 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.

Julie Jones declared a potential conflict of interest and was excused from discussion.


CLOSED SESSION

Decision 

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




	 7  
	Ethics ref:  
	21/CEN/79 
	 

	 
	Title: 
	TAVBTS 
	 

	 
	Principal Investigator: 
	Mr Robert Rowan 
	 

	 
	Sponsor: 
	 
	 

	 
	Clock Start Date: 
	11 March 2021 
	 


 
Robert Rowan 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 prospective study will assess safety and efficacy of thoracoscopic anterior vertebral body tethering in skeletally immature patients with progressive scoliosis to help establish appropriate indications.

Summary of resolved ethical issues 

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

2. The Committee asked what the long-term implications will be for the participant if the procedure is not successful. The researcher responded that participants would undergo the usual spine fusing procedure in addition to the experimental procedure. 
3. The Committee advised the researcher that for the application question on benefits for Māori (P.4.1), it would have been useful to include statistics on this disease for Māori. The Committee requested the researcher be mindful of this for future applications. The researcher advised that incidences of idiopathic scoliosis is slightly lower in Māori and that there may be a genetic component linked to this. 
4. The Committee advised the researcher that relevant Māori cultural issues for this research would include information as a taonga, the potential for whakamā in participants, and including whanau in all decisions. The Committee requested the researcher become familiar with these concepts and be mindful of this for future applications.

Summary of outstanding ethical issues

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

5. The Committee stated that the independent peer review provided is inadequate and is missing key information required. The Committee recommended that it is revised using the template and guidance on the HDEC website -  https://ethics.health.govt.nz/guides-templates-forms-0/scientific-peer-review-submissions-%E2%80%93-guidance
6. The Committee asked what the benefits of the study are. The researcher advised the rate of reoperation will be higher with this treatment, however the potential advantage of the TAVBTS procedure is that patients will keep mobility in their spine. The researcher added that for participants who end up needing the usual spinal fusion procedure after the study, there is potential that the operation will be easier to perform later. The Committee requested that these benefits are outlined with the risks in the participant information sheets. 
7. The Committee asked what age bracket the study will cover and if there will be the need for consent for competent adults of 16 years and above. The researcher confirmed that the participants will be between 8-15 years of age but there is a possibility that participants may turn 16 during the study. The Committee stated that an additional participant information and consent form is required for when/if a participant comes of age and reconsent is required. 

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

8. Please amend the wording of “you” to “your child” or “you and your child where appropriate. E.g. “If you do want to take part now, but change your mind later, you can pull out of the study at any time”.
9. Please undertake a thorough proofread of the PIS to pick up any errors and ensure that the structure of the sentences make it easy to understand what is being said. E.g. “...what your child’s participation would involve, what the benefits and risks to your child, and what would…”
10. Please describe the risk and benefits more clearly in the PIS/CFs as per the verbal update given by the researcher at the meeting. 
11. The Committee stated that the 3D model picture used in the 12+ assent form explains what the study is trying to achieve very well and recommended that it is added to all the PIS/CFs.
12. Please develop a separate PIS/CF for 16-year olds to consent on their own behalf when they come of age. 
13. Please rephrase the statement “you will receive the highest quality of care” to “good quality’ or something else more realistic.  
14. Please rephrase the emotive question “could you help me?” to something that is less of an inducement.
15. The statement “no one will be angry with you” is too broad and cannot be guaranteed. Please rephrase to be more specific to the health professional or research team.  






Decision 

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

16. Please address all outstanding ethical issues, providing the information requested by the Committee.
17. 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).  
18. Please supply a new independent peer review that covers the information in the template for the current version of the study protocol. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.26).  

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.






	 8  
	Ethics ref:  
	21/CEN/80 

	 
	Title: 
	Telehealth-delivered sleep treatment for children with Autism Spectrum Disorder 

	 
	Principal Investigator: 
	Dr Laurie McLay 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	11 March 2021 


 
Laurie McLay 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 will test the effectiveness of web-based behavioural treatment methods for sleep problems in children with Autism Spectrum Disorder (ASD). The study will recruit 30 children with ASD and reported sleep problems between the ages of 2-18 years of age and their parent/guardians.

Summary of resolved ethical issues 

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

2. The Committee asked who works through the online modules, parent, child or both. The researcher confirmed that it is the parent. 
3. The Committee queried what the process was for parents to get their questions answered. The researcher stated that there will be an online forum on a website where parents can post questions either anonymously or identifiably. The researcher advised that the forum will be checked daily by the research team.
4. The Committee asked if all the questionnaires mentioned in the protocol and PISs have been submitted to the HDEC as it is important that the HDEC sights all of them. The researcher confirmed that they had. 
5. The Committee asked for clarity on the purpose of the research and who the recipients of the outcomes are. The researcher confirmed that study is about the effectiveness of web-based interventions on children’s sleep and that the outcomes are focussed on the child rather than the parent.
6. The Committee queried how far the child is a participant of the study, if it is more about the parent’s participation or both? The researcher confirmed that both the parent and child are participants. The child is being observed and data is collected on their behaviour by the parent who also completes the online modules and questionnaires. 
7. The Committee advised that if a participant turns 16 during the study, the consent of the parent no longer applies, and the research team will need to ask the 16-year-old to consent on their own behalf. 
8. The Committee queried that as the study requires parents to undertake several online actives, how accessible is the study to those in more remote areas of the country. The researcher stated that the nature of the study is web based and requires online interaction, and therefore limits access to those with reliable broadband.
Summary of outstanding ethical issues

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

9. The Committee queried if the Parents participant information sheet (PIS) and the Simplified Child PIS would cover the comprehension range of the participants. The researcher stated that some participants may benefit from a version that fits in between the more complex Parents PIS and the overly basic Simplified PIS.  
10. The Committee advised the researcher that relevant Māori cultural issues for this research would include the potential for whakamā in participants. For example, there could be stigma attached to having a child with ASD that misbehaves or is “different” from other children. The Committee requested the researcher become familiar with this concept and be mindful of this for future applications.
11. The Committee stated that the independent peer review provided is not very informative and recommended the reviewer revises it using the template on the HDEC website -  https://ethics.health.govt.nz/guides-templates-forms-0/scientific-peer-review-submissions-%E2%80%93-guidance
12. The Committee queried why older children of 16-18 years need to consent through their parents when they may be independent enough to participate themselves without parents. The researcher confirmed that as this is a parent implemented intervention, they will not be working directly with children. 
13. The Committee advised that the Adolescent PIS/CF does not work for 16+ year olds who are competent adults and are consenting to their parent’s involvement on their behalf. The committee recommended that all the PIS/CFs are reviewed to ensure they are appropriately worded for the different groups involved in the study. For example, child, 16-17-year-old who is competent, 16-17 who is not competent to understand and therefore parents/guardians can consent on their behalf. 
14. The Committee suggested that the researcher consider a flyer targeted at adolescents, not just parents, as it may assist them in the recruitment of interested children. 
15. The Committee asked if there were any questions in the questionnaires specific to mental health and if so, how quickly will the results be collated and processed after they’ve been filled in by participants. The researcher confirmed that there are questions about mental health and the answers are collated as they are completed. The Committee requested the protocol and PISs are updated with a safety plan addressing how any mental health issues will be managed if identified in the questionnaire. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 11.25).  



The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
16. Please review and update the language in the Parent PIS/CFs to clearly separate out the information specific to the parent’s involvement and specific to the child’s involvement.  E.g. “yours and your child’s” or “your child’s” or “yours”, etc. 
17. Please include more information in the Parent and Adolescent PISs on the rights of the participants, such as what will happen to their data, where is it stored, for how long, and who has access to it. Including what will happen to their data if they withdraw from the study. 
18. Please add the ages to the titles of the children PISs (e.g. Adolescents, Children, etc).
19. On consent forms, please remove the ‘No’ tick box options, unless it is truly optional. 
20. Please amend language in the Adolescent PIF/CF to correctly state if it is assent or consent that the child is providing and what for (e.g. for competent 16+ year olds, it will be consenting to their parents providing information about them). The Committee suggests a different consent/assent specific to each group.
21. Review Adolescent PIS with the lens of – “does what is being asked of me make sense?”
22. Please outline the mental health referral pathway.
23. Please include an optional tick box for receiving a summary copy of study results for ages 12 and over PISs. 
24. The Committee suggested simplifying the PISs to use generic terms to reduce the burden of changing the forms for each participant/study. E.g. Replace “your parent/s (mum/dad/other – insert as appropriate)” with “your parent or guardian”. 
25. Please undertake a thorough proofread of all information sheets for spelling, grammar and formatting errors. 

Decision 

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

26. Please address all outstanding ethical issues, providing the information requested by the Committee.
27. 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).  
28. Please supply a new independent peer review that covers the information in the template for the current version of the study protocol. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.26).  

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.
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	Ethics ref:  
	21/CEN/81 

	 
	Title: 
	Tell me about you 

	 
	Principal Investigator: 
	Associate Professor Brigit Mirfin-Veitch 

	 
	Sponsor: 
	Royal Commission into Abuse in Care 

	 
	Clock Start Date: 
	11 March 2021 


 
Brigit Mirfin-Veitch, Robbie Francis Watene, Hilary Stace, Eden Tuisaula, and Kelly Tikao 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.

Cordelia Thomas declared a potential conflict of interest and the Committee decided to exclude her from the discussion and final decision but allowed her to remain and listen to the review.

Summary of Study

1. This study has been commissioned and funded by the Royal Commission of Inquiry into Abuse in Care. The aim is to document and seek to understand the self-reported experiences of people with learning disabilities or who are neurodiverse, and who were placed in State care or State funded care from 1950 until the closure of the last psychopaedic hospital in 2006. The proposed research creates space for 20 storytellers (participants) to co-create life-stories that capture and contextualise their experiences in care, in their own words

Summary of resolved ethical issues 

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

2. The Committee asked what the study is trying to achieve and how it ties in with the Royal Commission of Inquiry into Abuse in Care (the Inquiry). The researcher stated that the study is being funded by the Inquiry. The reason the study is being conducted in addition to the Inquiry, is because it is recognised that the people in this study will not get the opportunity to contribute their experience through the typical Inquiry engagement route. 
3. The Committee asked if the consenting will take place in person and by who. The researcher stated that the research team will undertake live consenting with the individual participants principally face-to-face but will use Zoom as back up if required by COVID-19 restrictions. 
4. The Committee queried how the researchers will know if the participant is able to give informed consent. The researcher stated that the research team has 35+ years of experience working with people with learning disabilities. The research team has several tried and tested communication strategies to help participants like these to understand the key principles of the study and are confident in their protocol for managing informed consent.
5. The Committee queried if the age bracket was appropriate considering the youngest participant who could be eligible would now be 18 and unlikely to remember their experience of care at age three. The researcher confirmed that the age bracket has been set to match the time period of the Inquiry (1950-2006). The purpose is to signal that the maturity eligibility criterion is adults only and that they do not want to exclude any adults from the study who may recall details from their experience in care. 
6. The Committee advised the researcher that relevant Māori cultural issues for this research would include the potential for whakamā in participants. The Committee requested the researcher become familiar with this concept and be mindful of this for future applications.

Summary of outstanding ethical issues

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

7. The Committee requested that the ‘easy to read’ translations of the supporting documents (once converted) are uploaded for final review by the HDEC as part of the response to provisional approval.  
8. The Committee noted that the application form says that the results will not be published in a form that identifies individual participants, but that this is inconsistent with information provided in the PIS/CF about publishing real names and participants stories. Please ensure the PIS/CF is accurate around participant privacy. 
9. The Committee asked how storywriters who may become distressed from hearing stories of abuse will be supported. The researchers stated that their usual process is that anyone feeling uncomfortable or distressed is to initially seek support from a peer researcher(s) If, however, the peer support was not adequate, they would encourage the person towards professional support. Please update the safety plan addressing the concerns raised by the Committee.
10. The Committee noted that the protocol states that if a participant refuses to report that they are currently abusing a child or adult to the authorities, that the research team will then report it as per their obligations under the vulnerable children and adults legislation. The Committee questioned how the researchers will know if the participant does not report the abuse. The researchers were unclear at that time and will update the protocol with a more considered procedure to deal with this potential issue.  


The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
11. Please remove the zero's after the $100 to reduce chances of participants misinterpreting the amount offered for reimbursement. 
12. Please remove the optional “If I withdraw from the study, I agree that the researcher can still use the information I have told them up until that time” from the consent form. The Committee stated that it is more appropriate to ask this question at the time of withdrawal when participants are more likely to understand the implications. 
13. Please update the confidential statements in the participant information sheet and consent form that says their story will be kept private, to consider the process for reporting the disclosure of abuse by the participant.  
14. [bookmark: _Hlk35429459]Please make the statements in the PIS and consent form about keeping the information private and publishing identifiable information consistent.
15. Please include a statement that ACC compensation is available to all participants in the event of traumatisation during the study. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 17.1).  

Decision 

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

16. Please address all outstanding ethical issues, providing the information requested by the Committee.
17. 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). 
18. 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 Julie Jones and Mrs Helen Walker.
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	Ethics ref:  
	21/CEN/82 

	 
	Title: 
	FaR-RMS 

	 
	Principal Investigator: 
	Dr Tristan Pettit 

	 
	Sponsor: 
	ANZCHOG 

	 
	Clock Start Date: 
	11 March 2021 


 
Tristan Petit and Meredith Woodhouse 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. Rhabdomyosarcoma (RMS) is the commonest paediatric soft tissue sarcoma. This study is a comprehensive clinical research programme and will evaluate several therapies addressing survival and long-term morbidity in children, teenagers and adults with RMS. It aims to explore whether outcomes can be improved for those with RMS, by the optimisation of radiotherapy and maintenance schedules and addition of new biologically targeted drugs in both frontline and relapsed disease.

Summary of resolved ethical issues 

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

2. The Committee asked for clarity on if they are just testing for the presence of fusion genes or if they will be doing other genetic testing. The researcher confirmed they are only testing for the presence of fusion genes. 
3. The Committee asked when the questionnaires will be filled out by participants and when they will be vetted for mental health issues. The researcher stated that the questionnaires are completed when participants attend out-patient clinics and will be received by the research team within a couple of days.  
4. The Committee asked if there were any statistics for this particular cancer in Māori. The researcher confirmed that there were national child cancer statistics for rhabdomyosarcoma in Māori. The Committee recommended including any statistics of the prevalence of the disease in Māori (or an explanation if unknown) when answering P.4.1. (benefits to Māori) for any future applications.
5. The Committee requested that the original PIS is provided to the 16-year-old participant when reconsenting them as parents may not have retained the original PIS or given it to the participant. 




Summary of outstanding ethical issues

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

6. The Committee asked what the referral process was for addressing any mental health red flags that the questionnaires may reveal. The researcher advised that they remind participants when in contact with them to advise the clinical team if they experience any mental health symptoms. On report of any symptoms, the team will refer the participant onto the appropriate therapeutic professional for treatment. Please ensure the protocol and PIS include the safety plan for addressing mental health issues.  

The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
7. Please ensure statements about following up on pregnancy include “with your permission”. E.g. “We would like to follow up with your permission”. 
8. Please add the acceptable forms of birth control when talking about pregnancy risk, using the statements in the HDEC’s Reproductive risks in participant information sheets template.
9. Please outline the mental health referral pathway. 
10. In the Child PIS, please change the statement from “make your cancer go away” to “help your body fight the cancer” or something similarly less definitive. This is because children might otherwise interpret the former statement to mean that if they join the study their cancer will go away. 
11. Amend form where it refers to obtaining parental consent if an extra sample is needed as the participant is now over 16 and parental consent is no longer required.  
12. Please change consenting language from “caregivers” to “parent or guardian” as caregivers do not, generally, have legal authority to provide consent for children. 
13. The Committee requested the inclusion of a cultural tissue statement to the PISs. The Committee recommended the following statement as a guide: “You may hold beliefs about a sacred and shared value of all or any tissue samples removed. The cultural issues associated with sending your samples overseas and/or storing your tissue should be discussed with your family/ whānau as appropriate. There are a range of views held by Māori around these issues; some iwi disagree with storage of samples citing whakapapa and advise their people to consult before participating in research where this occurs. However, it is acknowledged that individuals have the right to choose.”
Decision 

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

14. Please address all outstanding ethical issues, providing the information requested by the Committee.
15. 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).  
16. 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 Helen Davidson and Dr Patries Herst
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	Ethics ref:  
	21/CEN/84 
	 

	 
	Title: 
	(duplicate) What does it take to stop hitting home? 
	 

	 
	Principal Investigator: 
	Dr Emily Cooney 
	 

	 
	Sponsor: 
	 
	 

	 
	Clock Start Date: 
	11 March 2021 
	 



 No one was present via videoconference for discussion of this application after the Secretariat notified the applicant that the Committee’s only condition was to see the updated and completed participant information sheet. The applicant agreed to this decision. 

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. Following broad and in-depth consultation, this project seeks to interview individuals with lived experience of family violence and suicidal urges. The primary enquiry includes (1) their experience with family violence and suicidal urges, (2) their recommendations for solutions to this problem in New Zealand/Aotearoa, and (3) their recommendations for trialing those solutions here. 

Summary of outstanding ethical issues

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

2. The Committee commended the researcher on the improvements made in the resubmission, however the submitted participant information sheet was incomplete and therefore could not be reviewed in full. The Committee requested to see this submitted as a response to provisional approval.

Decision 


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

3. Please upload the completed participant information sheet that contains the changes outlined in this resubmission documentation. 

After receipt of the information requested by the Committee, a final decision on the application will be made by Mrs Sandy Gill and Ms Julie Jones.






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:
	27 April 2021, 11:30 AM

	Meeting venue:
	ONLINE - Zoom Meeting



	The following members tendered apologies for this meeting.

3. Review of Last Minutes

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

4. Matters Arising


5. Other business


6. Other business for information


7. Any other business




The meeting closed at 5.00pm
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