	[image: ]
		Minutes



[bookmark: _GoBack]

	Committee:
	Northern B Health and Disability Ethics Committee

	Meeting date:
	03 December 2019

	Meeting venue:
	Ministry of Health, Level 3, Rangitoto Room, Unisys Building, 650 Great South Road, Penrose, Auckland



	Time
	Item of business

	12:00pm
	Welcome

	12:05pm
	Confirmation of minutes of meeting of 05 November 2019

	12:30pm
	New applications (see over for details)

	12:30 – 12:55
12:55 – 1:20 
	i 19/NTB/211 (Kate/Stephanie)
ii 19/NTB/205 (Tangihaere/Nora)

	
1:20 – 1:45

1:45 – 2:10
2:10 – 2:35
2:35 – 3:00
3:00 – 3:25
3:25 – 3:50
3:50 – 4:15 
	Reconsideration of declined studies (see over for details)
x 19/NTB/100 (Kate/Leesa)
New applications
iv 19/NTB/212 (Kate/Nora)
v 19/NTB/219 (Susan/Stephanie)
vi 19/NTB/220 (Susan/Stephanie)
vii 19/NTB/200 (Tangihaere/Nora)
viii 19/NTB/210 (Susan/Leesa)
ix 19/NTB/216 (John/Stephanie)

	4:15pm
	Meeting ends



	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  
	 

	Mrs Stephanie Pollard 
	Non-lay (intervention studies) 
	01/07/2015 
	01/07/2018 
	Present 
	 

	Miss Tangihaere Macfarlane 
	Lay (consumer/community perspectives) 
	20/05/2017 
	20/05/2020 
	Present 
	 

	Mrs Kate O'Connor 
	Lay (ethical/moral reasoning) 
	14/12/2015 
	14/12/2018 
	Present 
	 

	Dr Nora Lynch 
	Non-lay (health/disability service provision) 
	 24/07/2015 
	19/03/2022
	Present 
	 

	Mrs Leesa Russell 
	Non-lay (intervention studies), Non-lay (observational studies) 
	14/12/2015 
	14/12/2018 
	Present 
	 

	Mr John Hancock 
	Lay (the law) 
	14/12/2015 
	14/12/2018 
	Present 
	 

	Mrs Jane Wylie 
	Non-lay (intervention studies) 
	20/05/2017 
	20/05/2020 
	Apologies 
	 

	Ms Susan Sherrard 
	Lay (consumer/community perspectives) 
	19/03/2019 
	19/03/2022 
	Present 
	 


 

Welcome
 

The Chair opened the meeting at 12:30pm and welcomed Committee members, noting that apologies had been received from Mrs Jane Wylie.

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 5 November 2019 were confirmed.



New applications 


	 1  
	Ethics ref:  
	19/NTB/211 
	 

	 
	Title: 
	Training for Smell Loss following Traumatic Brain Injury (TBI) 
	 

	 
	Principal Investigator: 
	Dr Kristin Gozdzikowska 
	 

	 
	Sponsor: 
	 
	 

	 
	Clock Start Date: 
	21 November 2019 
	 


 
Dr Kristin Gozdzikowska was present by teleconference 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 aims to trial a smell-based rehabilitation programme for individuals with a loss of smell after brain injury to determine if evidence-based treatment, used in other populations, is tolerated and effective.
2. Patients’ capacity to consent will be assessed during standard of care treatment. Those who are determined to be able to provide consent will be invited for pre-post smell acuity scoring, and be given at-home smell training using essential oils 2 times a day for 16 weeks, detailing the results in a training diary. They will be invited for another follow-up scoring session at 3 months post-training to see if any smell recovery is lasting.

Summary of resolved ethical issues 

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

3. The Committee queried how capacity to consent would be obtained for participants with Traumatic Brain Injury. The researcher responded that all participants will be recruited from patients at their clinic, so the Researchers will have data already on whether those patients have the capacity to consent. Only those with that capacity will be included. 
4. The Committee asked for the researcher’s response to the peer reviewer’s suggestion of including a small control group or providing information on the reliability of the Sniffin test battery. The Researcher explained that the Sniffin sticks have been shown to be more reliable/valid from European studies, and that it is a widely used test used for test/retest situations like in this study. The Researcher further stated that they had considered that, but the procedures take a very long time for participants, so they preferred to first test if there is any baseline efficacy, and then later to do a RCT with a placebo arm. The Committee accepted this reasoning.
5. The Committee asked what plan the Researchers have to provide participants with continued access to the study treatment after the conclusion of the study. The Researchers explained that 99% of traumatic brain injuries are covered by ACC, so the Trust will provide participants with the oils (as they are very affordable), but will provide ACC with the data after the study and ask for it to be covered. Furthermore, some previous studies have shown that there is potentially more gain from continued use.
6. The Committee enquired as to how the flyer will be used. The Researcher explained that it will be advertised in their clinic as well as being sent out it out to those patients who are deemed to be competent.

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 asked if there is any risk of allergy/asthma from the treatment. The Researcher agreed to look into this and consider adding it as an exclusion criterion or adding a warning to the PISC, whichever seems most appropriate based on available evidence.
8. The Committee asked whether Laura Fergusson Trust (LF) has an at-home safety protocol. The Committee confirmed this, and explained that most rehabilitation currently done by the rehabilitation team is done at home. The Committee asked if that will include Tikanga Māori. The researcher responded that they have submitted for Māori review at the University of Auckland, and will implement whatever they suggest. 
The Committee asked to ensure that the at-home visit protocol also incorporate cultural considerations.

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

9. Page 2: please elaborate on what “the research team will monitor your progress” means.
10. The Committee enquired about a Māori contact for the study. The Researchers explained that they are waiting for consultation and that the contact is not yet confirmed. 
Please add the name of the individual contact once that is confirmed.
11. The Committee asked that the study flyer state that the study has been approved by the Northern B HDEC with the reference 19/NTB/211 reference
12. The Committee noted, for future reference, that the tapu nature of the head is an ethical issue in this study for Māori. 
13. The PIS mentions the risks of smelling essential oils directly out of the vile. Please also advise participants what to do if a participant experiences these, and who they can call for advice. 


Decision 

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

· Please research whether the oils pose a risk for those with asthma, and include susceptibility to asthma as an exclusion criterion or insert a warning in the PISC as appropriate.
· Please incorporate the feedback from the Māori consultation, ensuring that the at-home visit safety protocol is respectful of Tikanga Māori.
· Please amend the information sheet and consent forms, taking into account the suggestions made by the committee


	 2  
	Ethics ref:  
	19/NTB/205 
	 

	 
	Title: 
	0173 TD-1473 DIONE - Efficacy and Safety of TD-1473 in Crohn's Disease 
	 

	 
	Principal Investigator: 
	Dr James Brooker 
	 

	 
	Sponsor: 
	Pharmaceutical Research Associates Ltd (NZ) 
	 

	 
	Clock Start Date: 
	21 November 2019 
	 


 
No member of the study team was present 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 Phase 2 efficacy and safety study, RPCDBT, of a new Janus kinase (JAK) inhibitor TD-1473- which covers all JAKs but, due to limited absorption, may have an advantage in diseases of the gut where it can act locally with less systemic effect than other well absorbed JAKs 
2. There have been 2 previous studies with it: Phase 1 on healthy volunteers (N=54), and phase 1b on ulcerative colitis sufferers (N=~30). No safety signals were found. Doses trialled were at least as big as in this study, some were greater. The longest duration was 14 days.

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 questioned the duration that patients will be on placebo in this trial, and the risk of flare that it poses for participants. The justification given by the Researcher in their application that “Crohn’s is not a life-threatening condition” is not true, although the intervention in this study may not be life-threatening. The Committee stated that it could accept there being a placebo arm, but the Researcher needs to make it clear to participants that as the steroid comes down participants on placebo might get flares, and that they can increase the level of steroid if they need to. 
4. The Committee asked if it was necessary to send data to a third party for pre-screening. The Committee noted the risks to privacy and confidentiality in sending personal health data to a third party, and in particular one overseas, and asked why the data could not be sent straight to the local site. It expressed its strong preference that the screening be done in NZ, and stated that transferring data offshore needs a significant justification. 
5. The Committee asked if participants who are randomised to 80 mg for induction can increase their dose to 200mg in the ATE phase if they are not responding.
6. With reference to the application form (question p 4.1), the Committee asked what the incidence and outcome of Crohn’s disease is in Māori compared to non-Māori?
7. The Committee asked that in future the Researchers attend the meeting in person or by teleconference to aid in the discussion of the application. Doing so will better enable the Committee to fully assess the ethical aspects of the application on its first review.

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

8. The Committee stated that the PIS documents are long and complex, please simplify where possible. Please proofread for sentence length, with particular attention to page 2 of the optional FUR PIS.
9. The pregnancy warning only extends to the time of treatment and 7 days afterward. The Committee stated that this seems very short for a Phase 2 trial, even with a low absorption drug. Please check the basis of this.
10. Please disclose the level of reimbursement for time. 
11. There are confusing and contradictory statements in the Main PISC (pp.22-23) and the application form (r.1.9) about identifying data that will be sent to the sponsor (not just available at the study site). Please confirm that you understand that full date of birth and initials are 'identifying data' and must not be sent to the sponsor. Delete the 'dob' entry on page 22 of the PISCF.
12. Main PISCF: 
· Page 3: Informing the GP should not be optional. Amend the consent form accordingly. Please add a section headed Screening Phase before the Investigational drug and Treatment heading, 
· Page 9: please remove the reference to needing a taxation number for ID. 
· Page 12: It is not reasonable to say the study will still be going at 20 years and use this to keep specimens from the main Study for 20 years. Reduce this to a reasonable period that will allow checking of results after publication, e.g. 5 years. There is a separate FUR if you want specimens to use for a longer period. 
· Page 14: please insert the number of subjects in the phase 1 (N=54) and phase 1b (N=~30) studies so that the percentages of side effects etc. can be realistically interpreted. 
· Page16: instead of '1 gallon', use 4 litres.
· Page 17: justify the presence of a sponsor’s representative being present at the colonoscopy on a scientific basis or remove this reference. 
· Page 18: please review the advice regarding male contraception to make sure it is consistent with that given to females (why the oral contraceptive and condom for males if implanted contraceptives and oral contraceptives alone are ok for females?). It also talks to males about them having to use effective contraception whereas all the methods except abstinence and vasectomy involve partner cooperation. Change the wording to 'you and your partner".
· Page 19: include the monetary reimbursement for time. 
· Page 20: full reimbursement must be given in the event of research injury, please correct this. 
· Page 21: please reconcile the statement that there will be no compensation for lost wages or loss, with the application form (r.1.9) which says weekly compensation and payment for permanent impairment will be given. This part of the PISCF statement needs to be removed. 
· Please offer the option to receive a lay summary of the study results. 
13. FUR PISC 
· Page 2: neither the DOB nor the name may be sent to the sponsor. Please look at Clause 8 on the Consent form too. These need to be both altered to align with this requirement. 
· Page 1 says that consent may be given either to use of data or tissue or both in the future, but the consent form does not provide the means to choose just one option. Please amend accordingly.
14. Optional genetics PISCF: please explain clearly why there is a separate genetics PIS, and what the risks of being in a full genome database are. 
15. Pregnant Participant and Pregnant Partner PISCF: 
· The Committee expressed their thanks for consenting pregnant participants to the use of pregnancy data. Please create a second signature panel for the use of the baby’s data from birth, as this cannot be consented to until after birth. Please tweak consent clauses 6 and 7 to reflect the change. 
· Note there is a 'cut and paste' error on page 2 of the Pregnant Participants PISC: it refers to 'your partner' being the participant in the study.

Decision 

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

· Please provide a cover letter responding to the outstanding ethical issues 3-6 listed above.
· Please amend the Participant Information Sheet and Consent Forms, taking into account the suggestions made by the Committee. 

After receipt of the information requested by the Committee, a final decision on the application will be made by Miss Tangihaere McFarlane and Dr Nora Lynch.
 
 

	4  
	Ethics ref:  
	19/NTB/212 
	 

	 
	Title: 
	A study to test whether different doses of BI 456906 are effective in treating adults with type 2 diabetes. 
	 

	 
	Principal Investigator: 
	Dr Dean Quinn 
	 

	 
	Sponsor: 
	Boehringer Ingelheim Pty Ltd 
	 

	 
	Clock Start Date: 
	21 November 2019 
	 



Dr Dean Quinn was present by teleconference 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 Phase 2 safety, tolerability and dose finding study of a new drug for Type 2 diabetes. BI 456906 is an agonist of both glycogen-like protein 1 and glycogen receptors. The proposed drug action is to increase insulin secretion thus lowering glucose, reduce gut transit thereby reducing appetite and increasing energy expenditure. There are other GLP-1 R agonists, e.g. semaglutide (as used in this study for active control) but they do not have the dual action of being glycogen receptor agonists as well.
2. The study includes an option for the participants to inject BI 456906 at home by themselves, and separate consent for FUR (blood and DNA).

Summary of resolved ethical issues 

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

3. The Committee asked if the diabetes patients are not ideally controlled, which the Researcher confirmed was true for the majority of patients, however patients with a lower glycosylated haemoglobin A1c they could still enrol in the study.
4. The Committee asked for the Researcher’s justification for making the genetic testing, which is an exploratory outcome, a mandatory part of the study. The Researcher explained that this is a requirement from the sponsor, and agreed to relay to the sponsor the Committee’s strong recommendation to make that optional.
5. The Committee asked how much participants will be compensated for their time spent. The Researcher stated that while this needs to be clarified, $75-100 is expected.

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 for the insurance certificate to be re-issued stating that New Zealand is covered as a policy territory.
7. The Committee requested a charter showing who has the voting rights of the safety monitoring committee 
8. The Committee noted that this study follows on from two phase 1 studies, with 24 patients in one and 90 in the other. The maximum dose from those trials was 3mg a week, however this study will treat up to 3.6mg a week. The Committee asked why this study involves a higher dose, noting that there were significant rates of gastro-intestinal and cardiac adverse events in the former studies, and furthermore that the increased risks of raising the dose are not clearly stated in the PIS. The Committee further noted the risk of including participants with QT-prolongation, as the exclusion criterion is only for a pre-existing “moderate-severe” QT lengthening. 
The Committee noted that these are concerns that will be covered in the scientific peer review and that the study will receive review from SCOTT. The Researcher agreed to seek a letter from SCOTT confirming that it considered and was satisfied with i) the risks of using the experimental drug at a dose which exceeded that used in the Phase 1 studies and ii) the entry, withdrawal and monitoring arrangements in the protocol with respect to Type 2 AV block and QT prolongation. Alternatively, expert independent peer review of these risks should be provided.

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

9. The Committee asked who will be responsible for the participants’ diabetic management over the 4 months, which the Researcher explained will remain with the GP, although the Researchers may work with the GP. The Committee asked that notifying the GP then be made mandatory in the CF.
10. In the body of each PIS, please add a bold statement asking participants to look at appendices B and C.
11. The Committee asked for the risk of side-effects to be made clearer in appendix C to better reflect the frequencies seen in the Phase 1 studies. For example, please clarify “more than 10%”, “cardiac conduction defects”, and add a statement about QT-elongation and sudden death. Absolute numbers e.g. 1 out of 10 people are more readily understood than percentages.
12. The semaglutide being used in the comparator arm is an investigational product in NZ; please make clear that it is experimental (that there are TWO unregistered medications). Remove the statement concerning semaglutamide from the compensation (insurance) section.
13. Please add the location of the sponsor to the front-page header of each PIS. 
14. Page 17 of the main PIS: under “compensation/costs”, please change “may be reimbursed” to “WILL be reimbursed”.
15. The Committee asked about Māori consultation, which the Researchers stated would be applied through the DHB for once ethics approval is received. The Committee asked that the Māori health support contact be added to the PIS. Please add the name and contact details.
16. On page 20 of the protocol the key side effects of the study treatment are listed. Please provide a summary of the most common/severe of those side effects in the body of the PIS, not just in appendix C.
17. Advertisements: please state that there is a placebo arm.

Decision 

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

· A letter from SCOTT specifically saying they have looked at the cardiac issues and are happy with that, and are happy with the increase in dose. 
· A new insurance certificate stating that New Zealand is covered as a policy territory.
· A chart showing who has the voting rights of the safety monitoring committee.

After receipt of the information requested by the Committee, a final decision on the application will be made by Mrs Kate O’Connor and Dr Nora Lynch.


	5  
	Ethics ref:  
	19/NTB/219 
	 

	 
	Title: 
	Abdominal Stimulation to reduce ventilation duration 
	 

	 
	Principal Investigator: 
	Mrs Joanna Mather 
	 

	 
	Sponsor: 
	Neuroscience Research Australia  
	 

	 
	Clock Start Date: 
	21 November 2019 
	 


 
Mrs Joanna Mather was present in person and Mr Euan McCaughey was present by teleconference 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 proposal for a randomised, single-blinded, placebo-controlled trial of a breath-synchronised abdominal muscle stimulator in people on a ventilator rendered tetraplegic following a cervical cord injury 5-10 days previously. A pilot study of the device in 20 similar people showed a significant shortening of the time they were ventilator dependent compared to placebo. The study is organised and funded from NSW Australia and has researchers in Wales, Scotland, Thailand and India.

Summary of resolved ethical issues 

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

2. The discussion of this application happened in conjunction with that of 19/NTB/220.
3. The Committee asked if the DSMC in this study is the same as for 19/NTB/220, which the Researchers confirmed.
4. The IB states on page 28 that you should not use the stimulation device in anyone with a feeding tube due to the risk of with aspiration pneumonia. The Committee asked that this be added to the exclusion criteria. 
5. The Committee asked about the primary aim of the SF-36 survey. The Researchers explained that it will inform them of the healthcare requirements of the participants, which in turn will enable them to estimate the cost-effectiveness of the treatment. They further explained that the survey will be adapted to make the questions appropriate for the participants, for example adjusting timeframes. The Committee expressed concern that by adapting the survey, it is no longer a validated tool. It asked that the Researchers consider removing it or using it in a different way.

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 proxy consent is only legally acceptable in NZ in cases where the medical experiment would save the person’s life or prevent serious damage to the person’s health; in this study, the participants must be considered as non-consenting. Research involving participants who are not competent to consent is inconsistent with New Zealand law unless it is undertaken in accordance with Right 7 (4) of the of the Code of Health and Disability Services Consumers’ Rights. In addition to requirements regarding ascertaining the views of the consumer and other suitable persons (forms consistent with this aspect must be included with the application), Right 7(4) of the Code requires that any health services provided without the informed consent of the consumer must be in the best interests of the consumer. This means that there must be some benefit, or potential benefit, to the participant beyond what they would receive if they were not participating in the research.
The Researchers stated that they are happy to limit the study to only include those patients who can provide consent. The Researcher further noted that the two studies being submitted side by side meant that consenting participants are essentially randomised between the two studies. The Committee was reassured by this response, and asked that the protocol be accordingly revised and submitted in the provisional response.
7. The Committee asked if the peer review that was submitted was made by the study sponsor, which the Researchers confirmed. The Committee requested new evidence of peer review from a suitably qualified and informed local clinician, and suggested seeking peer review from a clinician at Middlemore clinical trials (this may be done together with 19/NTB/220).
8. Please outline the processes of determining who will determine capacity?

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

9. Please remove all information referring to non-consenting adults.
10. Please remove any reference to autonomic dysreflexia.
11. Please give participants the option to receive a lay summary of the study results.
12. Please state that no X-rays will be done as part of the study.
13. Please add a section about virology.
14. Please add a section relating to the questionnaire, explaining that some questions might be upsetting and that the participant does not need to answer them if they do not want to.
15. Page 1: please amend the statement about the study’s purpose.
16. Page 4: please remove references to Australian law (but it is acceptable to hold data for 20 years).
17. Risks to pregnant partner in the Consent form: please review and remove any sections that may not be relevant.
18. Page 2: It is stated that the placebo treatment will look and feel like the real AFES – please remove “look”, just say it will feel the same.
19. Add a name and address for the Māori contact.

Decision 

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

· Please upload a revised protocol that only includes consenting participants and that is tailored to NZ law. Furthermore, add the use of a feeding tube to the exclusion criteria.
· Please upload a cover letter, responding to the Committee’s concerns regarding the SF-36 survey. 
· Please upload new evidence of peer review from a suitably qualified and informed local clinician (this may be done together with 19/NTB/220).
· Please amend the information sheet and consent forms, taking into account the suggestions made by the committee

After receipt of the information requested by the Committee, a final decision on the application will be made by Ms Susan Sherrard and Mrs Stephanie Pollard.




	 6  
	Ethics ref:  
	19/NTB/220 
	 

	 
	Title: 
	Abdominal Stimulation to reduce respiratory complications  
	 

	 
	Principal Investigator: 
	Mrs Joanna Mather 
	 

	 
	Sponsor: 
	Neuroscience Research Australia  
	 

	 
	Clock Start Date: 
	21 November 2019 
	 


 
Mrs Joanna Mather was present in person and Mr Euan McCaughey was present by teleconference 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 very similar study in design to 19/NTB/219, using abdominal functional electrical stimulation in acute tetraplegic patients randomised to intervention or placebo. The critical differences between the two studies are: 
i. This study invites only conscious non-sedated people who are not being ventilated 
ii. All participants have to consent for themselves. 
iii. The intervention is given for only 5 weeks rather than 8 weeks as in the previous study. 
iv. The primary outcome is respiratory complications over 11 weeks (in 19/NTB/219 it is the time on a ventilator, and respiratory complications is a secondary outcome) 
2. This project is already running overseas. The intended time to recruitment was 3 years.


Summary of resolved ethical issues 

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

3. The Committee asked for an explanation of the consent process. The Researcher explained that they will use a medical consultant, who will be involved in their care in the hospital and spinal unit but is not directly involved in the research. She will recruit the participants when they come into ICU wards, and will see the participants through the study. The consultant will be responsible for the participants’ clinical care, and will determine that they have the capacity to give consent, and has previous experience in determining capacity to consent. 
4. The Committee further asked if the participants are given time to read the PIS/CF, to which the Researchers stated that they will be given 24 hours to read the PIS/CF. The Researchers will go also over with it with them and make sure that they have understood.
5. The Committee asked if there is a written protocol describing the parameters of delivering the electrical stimulation. The Researchers explained that this information is detailed in the study protocol.
6. The Committee asked how consent would be given, which the Researchers explained would be verbal consent through a witness (chosen by the participant and not from the study team). 
7. The Committee asked about autonomic dysreflexia, and noted that the PISCF states that medication would be on hand and used to treat hypertension from autonomic dysreflexia if this complication occurred. The Researcher explained that autonomic dysreflexia does not normally begin to kick in until 12 weeks post-injury. As the study only runs for 6 ½ weeks post-injury, this condition is not expected for the participants. As a result, the Committee asked that it be removed from the PIS/CF.
8. The Committee stated that a safety plan would be needed for how to manage if a participant becomes upset by one of the SF-36 questions. The Researchers responded that some participants overseas have already been exposed to the questionnaire, and no complications have arisen. Furthermore, they will be explained that the questions might be distressing and that the participant do not need to answer them.  
9. The Committee asked about the monitoring arrangements, and the Researchers explained that an IDSMC will be established and will review any serious adverse events; that all AE’s and SAE’s will be recorded to the site; and only SAE’s in an aggregate form will be reviewed by the sponsor.  
10. The Committee asked how many patients in other countries have already declined involvement in the study. The Researchers stated that in India around half have declined involvement due to cultural/financial reasons, and as many patients do not live near to the hospital. 
11. The Committee asked about the SOC that the participants would otherwise receive. The researcher confirmed that while AEFS is used for other conditions to help prevent respiratory complications, it is not currently being used in Auckland for tetraplegia.

Summary of outstanding ethical issues

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

12. The IB states on page 28 that you should not use the stimulation device in anyone with a feeding tube due to the risk of with aspiration pneumonia. The Committee asked that this be added to the exclusion criteria. 
13. The Committee asked about the primary aim of the SF-36 survey. The Researchers explained that it will inform them of the healthcare requirements of the participants, which in turn will enable them to estimate the cost-effectiveness of the treatment. They further explained that the survey will be adapted to make the questions appropriate for the participants, for example adjusting timeframes. The Committee expressed concern that by adapting the survey, it is no longer a validated tool. It asked that the Researchers consider removing it or using it in a different way.
14. The Committee asked if the peer review that was submitted was made by the study sponsor, which the Researchers confirmed. The Committee requested new evidence of peer review from a suitably qualified and informed local clinician.

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

15. Please remove any reference to autonomic dysreflexia.
16. Please give participants the option to receive a lay summary of the study results.
17. Please state that no X-rays will be done as part of the study.
18. Please add a section about virology.
19. Please add a section relating to the questionnaire, explaining that some questions might be upsetting and that the participant does not need to answer them if they do not want to.
20. Page 1: please amend the statement about the study’s purpose.
21. Page 4: please remove references to Australian law (but it is acceptable to hold data for 20 years).
22. Risks to pregnant partner: please review and remove any sections that may not be relevant.
23. Page 2: It is stated that the placebo treatment will look and feel like the real AFES – please remove “look”, just say it will feel the same.
24. Add a name and address for the Māori contact.

Decision 

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

· Please upload an updated protocol, adding the use of a feeding tube to the exclusion criteria.
· Please upload a cover letter, responding to the Committee’s concerns regarding the SF-36 survey. 
· Please upload new evidence of peer review from a suitably qualified and informed local clinician.
· Please amend the information sheet and consent forms, taking into account the suggestions made by the committee

After receipt of the information requested by the Committee, a final decision on the application will be made by Ms Susan Sherrard and Mrs Stephanie Pollard.

 

	7  
	Ethics ref:  
	19/NTB/200 
	 

	 
	Title: 
	AVERT DOSE 
	 

	 
	Principal Investigator: 
	Mrs Justine Slow 
	 

	 
	Sponsor: 
	The Florey Institute of Neuroscience and Mental He 
	 

	 
	Clock Start Date: 
	21 November 2019 
	 


 
Mrs Justine Slow was present by teleconference 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 Phase 3 study looking to try and determine the best frequency and length of physical therapy rehab sessions for people 2-14 days after an acute non-haemorrhagic stroke of mild-moderate severity. This is intended to shape the stroke guidelines internationally on what therapy should be delivered to someone immediate after having a stroke: how many doses a day, the size of the dose and how long. Participants will be blinded as to what dose they are on.
2. The study is informed by a previous smaller but similar study. There is no evidence-based, agreed programme of rehabilitation for these people with every unit acting independently. The study is financed and organised from the Florey Institute in Melbourne, but is internationally conducted.
3. Prior to this re-submission, the Researcher has discussed the previous committee’s concerns with the sponsor, look at the legal information and has adapted the study design accordingly. 

Summary of resolved ethical issues 

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

4. The Committee asked whether that the MRI and neurostimulation sub-studies are happening in NZ, and the Researcher clarified that they will not happen in NZ as they do not have the necessary equipment.
5. The Committee enquired as to the population size. The Researcher clarified that they are aiming for 50 but could take more. 

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 how and by who participants’ ability to consent will be determined. The Researcher explained that it will be a team approach, including patient doctors and family/whanau. The Committee requested this be recorded; that the capacity has been considered, on ‘X’ day; and that the team decided that the patient was able to consent to this study. 
The Committee requested the following changes to the Participant Information Sheet and Consent Form: 

7. The Committee accepted the Researcher’s reasons for blinding people, but requested that they tell participants: 
i. More information about what ‘mobilization training’ is.
ii. What will happen if they decide not to go into the study, and what treatment they will then receive. This should be explained on page 2 under “what will my participation in the study involve”. Exact doses do not need to be given (e.g. “you will get varying amounts of these treatments”), or if the exact activity will be determined, explain that and state that it will not be beyond their capacity.
8. Please amend the HDEC committee to Northern B.
9. Please change the wording of “we ask for your permission to contact your GP” to show that this is mandatory.
10. Genetic sub-study: please correct the amount of saliva to 5ml.
11. Please revise the Māori cultural statement. The Committee recommends the following:
We understand there may be cultural implications with respect to this intervention. If you would like to have karakia prior, please bring an appropriate support person. Otherwise, assistance can be sought from the Maori support team at the hospital.
12. Please add a sub-heading about risks to the genetics sheet. Please explain that the participant’s DNA profile is unique and potentially identifiable in the future. 
13. Please remove the yes/no tick boxes from the consent form for all statements that aren’t truly optional, i.e. leave only those where a participant could select ‘no’ and still participate in the study. 
14. The Committee asked whether genetics data will be linked to health outcomes of recovery from stroke. If you are, please make this explicit in the PIS.
15. Please name the sponsor on front page header.
16. The Committee asked that a name and position of the Māori health support person be added to the PIS. The Researcher explained that the Māori contact is not one person and that they would prefer that one of their staff is allocated to support a participant after they call.
Please add a statement such as “please call this number and you will be directed to an advisor”.

Decision 

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

· Please amend the protocol, detailing how potential participants’ capacity to consent will be documented.
·  Please amend the information sheet and consent forms, taking into account the suggestions made by the committee

After receipt of the information requested by the Committee, a final decision on the application will be made by Miss Tangihaere Macfarlane and Dr Nora Lynch.



	 8  
	Ethics ref:  
	19/NTB/210 
	 

	 
	Title: 
	My Experiences, My Rights: Health and Wellbeing 
	 

	 
	Principal Investigator: 
	Dr Brigit Mirfin-Veitch 
	 

	 
	Sponsor: 
	DPO Coalition 
	 

	 
	Clock Start Date: 
	21 November 2019 
	 



Brigit Mirfin-Veitch was present by teleconference and Dr Robbie Francis was present in person 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 the second of two studies in a 3 year research programme to introduce some form of measurement to: 
i. the experiences within the health and welfare sector of people who identify as disabled
ii. the degree to which policies/law /institutional practices in NZ support or thwart the rights of the disabled community to fair access to health and welfare services 
iii. the perceptions created by media in this space. 
2. This is 'kaupapa disabled" research, led and developed by members of the disabled community in conjunction with academic researchers well experienced in the area. 
3. Phase 1: gathering of the research questions to be studied in subsequent interviews. Online questionnaire and some focus groups targeted to specific disability groups 
4. Phase 2- interviews with ~ 200 people addressing the areas raised in Phase 1, done by trained monitors from the disabled community

Summary of resolved ethical issues 

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

5. The Committee enquired about phase 2 of the study. The Researcher explained that phase 1 and 2 only engage with disabled people themselves, not the wider community. The opportunity to have focus groups in phase 2 is in response to feedback from certain communities that they would like to have it, but for the most part, people would just have interviews. 
6. The Committee enquired about phase 3, for which there was little information provided. The Researchers explained that they would like to apply for extension of ethics approval at that stage, as the previous stages will inform the design of phase 3. This may be done as an amendment.
7. The Committee stated that the term ‘Monitor’ instead of ‘researcher’ could be confusing for participants. The Researchers explained that this terminology has been adopted from the UN convention, and that they make sure to describe it as monitoring research. The Committee asked to make it clear that the monitors are part of the research. 
8. The Committee noted the issue that participants may potentially feel uncomfortable with having two monitors interview them. The Researchers explained that having two monitors is for monitor safety, and that monitors build a relationship over time with participants. 
9. The Committee noted that participants who want to be interviewed submit quite a lot of information, although it is not guaranteed that they will be accepted into the study, and expressed its concern about so much personal information being given before consent. 
The Researchers explained that as the disability community is small and most people know each other, it is often the same people who ask to participate; for this reason, they want to make sure that they are able to select those who have not had the chance to be included in the past. 
10. The Committee noted that there is also an option to complete the survey online, and asked how the Researchers will ensure data safety/security. The Researchers responded that they are redesigning their website to ensure that there is data security.
11. The Committee enquired about PFlow, which the Researchers explained is the video interpretation service. The Committee advised the Researchers to consider having a data risk assessment.
12. Noting that potentially vulnerable participants (i.e. with a learning difficulty) will be involved in the study, the Committee asked how informing consent would be ensured. The Researchers explained that all participants will be able to give informed consent on their own behalf, but that those with a learning disability will have an experienced team leader go through the PIS/CF with them. Their understanding will be checked by getting them to tell the Researchers in their own words what the study is about and involves, and what information is being used for. The Committee was satisfied with this method.
13. The Committee enquired about the potential for participants to experience emotional distress/discomfort at the limited depth of research, which the Researchers had noted in the application form. The Researchers explained that their aim is to be able to reach those who are not otherwise able to share their opinions, but that they have limited resources. 
14. The Committee asked if the Researchers had any particular methods to ensure a high participation rate from disabled Māori. The Researchers explained that the recruitment process is driven primarily by the DPO coalition, which includes Kāpo Māori Aotearoa, although it was acknowledged that Kāpo Māori Aotearoa do not represent everyone. Furthermore, they have employed several Māori monitors who will be able to recruit in te reo Maori, and all monitors will be trained in cultural engagement. Lastly, they have gone to Iwi and maraes to advertise. 
15. The Committee asked about compensation for the interviewees. The Researchers explained that countdown vouchers will be given, in addition to compensation for whatever individual needs the participants have (transport, interpreters etc).

Summary of outstanding ethical issues

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

16. The Committee asked how the Researchers will achieve a broad recruitment strategy.
The Researcher explained that they will go to the disability community, have targeted focus groups, and ask what is important to them. This will ensure that disabled people are empowered to share their views. Prior to this is the online survey. 
The Committee stated that it does not recommend survey monkey, due to data confidentiality issues, and instead recommend Qualtrix or REDCAP. 
17. The Committee noted that in this phase of the study the interviews are conducted by monitors, with 2 per interview, and asked if the interviews may also be conducted in focus groups, which the Researcher confirmed (which is done will depend on the participant’s preference). However, the model requires participation and contribution from disabled people only; if there is a support person there they are there only in support, and their contributions would not be collected as data.
The Committee requested that this option be made clearer in the PISCF, as well as that the focus groups could include support people or other participants.
18. The Committee further asked if the responses to the survey may be identifiable, which the Researchers confirmed. The Committee asked that it be made clear in all PIS forms, advertisements or other recruitment material than by making a submission the participant gives implied consent. 
19. The Committee stated that in some cases it may be culturally appropriate to include Whanau in the focus groups.
20. The Committee suggested providing a ‘prefer not to answer’ option to more personal questions (most importantly the question about their financial status).

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

21. Please combine the PIS and CF, moving the “I understand” clauses 6, 11, 13, 14, 15, 16, 18, 19 - 22 to the information sheet. Clause 7 can be removed as it is duplicated elsewhere, and clauses 8 and 9 should be combined. Please review the HDEC template (available on our website) to ensure you are following that format.
22. Please state clearly in the PISCF your legal obligations regarding notification of self-harm.
23. Please title the different PISCF documents consistently (i.e. phase one consultation information sheet and phase 1 CF).
24. The phase one consultation information sheet begins with the phrase “we will be monitoring the health and wellbeing experiences of disabled people”. Please amend and make clear that this is research as well as monitoring. 
25. Please include a Māori support contact as well as the ethics support contact: please refer to the HDEC template.

Decision 

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

· Please update the protocol, changing the host for the online questionnaire from SurveyMonkey to a more reliable platform.
· Please amend the information sheet and consent forms, taking into account the suggestions made by the committee

After receipt of the information requested by the Committee, a final decision on the application will be made by Ms Susan Sherrard and Mrs Leesa Russell.
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	Ethics ref:  
	19/NTB/216 
	 

	 
	Title: 
	SWING Study 
	 

	 
	Principal Investigator: 
	Associate Professor Andrew Holden 
	 

	 
	Sponsor: 
	Surmodics, Inc. 
	 

	 
	Clock Start Date: 
	21 November 2019 
	 


 
Associate Professor Andrew Holden was present by teleconference and Hank Zhang was present in person 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 FIH feasibility trial of a new catheter-balloon-drug device for dilating the narrowed lower limb below knee arteries of people with serious flow problems but excluding those with acute ischaemia. However, some with gangrene and ulcers will be eligible. The SOC is dilation with a balloon catheter. The drug in this study, sirolimus, has been used in this context before but coating a stent. However, stents in lower limb vessels are tricky. The point of difference in this study is the excipient which coats the balloon and acts as the 'glue' to adhere to the sirolimus to the catheter. It appears that the model of catheter/balloon used in the study (referred to as the 'platform') is not novel but is used in several other devices from the company. However, the treatment it undergoes to coat the balloon firstly with the 'basecoat' and then with the active drug, mean the whole device /drug combination must be considered novel as the effects of the chemicals on the balloon have to be considered. Bench testing of the catheter/balloon/coatings/drug have been completed. Three preclinical studies in vivo with pigs (SYNO51, SYNO49, SYNO46) seem comprehensive and did not raise any safety signals.

Summary of resolved ethical issues 

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

2. The Committee noted, for future reference, that questions E and H were answered incorrectly, as the study will involve the use of human tissue, and as informed consent has not yet been obtained. 
3. The Committee asked about the current SOC in Auckland. The Researcher explained that the evidence for a drug-coated balloon is clear if it is to be used above the knee.
There is one RCT showing benefit for a drug-coated balloon below the knee. The current approach at Auckland hospital is to offer a plain balloon as the first procedure, and to offer a drug-coated balloon for those who have been treated once and the artery re-narrowed. Those with higher risk may be given a drug-coated balloon in the first instance, and the rescue treatment is a drug-eluding stent. There is however genuine equipoise. 
The Committee asked why the fall-back plan in the study is then to use a bare stent. The Researchers explained that there is very little literature on double-dosing, and that there is no clear advantage in using a drug-eluding stent over a bare stent when a drug-coated balloon was been used in the first instance.  
4. The Committee noted that the study procedure is described in the PIS as “very similar to SOC procedure”, and asked if there are any actual differences. The Researchers confirmed that there was no difference except that the balloon is drug-coated. 
5. The Committee noted that the information about the X-ray in the PIS says that it has been assessed as having minor risk, but the advice from the radiation assessor that was uploaded says that the X-ray is equivalent to another 5 years background exposure, and they should tell people if they go into another study. The Researchers explained that the advice came from Australia, and in the meantime a local assessment has been undertaken in Auckland showing much milder radiation. This is because of very advanced technology and greater expertise in the Auckland site. 

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 enquired as to whether compensation for time involved in having an extra follow-up angiogram or for travel will be given. The Researchers explained that there are some visits that are not for SOC, and travel will be covered for those. The Researchers stated their desire not to reimburse participants for their time, as they did not want to provide a financial incentive and have patients participating for the wrong reasons, and further that they had never had a participant ask about compensation for time.  
The Committee asked that the Researchers consider a modest compensation and present that suggestion to the sponsor.

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

7. Please proof-read the PIS for technical language.
8. Please state in the PIS (as well as a brief statement in the consent form) that photos of wounds will be sent to the sponsor, along with assurances regarding the identifiability of those images.
9. Please add a pregnancy statement to the consent form.
10. Please make very clear what measures are being made to ensure confidentiality of the data (e.g. for what reasons data will be used in the future), and if future storage/analysis will be purely for this study or for FUR.

Decision 

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

· Please discuss with the sponsor the possibility of providing compensation for participants’ time.
· Please amend the information sheet and consent forms, taking into account the suggestions made by the committee

Substantial amendments
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	Ethics ref:  
	19/NTB/100 

	 
	Title: 
	0170 - Phase 3 Clinical Effect Durability of TD-9855 for Treating snOH in Subjects with Primary Autonomic Failure 

	 
	Principal Investigator: 
	Prof Tim Anderson 

	 
	Sponsor: 
	Theravance Biopharma Ireland Ltd 

	 
	Clock Start Date: 
	20 June 2019 


 
No member of the research team was present 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. [bookmark: _Hlk26775467]This study will look at whether the investigational drug TD-9855 works and how safe it is when taken over a period of time to treat symptomatic neurogenic orthostatic hypotension (snOH) in people with Parkinson’s disease (PD), multiple system atrophy (MSA), or pure autonomic failure (PAF). It will also look at the effects of TD-9855 on general well-being and whether it can improve symptoms of neurogenic OH (nOH). 

2. TD-9855 has being developed for a range of medical treatments, including for snOH.  

3. If someone has orthostatic hypotension (OH), it means that they get low blood pressure when they stand up. If someone has neurogenic OH (nOH), it means that the OH is caused by an impairment of the autonomic nervous system. The autonomic system is responsible for automatic body functions such as blood pressure control. In people with nOH due to PD, MSA, or PAF, nerve cells do not release enough norepinephrine, which is the chemical involved in blood pressure. Extra norepinephrine that is not used by the body can be taken back up by nerve cells or broken down by the body. The study drug has been designed to prevent norepinephrine from being taken back up by nerve cells, thereby increasing the amount of norepinephrine available. It is hoped that this might reduce the symptoms of nOH.

4. In this study, participants will be people who have completed a previous study taking either TD -9855 or placebo for 4 weeks. In this study, they will receive treatment for 22 weeks, split into two periods: a 16-week open-label period followed by a 6-week double-blind period. In the 16-week open-label period, all participants will first receive the study drug (10 mg per day) for 4 weeks. After 4 weeks if the participant’s score in Orthostatic Hypotension Symptom Assessment Question 1 (OHSA#1) demonstrates a reduction of at least 2 points compared to baseline, they will then continue to receive the study drug for another 12 weeks. Following completion of the 16-week open-label period, participant will enter the 6- week double-blind withdrawal period where they will be randomised to receive either study drug or placebo.

[bookmark: _Hlk26775766]Summary of discussion

[bookmark: _Hlk26775592]The main aspects of the application considered by the Committee, as well as of the original decision made by the Committee and the second opinion given by the Southern HDEC, are as follows.

5. The Committee noted the second opinion given by the Southern HDEC on Northern B’s original decision, and that the Southern HDEC had agreed with the decision.
6. The Committee noted that as the application had been declined following a provisional approval, the Standard Operating Procedures for HDECs (para 134) only allow that the Committee either re-state its original decision to decline, or that it approve the application (there is no option for a further provisional approval). Given this limitation, the Committee noted that an in-person conversation at the original full meeting would likely have solved most of the issues.
7. The Committee noted the following issues that still need to be addressed following the Researcher’s response to provisional approval:
i. The Researcher had not provided sufficient detail about a safety protocol.
ii. The Researcher had not addressed the potential for unintended consequences from the caregiver questions, which is potentially avoidable as this is not a primary endpoint.
8. The Committee noted the following issues that also supported their decision to decline, as they were raised in the provisional approval and not addressed by the Researcher, although they were not stated in the original decline letter:
i. The Researcher did not add the placebo arm risks to the PIS/CF, and should have acknowledged the risks involved in standard of care treatment being withheld for those participants. 
ii. The Committee had requested that identifiers be removed from the CRFs, which had not been agreed to in the provisional response. The committee notes that identifying these documents with the participants unique study number is standard practice.
iii. The Researcher had not removed the statement in the PIS indicating that close medical monitoring is a benefit to participants. The committee regards this statement as unduly influencing potential participants.
9. The Committee discussed the primary ethical reasons which it had previously stated in its decline. The first is due to the concern for participant safety (risk of harm). Although the second opinion from Southern disagreed that this was a significant ethical issue, Northern B re-stated its original opinion, as it did not feel that continuing into a second study for a further 16 weeks of blinded investigational treatment without having to meet the specified efficacy endpoint in the first study. 
10. The second primary reason for the first decline was due to the Researchers not providing documentation for the monitoring arrangements for the study. The Committee noted that although the monitoring committee had been referred to in the protocol as the Southern HDEC had pointed out, it was not made clear what was meant by a ‘cross-functional safety review team’. In its provisional approval letter, the Committee had requested a safety protocol, and although the Researchers confirmed that there was a DSMC, they had not provided any relevant documentation describing the makeup of the committee or its functions. 
11. The third primary reason for the decline was that the Researcher had not provided a satisfactory justification for having representatives of the sponsor present during tilt table testing. The Committee noted, as the Southern HDEC had pointed out, that the ethical guideline referenced in the original decline did not support this request, and stated instead that guideline 5.4 of the Ethical Guidelines for Intervention Studies better supports this request.
12. The Committee stated, in conclusion, that the Researcher’s responses did not assure the committee sufficiently with respect to the safety of the participants. To approve the study, the safety issues need to be clarified, and PIS needs to be improved. The Committee encourages a re-submission and looks forward to discussing the outstanding issues with the Researcher. 

Decision 

This application was declined by consensus, as the Committee did not consider that the study would meet the following ethical standards:

· The Guidelines state that every intervention study should include documentation of the planned monitoring arrangements for the study. These were not adequately described in the Protocol or provided in the Researcher’s response. (Ethical Guidelines for Interventional Studies para 6.39)
· The Guidelines state that studies should be undertaken only by investigators and research teams with the necessary skills and resources to do so. The Committee felt that this study did not meet this standard due to Researchers not being sufficiently competent to undertake tilt table testing without the sponsor’s representative present (Ethical Guidelines for Interventional Studies para 6.39). 
· The Guidelines state that a significant risk of harm to participants requires substantial care in addressing the ethical issues raised. Given the high level of risk inherent in this study, the Committee was not satisfied by the lack of specified improvement criteria following the 4 week randomised study to determine patients’ eligibility for the study (Ethical Guidelines for Interventional Studies para 4.12). 
· Additionally, the Committee observed that informed consent requires that participants are accurately informed of all the potential benefits and risks of participation. Given that the risks of standard care treatment being withheld were not described, and that the benefit of monitoring was over-stated, the Committee did not feel that the PIS met this standard (Ethical Guidelines for Interventional Studies para 6.22).
 




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:
	4 February 2020

	Meeting venue:
	Ministry of Health, Level 3, Rangitoto Room, Unisys Building, 650 Great South Road, Penrose, Auckland



	The following members tendered apologies for this meeting.

3. Problem with 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 4:40pm.
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