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		Minutes





	Committee:
	Northern A Health and Disability Ethics Committee

	Meeting date:
	17 November 2020

	Meeting venue:
	[bookmark: _Hlk56508751]Video conference (Zoom) URL: https://mohnz.zoom.us/j/8712831011, meeting ID: 871 283 1011



	Time
	Item of business

	12:30pm
	Welcome

	
	Confirmation of minutes of meeting of 20 October 2020

	1:00pm
	New applications (see over for details)

	1:00 – 1:25

1:25 – 1:50
1:50 – 2:15
10 minute break
2:25 – 2:50
2:50 – 3:15

3:15 – 3:40

10 minute break
3:50 – 4:15
4:15 – 4:40
4:40 – 5:05
	  i 20/NTA/166

  ii 20/NTA/174 
  iii 20/NTA/170
 
  iv 20/NTA/171
  v 20/NTA/173

  vi 20/NTA/169

  
  vii 20/NTA/175
  viii 20/NTA/177
  ix 20/NTA/176 

	5:05pm
	General business:
Noting section

	5:15pm
	Meeting ends



	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

	Dr Karen Bartholomew 
	Non-lay (intervention studies) 
	18/07/2016 
	18/07/2019 
	Apologies 

	Mrs Kate O'Connor 
	Lay (consumer/community perspectives) 
	29/01/2020 
	29/01/2021 
	Present 

	Dr Kate Parker 
	Non-lay (observational studies) 
	11/02/2020 
	11/02/2023 
	Present 

	Ms Rochelle Style 
	Lay (ethical/moral reasoning) 
	14/06/2017 
	14/06/2020 
	Present 

	Ms Catherine Garvey 
	Lay (the law) 
	19/03/2019 
	19/03/2022 
	Present 

	Dr Sotera Catapang 
	Non-lay (observational studies) 
	11/02/2020 
	11/02/2023 
	Present 

	Dr Michael Meyer 
	Non-lay (health/disability service provision) 
	11/02/2020 
	11/02/2023 
	Present 


 

Welcome
 
The Chair opened the meeting at 12:30pm and welcomed Committee members, noting that apologies had been received from Dr Karen Bartholomew.

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 20 October 2020 were confirmed.






New applications 


	 1  
	Ethics ref:  
	20/NTA/166 

	 
	Title: 
	HD loss-of-interruption study 

	 
	Principal Investigator: 
	A/Prof Richard Roxburgh 

	 
	Sponsor: 
	University of British Columbia 

	 
	Clock Start Date: 
	07 October 2020 


 
Richard Roxburgh and Christina Buchanan were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of Study

1. The age of onset of Huntingtons Disease (HD) is thought to be related to the number of repeats (of CAG in the HTT gene), however the age of onset might be significantly lower for those who have the Loss of Interruption (Lol) variant. This study will monitor HD effected members of Huntingtins families with this LoI variant on an annual basis over five years, with DNA being sent to the University of British Columbia. Blood samples will be taken for DNA analysis, and will also be stored at the Auckland Regional Tissue Bank (ARTB).
2. 20 participants will be recruited in NZ out of 40 internationally.
3. There are 6 optional studies including the storage of blood samples to ARTB for Huntingtins related research, linking information from the main study to the Enroll-HD study (for those participants who are already participants in the Enroll-HD study), enrolling onto other studies (including the Enroll-HD study), tissue FUR with tissue being stored for DNA analysis in either Canada or New Zealand and approach for a discussion about post mortem tissue donation)

Summary of resolved ethical issues 

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

4. It was confirmed that all participants will be adults.
5. The Committee asked if potential participants would be aware of the LoI gene, and that it may mean that they will have an early onset of Huntington’s. The Researcher stated that they will likely not be aware of this, and acknowledged that it may cause distress.
6. The Committee asked how participants would be recruited onto the study in a sensitive way. The Researcher explained that some participants would be the CI’s own patients, so they would explain it to them directly. However, the somatic instability of the CAG-repeat, which is heightened because of the LOI, is now being seen as a major way of attacking the disease. The most recent drugs that are being developed are specifically targeting this mechanism of the disease – so while the researchers are giving bad news, they may also be able to offer the prospect that there is a way of addressing this disease.
Recruitment of other participants would either be through a family member or through their geneticist.
7. It was confirmed that all participants will have the capacity to consent at the time they are enrolled, and are expected to retain that capacity over the five year duration of the study.
8. It was clarified that tissue would be banked for 20 years, with the option to have it banked indefinitely for future research.
9. The Committee stated that, as Māori may be involved in the study, Māori consultation is required. The Researchers explained that efforts have been made to consult with Māori families with Huntington’s Disease. 
10. It was clarified that the $90 cap for travel was an estimation, and that all travel costs would be covered.
11. The Committee asked what would be done in the event that a participant died. The Researchers explained that if a participant died, the tissue would be returned or disposed of in accordance with the participant’s original consent. The Committee suggested that it may be prudent to allow samples to be consented to for future unspecified research, so that those samples may be kept and used for other purposes. The Researchers stated that their intention is only to collect the tissue for research on the LOI gene.

Summary of outstanding ethical issues

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

12. Further information requested: The Committee asked for the document describing how the study meets standard 12.15a of the NEAC standards to be incorporated into a data & tissue management plan (DTMP). Furthermore, while the document entitled “How this study meets the NEAC 2019 guidelines” is helpful, it does not fulfil the requirements of providing a DTMP which must be provided for this research. For guidance, please refer to the HDEC tissue and data management template (https://ethics.health.govt.nz/system/files/documents/pages/hdec-data-tissue-management-template-oct2020.docx)
13. Further information requested: The Committee requested the governance documents from the University of British Columbia.
14. The Committee noted the only evidence of independent scientific review was a decision from the Women’s and Children’s Ethics Committee at UBC which did not suffice for HDEC purposes.
Further information requested: please upload new evidence of peer review, from an independent reviewer showing their comments on the scientific merits of the study.
15. Action requested: Please state in the study protocol that all of the participants will have the full capacity to consent.
16. Action requested: in the ‘enrol’ form, please replace “participant” at the top with “participant number”.

After the meeting, the Committee noted that the ethnicity categories in the CRFs do not match the NZ Stats categories, and asked for this to be amended.

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

17. Please clarify the mandatory and optional storage of tissue in the study (including where and for how long). Please clarify the nature of future specified research in each case to comply with Standards 7.58 and 15.8 – 15.12 and 15.17- 15.21.  For the optional tissue FUR study, please provide a separate PISCF for the Committee’s review.
18. Please outline the genetic and genomic risks to participants (refer to the relevant National Ethical Standards about genetic and genomic research 14.27 - 14.41). 
19. Please add warning statements which comply with NEAC Standards 12.14c and 12.15a and the Privacy Act 2020 for information sent overseas.
20. Please simplify the language for lay readers where possible.
21. Please check the numbering of sections.
22. Please state whether individual results or study results will be returned to participants and discuss incidental findings as required by the National Ethical Standards, especially Standards 11.45 – 11.49 and 14.26.
23. Please add greater information about the Biobank at the UBC and details about the governance of the Auckland Tissue Bank. Refer to NEAC Standards 15.8 and 15.9 on biobanking and what is required to ensure participants provide fully informed consent.
24. Consent form: please amend the word ‘patient’ as it appears in the section “I agree to the use and disclosure of my personal clinical information as described in the Patient Information Sheet.”
25. Please describe the risks involved in linking data for participants who accept the invitation to enrol in the ENROLL study. 

Decision 

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

· Please address all outstanding ethical issues, providing the information requested by the Committee.
· Please update the Participant Information Sheet and Consent Form, taking into account 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 Mrs Kate O'Connor and Dr Michael Meyer.


	 2  
	Ethics ref:  
	20/NTA/174 

	 
	Title: 
	EXPAND TAVR I 

	 
	Principal Investigator: 
	Dr Sanjeevan Pasupati 

	 
	Sponsor: 
	Medtronic 

	 
	Clock Start Date: 
	05 November 2020 


 

Dr Sanjeevan Pasupati was present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of Study

1. This study will obtain safety and efficacy data to inform further studies on the use of Transcatheter Aortic Valve Replacement (TAVR) procedure for patients with moderate symptomatic aortic stenosis and/or severe asymptomatic aortic stenosis (AS). Currently only patients with severe symptomatic AS or severe AS with very diminished heart function are being treated, but there are a number of studies which collectively confirm that moderate AS and severe asymptomatic is not benign and may indicate that earlier intervention could prevent onset of heart failure and sudden death.
2. The design is a prospective, descriptive, interventional, multi-center, single arm, pre-market feasibility study. It will involve up to 150 subjects in up to 25 centers in the United States, Canada, Europe, Israel, Australia and New Zealand. Cohort A will involve up to 75 subjects with moderate symptomatic AS and Cohort B will involve up to 75 subjects with severe asymptomatic AS. The risks and benefits of TAVR in patients with moderate symptomatic and severe symptomatic AS has not been well studied in prospective clinical studies. Data from this study will be used to inform the design of future pivotal studies to expand the current indications to include these populations.

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 there are valve replacement options for the patient population being targeted by this study anywhere in the world. The Researchers explained that there are not, which is why the study is being conducted internationally. 
4. The Committee asked for confirmation of whether the study sponsor would be present during the procedure. The Researchers clarified that a local representative of the sponsor will be present, and typically help to train or assist investigators and are present during the procedure.
5. The Committee asked about the purpose of matching the study data with historical controls. It was clarified that this aspect of the study would be subject to a separate ethics application which justified the waiver of consent.
6. The Committee asked if data from this study will be going into the valve thoracic registry. The Researchers clarified that there is no register currently for that data to be stored in.



Summary of outstanding ethical issues

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

7. Action requested: The Committee asked for greater detail around the management of data in the New Zealand part of the study to be added either to the study protocol or to a separate data management plan. This should meet those requirements set out in para 12.15 of the National Ethical Standards. For guidance, please refer to the HDEC data management template (https://ethics.health.govt.nz/system/files/documents/pages/data-only-management-template-oct2020.docx)
8. The Committee asked if there is any possibility that the study might produce any incidental findings. The Researchers explained that incidental findings may arise during the screening phase of the study. please add.
Action requested: the Committee asked for a plan for managing incidental findings to be added to the protocol.
9. Action requested: please check if the sponsor can increase the study insurance limit for each occurrence to 10 million dollars per participant.

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

10. Please add greater information about the risks that this procedure poses to participants (highlighting that it is experimental), and amend the wording about the likelihood of risks (e.g. “1 in 10, 1 in 100”). Please refer to the HDEC template for guidance (https://ethics.health.govt.nz/system/files/documents/pages/participant-information-sheet-consent-form-template-sep20.doc).
11. Please explain the possibility that the TAVR will need to be explanted, and the follow-up for 30 days following this.
12. Please clarify what specific reimbursements are available to NZ participants.
13. Please expand the information about what data will be collected, who will have access to it, where it will be held, and for how long (please refer to the HDEC template). This should include where data will be sent overseas, and what data may be shared for use in future specified or unspecified research.
14. Please check that informing the participant’s GP is not an optional component of the study.
15. Please amend the wording around the chance of others benefiting from the participant’s participation in the study, so avoid any undue influence on participants.

Decision 

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

· Please address all outstanding ethical issues, providing the information requested by the Committee.
· Please update the Participant Information Sheet and Consent Form, taking into account 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 Dr Kate Parker and Ms Catherine Garvey.


	 3  
	Ethics ref:  
	20/NTA/170 

	 
	Title: 
	Low-intensity therapy and parent coaching for young children with ASD: An RCT. 

	 
	Principal Investigator: 
	Dr Hannah Waddington 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	05 November 2020 


 
Dr Hannah Waddington and Ella Macaskill were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of Study

1. This study will evaluate the effectiveness of 2 hours a week of direct Early Start Denver Model (ESDM) therapy (low intensity) and 1 hour a week (fading to a fortnight) of parents of young autistic children (aged 1 to 5) coaching for 6 months compared to treatment-as-usual for children with Autism Spectrum Disorder (ASD) between 12 and 54 months. Standard of care treatment requires up to 20 hours a week, which is clearly out of possible range for lots of parents. If assigned to this arm parents will be offered the low intensity ESDM therapy after the study. 
2. During the study the participants in the standard of care arm will receive monthly support calls. 
3. 24 children and 48 whanau members will be recruited. 
4. The outcome measures will include child engagement, adaptive behaviour, cognitive abilities, social responsivity, and language and communication.

Summary of resolved ethical issues 

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

5. The Committee asked if this study is related to a separate HDEC application yet to be discussed by the Central HDEC (20/CEN/253). The Researchers clarified that 20/CEN/253 is being conducted by the CI’s student, with a similar participant population but with a different study design and different participants. The Researchers confirmed that there would be enough individuals willing to participate in the Wellington region. Individuals will be eligible for participation if they show signs of autism, which can be detected as early as 1 year of age (although most will be over the age of 2).
6. The Committee asked about the EDSM methodology and the extent of its use in New Zealand. The Researchers explained that EDSM was developed in the US, however they believe that it is suitable in the New Zealand context. It can be delivered out in the community or at home, and is delivered through play with opportunities to develop goal-oriented skills. The researchers’ previous experience in seven studies has shown that EDSM is effective and appropriate in New Zealand. However, no (or few) others are delivering it in New Zealand.
7. The Committee asked how the videos of the EDSM sessions with the researcher and child participants will be used, stored and who will have access to them. The Researchers explained that the videos will be used to monitor the delivery of the therapy, would be stored in a password-protected device and attached to a coded identifier. Those files will not be shared with any third party. 
8. The Committee asked if it might be suitable to create a basic information and assent form for the children. The Researchers explained that the study population is most often non-verbal, making even simple communication difficult, and as had considered this but believe such a form would not be practicable.
9. The Committee stated that the testing for signs of ASD must happen after families are consented.
10. The Committee noted the great advantage to families/whanau who participate in the study of getting access to treatment by 6 months. The Committee asked for this point to be de-emphasized in conversation with interested families, so as not to unduly influence them to participate.
11. The Committee stated that only data relevant to the study aims should be collected, and questioned the relevance of some types of data (e.g. family income). The Researchers explained that this data will be collected so as to ensure that the populations on the two study arms are demographically balanced, so as to reduce bias.
12. The Committee asked about access to participants’ medical records for the purpose of this study. The Researchers clarified that nothing was to be accessed or requested beyond what the they themselves were gathering from direct contact.
13. The Committee asked how the findings of the research will be shared. The Researchers explained that, in addition to the standard scientific dissemination, they will make a strong effort to share the findings with the community.

Summary of outstanding ethical issues

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

14. Actions requested: Please state in the protocol that data will be stored for 10 years after the youngest participant turns 16.
15. Actions requested: Please remove the spaces for the individual’s name on the study questionnaires (this can be replaced with a participant code, not including the full DOB).
16. Further information requested: Please upload the study advertisements.
17. Actions requested: The Committee asked for greater detail around the management of data to be added either to the study protocol or to a separate data management plan. This should meet those requirements set out in para 12.15 of the National Ethical Standards. For guidance, please refer to the HDEC data management template (https://ethics.health.govt.nz/system/files/documents/pages/data-only-management-template-oct2020.docx) 
18. The Committee asked how confidentiality in video-taped sessions will be protected, if videos may be presented to another parent/caregiver to support/enhance knowledge.
19. In relation to point no. 6, the Committee asked if the efficacy outcome measure of the study may be affected when parent/caregiver in the treatment-as-usual arm attends the ESDM in the community.
Further information requested: please upload a cover letter addressing the above two points.

The following issue was raised by the Committee after the meeting:

20. Please justify therapists tickling children (as suggested in the Information Sheet), given the risks that entails.




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

21. Please expand the information on how data in the study will be managed, and make clear who beyond the primary investigators will have access to the data (and in what forms).
22. Please clarify who data from the study will be shared with.
23. Please add an introductory sentence about the lead investigators and your competence (to reassure the parent/guardian).
24. Please proof-read for typos.
25. Please correct the advocacy email to advocacy@advocacy.org.nz
26. Please make clear that both the parent and child will be participating in the study, and add a section to the consent form for the parent to consent on behalf of the child.
27. Please highlight in the pre-assessment section that the demographic questions are optional.
28. Please add information about all the videos being made in the study, and describe their management, access and destruction to the data management section.

Decision 

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

· Please address all outstanding ethical issues, providing the information requested by the Committee.
· Please update the Participant Information Sheet and Consent Form, taking into account 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 Dr Kate Parker and Ms Catherine Garvey.


	 4  
	Ethics ref:  
	20/NTA/171 

	 
	Title: 
	(duplicate) (duplicate) Gastrointestinal Dysfunction in Critical Illness - (GIFT study : Part II) 

	 
	Principal Investigator: 
	Ms Varsha Asrani 

	 
	Sponsor: 
	University of Auckland 

	 
	Clock Start Date: 
	05 November 2020 


 
Ms Varsha Asrani and Professor John Windsor 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. Gastrointestinal (gut) dysfunction/failure (GDF) is a common problem for critically ill patients, and gut biomarkers (blood tests) may provide better diagnostic accuracy than traditional laboratory markers. This proposed research is designed to develop and validate a novel ‘gut dysfunction scoring tool’ relevant to patients with critical illness. It hopes to offer the opportunity for early detection of GDF, to help avoid invasive surgical procedures and assist nutritional and fluid management. The study will also measure intestinal-specific biomarkers as part of this alongside other scoring systems to measure GDF. 
2. Applications for this research have previously been declined twice (18/NTA/188 and 19/NTA/141) for failing to meet right 7(4) of the Code of Health and Disability Consumers Rights (the Code). Most potential participants are in intensive care, on ventilators and unconscious. For those potential participants, eligible patient’s families will be approached and invited to provide an opinion as to whether their relative would have wanted to participate. The device being tested is a pressure device attached to a nutrition feeding tube for patients who have a similar device inserted as part of standard of care. An array of electrodes (Body Surface Gastric Mapping or BSGM) will further be used for mapping electrical activity in the gut. Blood samples will be taken for measuring gut biomarkers. This will be done once all samples have been collected rather than at the time of or shortly after the samples are taken. For this reason, the biomarkers cannot influence clinical care.

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 how the intensivist’s scoring system would be used. The Researchers explained that it is supposed to capture standard practice, which is variable. It is a subjective measure, and is typically obtained by interviewing patients in the clinic.
4. The Committee asked about the role of the pressure device in this study and its potential commercialisability. The Researchers explained that the device will be used in this study to determine if there is abnormal pressure signal from the gut, which may indicate dysfunction. A patent hasn’t been filed yet, and will protect the algorithm used to interpret the pressure measurement, rather than the device itself. Consequently, there is no clear commercial benefit of this study with regards to the pressure device. 
5. The Committee asked if there were any risks associated with the wearing of the BSGM device. The Researchers explained that the device has been thoroughly studied and it has been shown to be very safe; similar to putting a Band-Aid on.
6. The Committee asked if the results from the BSGM would be affected by movement etc. of the participant. The Researchers explained that artefacts from movement, coughing etc. are easily identified and removed from the data afterwards.

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 stated that, as the evaluation of the pressure device is a component of this study, information relating to the use of that device should be detailed in the study protocol. 
Further information requested: please amend the protocol accordingly, and attach the Investigator’s Brochure for each device in the next application (National Ethical Standards para 9.8).
8. The Committee noted that, as the use of both devices in the study is experimental, the study must be considered an intervention study and must comply with the Code. The Committee asked how the study meets the best interests standard of right 7(4) of the Code. The Researchers explained that, because of the rigour of the study, the clinicians will be more focused on signs and symptoms of GDF, thereby offering a benefit to participants. Typically, in standard of care, an ad-hoc (unsystematic) approach is taken to assessing GDF which leads to gut dysfunction often being missed. The study is thereby expected to assist clinicians and lead to better treatment of participants.
It was confirmed that neither the pressure device nor the BSGM will inform real-time clinical decision making. 
Action requested: please justify how this study meets the best interests requirement more clearly in the study protocol (National Ethical Standards para 9.8).
9. The Committee noted the potential commercial benefit for the BSGM, and questioned whether the principle benefit of the study was a commercial one. The Committee noted that one of the co-investigators is involved in the development of the BSGM. The Researchers explained that although the pressure device is potentially commercialisable further down the line, that is not their purpose in conducting the present study and the devices are being included purely due to the lack of good alternatives. The Researchers stated that the study has been set up primarily by researchers who do not have a stake in those companies, utilizing those available products, rather than being set up for the purpose of commercialising them. 
Action requested: the Committee asked for the potential commercial benefit of the study to be made more transparent in the study protocol, and for it to be made clear what access those involved in the commercial side of either device will have to the study data (National Ethical Standards para 15.14).
10. The Committee asked if the scoring system is being evaluated for validity or prediction. The Researchers explained that prediction would be the subject of future studies, using the tool which would also be validated. However, this present study is merely looking for associations between biomarkers and gut dysfunction, which will inform the gut dysfunction scoring tool which will then need to be validated. The Committee stated that these different components were not clearly distinguished in the study protocol or PIS.
Action requested: please make the study aims clear in the protocol and PIS, distinguishing the study of associations between biomarkers and gut dysfunction, validation of the gut dysfunction scoring tool, and the predictive power of those biomarkers (National Ethical Standards para 9.7).
11. The Committee asked about the study population, which the Researchers explained will be ICU patients and will be both medical and surgical patients.
Action requested: please specify the above in the study protocol (National Ethical Standards para 9.7).
12. Action requested: The Committee asked for greater detail around the management of data to be added either to the study protocol or to a separate data management plan. This should meet those requirements set out in para 12.15 of the National Ethical Standards. For guidance, please refer to the HDEC data management template (https://ethics.health.govt.nz/system/files/documents/pages/data-only-management-template-oct2020.docx) 
13. The following were requested after the meeting:
a) Please provide further information in the documentation about the app on an ipad – the ICU gut symptom diary
b) Please consider including the 6 – 8 scenarios developed by ICU clinicians for dealing with events – for example, where participants die before providing consent to continue in the study or where participants recover but wish to withdraw.

The Committee requested the following changes to the Participant Information Sheet and Consent Form (National Ethical Standards para 7.19): 

14. Participant Information Sheet (PIS) for participants:
a) Please specify the title for conscious participants and for those who regain consciousness.
b) Please proofread for accuracy of wording.
c) Please add greater information about the management of data in the study (refer to HDEC template: https://ethics.health.govt.nz/system/files/documents/pages/data-only-management-template-oct2020.docx).
d) Please state that males may have to have excess hair removed for the application of the device and females may need to remove their bra.
e) Please amend to more clearly describe what is happening in the study having regard to all the points made above about unresolved ethical issues including issues of commercialisability, conflicts of interest, previous use of the devices, any risks of using the devices etc.
f) Page 4 – needs overseas data warning statements and must comply with the Privacy Act 2020.
g) Page 5 – what ‘sponsor’? (in the security and storage section)
h) Page 5 – are there safety and screening test results?
i) The CF doesn’t provide the option of agreeing, or not, to the use of data for FUR.
15. PIS for persons interested:
a) The same amendments are required as for the participant’s PIS.
b) The CF needs to be redrafted in most of the sections – it should not state “I agree…” etc.
16. PISCF for continued participation:
a) The same amendments are required as for the participant’s PIS.

Decision 

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

	 5  
	Ethics ref:  
	20/NTA/173 

	 
	Title: 
	The REVIVE study 

	 
	Principal Investigator: 
	Dr Jennifer Taylor 

	 
	Sponsor: 
	Rekover Therapeutics Ltd 

	 
	Clock Start Date: 
	05 November 2020 


 

Dr Jennifer Taylor, Ryan Graves & Peter Kelly 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 phase 2A, double-blind, randomised, placebo-controlled study evaluating the efficacy, safety, tolerability, and pharmacokinetics of Nalfurafine in the treatment of Chronic Optic Neuropathy in people with Relapsing Remitting Multiple Sclerosis (MS). The study involves 12 months of treatment for 30 participants in NZ, and 106 globally.
2. The study drug will be compared to a placebo, due to there being no current standard of care treatment for eye damage (remyelinating) in the opioid class. 

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 about the risk of suicide for participants in this study. The sponsor clarified that it is a non-specific risk (a risk for this patient population, rather than due to the study drug).
4. The Committee asked if any future unspecified research (FUR) is intended using data from this study. The Researchers clarified that no data FUR is intended.
5. The Committee asked if participants may need to continually take the study medication. The Researchers stated that they do not believe so, however it is not yet known.

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 clarification about how participants would be recruited through social media. The Researchers stated that in the first instance participants would be recruited through the DHB, however if more participants are needed then very brief contact would be made via social media through third-party organisations.  
Action requested: please clarify the processes for social media recruitment in the protocol, and please ensure advertisements are clear that the research is about the treatment of Chronic Optic Neuropathy in people with Relapsing Remitting MS, rather than MS generally..
7. Further information requested: please upload the insurance certificate for the study (HDECs are required to check that compensation in commercially sponsored intervention studies is at least ACC-equivalent).
8. Action requested: please ensure that participants’ initials are removed from the participant identifier, to ensure that it is adequately de-identified.
9. Action requested: Please remove all participant identifiers on questionnaires.
10. The Committee discussed why a participant brochure was being used in addition to a participant information sheet.  The researchers advised it was intended to present relevant information in a lay-friendly format.  The Committee stated that the participant information sheet should already be lay-friendly, and the use of the brochure runs the risk that other important information in the PIS may be missed. 
Action requested: please either remove the use of the brochure or expand the information in it to ensure that it covers those same aspects as the PIS. Any amendments must be submitted to HDEC for approval.  
11. The Committee asked if there was any intention to mix tissue samples with blood. The Committee expressed concern that this would be done at a laboratory at Victoria University of Wellington, which is not GLP compliant. The Researchers clarified that tissue would be stored there for the duration of the study (2 years). They wish to store the tissue in a research setting, due to the methods they will be using.
Action requested: please add a justification for conducting the study at a non-GLP lab to the data/tissue management plan (DTMP) for the Committee’s consideration. If tissue is to be mixed, consideration of the cultural issues for Māori need to be made and discussed with appropriate Māori advisers.
12. The Committee noted that other amendments were required to the DTMP which could be discussed at the meeting or conveyed subsequently to the researchers.  The researchers agreed to receiving the required amendments after the meeting.  Those amendments are:
a)	Page 4 – please ensure that the information here is consistent with the privacy Act 2020.
b) Page 4 – remove “mandatory secondary uses” because there is no data FUR planned.   
c) Page 5 – there are too many identifiers – please justify why so many identifiers are required in addition to the study code when it isn’t for safety samples. 
d) Pages 6 and 9 – same as above with de-identifed data and tissue.
e) Page 6 – mixing tissue requires further consideration as noted. 
f) Page 10 – please clarify if tissue samples are being retained for 10 years or for seven days and if for 10 years, please justify length of storage – if the tissue is intended to be used for tissue FUR, a separate PIS is required which must be submitted to HDEC for approval.
g) Page 10 – justification required for storing tissue etc. at a research laboratory at Victoria University of Wellington which is not Good Laboratory Practice (GLP) compliant. 
h) Page 11 – please justify the use of two of the labs overseas which are not GLP accredited and one doesn’t seem to be ISO 9001:20015 compliant.

The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
13. Please add a partner pregnancy PISCF (there is a template on the HDEC website).
14. Please proof-read and remove any mention of future unspecified research (for example, reference is made to section 16 regarding FUR but there is no section 16 and the PIS has no description of data FUR.
15. Page 2 – use ‘ethnicity’ not ‘race’ in NZ please. 
16. Pages 3 and 4 – please provide help line numbers after the references to suicidality.
17. Page 7 – please make sure the guidance about contraception use aligns with that in the HDEC contraception template (https://ethics.health.govt.nz/system/files/documents/pages/participant-information-sheet-consent-form-template-reproductive-risks-17apr20.docx).
18. Page 7 – the VEP test may raise cultural issues. Please note that the head is tapu for Māori.
19. Page 8 – please clarify that the samples will be stored at the same premise as where they are sent to. 
20. Page 9 - please remove the reference to ending the study for commercial reasons.
21. Page 9 – please amend the identifiers used to code data, using study code only (except for safety samples).
22. Pages 9 & 12 – Please revise the information on data use and privacy to reduce repetition (especially access and correction and withdrawal rights which are repeated) and for consistency. 
23. The Committee noted that other amendments were required to the PIS which could be discussed at the meeting or conveyed subsequently to the researchers. The researchers agreed to receiving the required amendments after the meeting. Those amendments are:
a) “Information may be transferred to parties in countries (and regions) other than New Zealand for these purposes.” Please specify which countries, to whom and why (page 11) – Check sending data overseas complies with the new Privacy Act 2020. The DTMP says data and tissue may be sent to Australia, Singapore and the United States. Singapore isn’t mentioned in the PIS.  
b) Improve description around anonymous use of data and tissue – DTMP says “Anonymised data and/or tissue may also be made available to other researchers, as described in Section 8.5.”
c) Page 13 – additional repetitive information about compensation – please revise.
d) The DTMP says that “Tissue may be added to or mixed with other tissue samples, rendering it non-identifiable.” (page 6) – if this is true, it must be referred to in the PIS because it could have great significance for Maori participants. 
e) Note also the DTMP states that tissue will continue to be used despite withdrawal – this needs to be made clear in the PIS – most of the reference about withdrawal and continued use relates to data (e.g. pages 9 and 12). The continued use of tissue after withdrawal needs to be made clear and, as noted, if it is for tissue FUR, there must be a separate PIS.
Consent Form
a) The body of the PIS says continued use of data collected up to the point of withdrawal is mandatory but it is made optional in the CF – please be consistent. 
b) The DTMP states that Tissue collected prior to the participant’s withdrawal will continue to be used and analysed for the purposes of the study. – the CF only refers to data – a separate PIS is required for tissue FUR. 
c) For a phase 2 study it should be mandatory for GPs to be advised of significant incidental findings.

Decision 

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

· Please address all outstanding ethical issues, providing the information requested by the Committee.
· Please update the Participant Information Sheet and Consent Form, taking into account 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 Rochelle Style and Dr Michael Meyer.
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	Ethics ref:  
	20/NTA/169 

	 
	Title: 
	(duplicate) Tru-MK7 brand joint health supplement: Qualitative and quantitative investigation 

	 
	Principal Investigator: 
	Dr Baroutian Saeid  

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	05 November 2020 


 

Saeid Baroutian, Denise Darlington, and Gareth Corbett 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. A four-week open-label study to evaluate the tolerability and joint functionality of Tru-MK7 brand joint health supplement. Participants must be 18 years old and above and with mild to moderate pain. The study will utilize a questionnaire as its data collection tool. The joint supplement is in capsule form to be taken 2 capsules daily.
2. Participants will be provided a single-item questionnaire during their visits to the University of Auckland to indicate their existing conditions. After two and four weeks, participants will be asked to complete the questionnaire.

Summary of resolved ethical issues 

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

3. The Committee noted the researchers had made efforts to amend the study documentation since the Committee declined the research at a previous meeting. 
4. The Committee asked how persistent pain in elderly participants would be managed. The Researchers stated that persistent pain would exclude a patient from the study; if this developed during the study to the point that it required management, those participants would be withdrawn from the study. The Committee noted that this could impact the sample size for the study, however the Researchers assured the Committee that they are hoping to recruit more participants than needed, which will allow a couple to drop out.
5. The Committee asked how compliance will be checked, and the Researchers stated that they will count the pills returned at the end of the study, and that care will be taken to clearly explain the instructions to participants.

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 if there is a stratification in the degree of pain between different age groups. The Researchers stated that this is not known, and would be investigated.
7. The Committee asked how the interview questionnaire would separate the efficacy and tolerability of Tru-MK7. 
Action requested: please separate the questionnaire according to these two aims.
The Committee asked if the questionnaires are validated. 
Action requested: please check if the questionnaire is validated, and if not, please justify how it will provide a reliable source of data (e.g. that it is not subject to measurement error and conclusions drawn from its use can be made with confidence). (National Ethical Standards para 9.1.b)
8. Further information requested: please upload the self-assessment diary. 
9. Further information requested: please upload the questionnaire to determine existing conditions.
10. Action requested: please amend the wording on the product label and the advertisement so as not to imply any therapeutic effect from the product (National Ethical Standards para 11.10).
11. Further information requested: please amend the study protocol, outlining: 
· How adverse events will be managed.
· How pregnant women will be excluded from the study.
(National Ethical Standards para 9.7)
12. The Committee suggested that a control group might be needed in the study, in order to remove potential confounding variables, and to have an edge over the other joint supplements in the market.
13. Please amend the advertisement: you cannot claim benefits the study is seeking to establish; the advertisement claims a therapeutic purpose for the study product.
14. Please improve data management – it currently covers paper based records but not electronic. Please also clarify what identifiers will be stripped out. It is clear that the Sponsor will receive data, albeit de-identified? Who else will data be shared with? Presumably regulatory authorities, world-wide?
15. Please provide an insurance certificate which is protocol and territory specific.

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

16. Please explain clearly to participants how they should use the self-assessment diary. 
17. Please specify if participants should take 2 capsules each day, or 1 capsule twice a day.
18. Please remove the statement on the front page about the study not involving any risk.
19. Please amend the wording in the following sentences for clarity: a. Please ask if you would like to access the results of your screening and safety tests during the study – it would appear there are no screening and safety tests being undertaken, in which case this statement must be removed. b. The information collected about you to the point when you withdraw from the study will be terminated – please explain what terminated means – does it mean that it will be destroyed or simply that it won’t be used? c. All your information will be kept anonymous and will not be shared with any third parties – please confirm this is accurate having regard to all the parties who the data may be shared with . 
20. Data section: please explain what health information is being collected. Please ensure that all people, regulatory agencies etc. are referred to in terms of who has access to the data/who it will be shared with and advise participants what happens with electronic data (how it will be protected, stored etc.).
21. Please expand the information in the risks section. 
22. Please state what incidental findings might arise in the PIS.
23. Please state in the PIS that, if they consent to it, their GP will be informed of their participation.
24. CF: please remove the yes/no tick boxes from the consent form for all statements that aren’t truly optional, i.e. those where a participant could select ‘no’ and still participate in the study.
25. The consent form refers to the collection of health information – what health information?  This has not been covered in the PIS and must be addressed in the documentation so the person knows what they are consenting to. Similarly with incidental findings.  

Decision 

This application was declined by consensus, as the Committee had not received all written information to be provided to participants in the study (Standard Operating Procedures for HDECs, para 43), and further did not consider it to meet those ethical standards referenced above.
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	Ethics ref:  
	20/NTA/175 

	 
	Title: 
	Daily Oral LUM-201 in Naïve-to-Treatment, Prepubertal Children with Growth Hormone Deficiency 

	 
	Principal Investigator: 
	Professor Esko Wiltshire 

	 
	Sponsor: 
	Lumos Pharma 

	 
	Clock Start Date: 
	05 November 2020 


 

Esko Wiltshire and Li Feng were present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of Study

1. This study is a multicenter, 6-month, randomised, open-label, active control, parallel arm, phase 2b study of daily oral LUM-201 in naïve-to-treatment, pre-pubertal children with growth hormone deficiency. Eligible participants need to be tested under predictive enrichment marker (PEM) at screening and only PEM positive subjects will be randomised to receive either daily rhGH or LUM-201 (3 different doses). The randomization of the treatment arms will be stratified by age and baseline height standard deviation score. All children in the study will return for follow-up clinic visits at 2 weeks, 1 month, 3 months and 6 months. Children successfully completing the 6-month treatment portion of the study will be eligible for inclusion in the long-term extension study. Children that don’t complete the study or elect not to participate in the extension study will be followed up by a phone call 30 days after their last visit.

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 why rhGH is being used as a control rather than an approved medication. The Researchers stated that the medication being used is FDA approved, although not approved by Medsafe, and therefore was selected as this is an international study.
Further information requested: the Committee asked for further justification for the choice of the comparator drug.
3. The Committee asked how the potential for undue influence would be mitigated, due to the fact that both treatments being offered are not funded in New Zealand. The Researchers explained that this study is aimed at the moderate-severe patients who otherwise would not receive Pharmac-funded treatment which is reserved for severe patients, and provides potential participants with earlier access to treatment. Standard of care treatment for these patients is available but is milder and must be taken intravenously.
4. It was confirmed that SCOTT review is still being sought.

Summary of outstanding ethical issues

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

5. Action requested: Please state in the protocol that study data will be stored for 10 years after the youngest participant turns 16.
6. Further information requested: please explain in the protocol how adverse events will be managed at the site-level.
7. Further information requested: The Committee asked for greater detail around the management of tissue and data in the New Zealand part of the study to be added to the study protocol. This should meet those requirements set out in para 12.15 of the National Ethical Standards. 
8. The Committee asked how treatment will be given during the screening phase. The Researchers explained that in the screening phase participants will be given a single dose of the medication followed by a series of blood tests to ascertain if there is a response to the medication. This is in order to assess whether the medication is generating enough growth hormone to warrant inclusion in the study
Action requested: please make this very clear in the PIS, and that eligible children might go through those screening visits and still not be able to participate in the study.
9. The Committee asked if participants may have continued access to the study drug at the end of the study, if shown to be efficacious. The Researchers explained that participants will have the opportunity to enrol into an extension study, which will apply for separate HDEC approval.
Action requested: please make it clear in the PISCF that participants will not be able to access the study medication as part of standard care after the end of the study.
10. The Committee asked if there is a critical level of growth where if the study medication does not work, the participants won’t be able to catch up. This question was addressed to the potential delay in treatment for some participants through their involvement in the study. The Researchers explained that patients are usually treated until 16 or 17 years old, so following the 6 months on the trial there is the opportunity to catch up and they do not consider that this poses a risk to participants
Action requested: please explain this in the PISCF.
11. The Committee queried whether the data generated in this study would be used for any future unspecified research. The Researchers confirmed that no future unspecified research is intended, however the data may be used to inform a subsequent phase of the same research.
Action requested: please make the future (specified) use of data generated in the study clear in the PIS.

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

12. Please upload the PIS/assent form for children aged 7-11 and the assent form for children under 7 years.
13. Please make clear how study data and tissue will be coded.

Decision 

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

· Please address all outstanding ethical issues, providing the information requested by the Committee.
· Please update the Participant Information Sheet and Consent Form, taking into account 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 Dr Kate Parker and Ms Catherine Garvey.
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	Ethics ref:  
	20/NTA/177 

	 
	Title: 
	Hydrolysed meat in residential aged-care  

	 
	Principal Investigator: 
	Miss Xiaojing Wu 

	 
	Sponsor: 
	The University of Auckland 

	 
	Clock Start Date: 
	05 November 2020 


 

Miss Xiaojing Wu and Li Feng 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 PhD research project investigating the nutritional and health outcomes of hydrolysed meat meals for aged care residents with dysphagia. It will compare the new hydrolysed meat (with kiwifruit enzyme) against fresh-cooked pureed food. 
2. A single-blinded cross-over design will be employed with a 6-week intervention/control period, 2-weeks washout and a further 6-weeks of control/intervention. 

Summary of outstanding ethical issues

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

3. HDECs are required to determine whether the intervention study is to be conducted principally for the benefit of the manufacturer or distributor of the medicine or item being trialled. Please explain if there is a patent on the hydrolysis process. Which company got the Callaghan funds? Who is making the 'ready to use meat product'? Do these other parties have access to the study data? (Standard Operating Procedures for HDECs para 144)
4. The Committee noted that some of the potential participants may have a reduced capacity or no capacity to consent.  The protocol mentions "consenting" participants only (i.e. not justifying inclusion based on participants’ best interests) – please clarify. Given the vulnerability of these participants, how/who will decide if they are competent. The researchers must be mindful of the National Ethical Standards which require supported decision-making. Please refer to chapter 5 of the Standards. Will a clinician be able/willing to say that this is in an individual resident’s best interest – and would they be the dietitian, SLT, GP, nurse or other? (National Ethics Standards para 7.7/a).
5. Careful consideration must also be given to the time at which access to the medical records will take place, because this must be consented to, or else a waiver must be granted by the Committee.  
6. The Committee noted that the researchers had endeavoured to address issues raised by Right 7(4) of the Code of Patients’ Rights, but clarification and some amendments were required to the approach they had taken. Non-exhaustively, the researchers should consider the following:
a) Please provide information to the Committee as to how the best interest standard set out in right 7(4) of the Code is justified (If claiming some benefit in the extra blood tests, is the analysis of these done in a timely manner as to inform health decisions in a useful way?) (National Ethics Standards para 7.70).
b) Assent cannot be obtained from family/whanau for access to
• care home medical records,
• study assessment,
• blood testing for participation in the study.
c) Family/whanau/persons interested in the welfare of the person cannot consent to these things for the purposes of research unless they meet the requirements of the Protection of Personal Property and Rights Act 1988.  Family/whanau/persons interested may be consulted for their views on these matters if the person is not competent to make a decision for themselves and if a determination has been made that it is in the person’s best interests to participate in the research.  
7. Please add further information to the data management plan (which should also cover tissue). This should meet those requirements set out in para 12.15 of the National Ethical Standards. Please refer to the HDEC website for a template Data and Tissue Management Plan (DTMP). Non-exhaustively, the DTMP must mention how privacy will be protected (i.e. coding and de-identification (including of photos and survyes/questionnaires)), who will have access to what kind of data and why, how security of data will be protected, including electronic security, how data will be storage, for how long and how it will be destroyed. Please refer to the HDEC template for DTMPs.
8. Please clarify if the care facility is being treated as a block or cluster. Some residents will have consented and some won't; how are the food service staff supposed to keep track? What if a resident doesn't like the new meals and stops eating it - are they withdrawn from the study? 
9. The Committee asked for assurance from food service staff that they can incorporate the study in their work, to ensure that the study does not pose too great of a burden (National Ethics Standards para 8.8).  The Committee also noted that the facilities are being asked to contribute significantly to this research, including:
a. Assisting with recruitment by identifying people who may be eligible for the study 
b. A clinician (or other person?) signing off on the best interests which involves making a determination of capacity to consent.
c. Food service staff serving up the study meal and maybe adding spices etc – weighing the food?
e. Photographs for the plate wastage data
f. Facility nurses will do the weighing using the chair scale after shower.
10. Will potential participants be informed about the study in group talks or one on one? These processes should be detailed in the protocol. (National Ethics Standards para 7.3).
11. Please discuss whether high protein is suitable for all residents. 
12. The questionnaires/surveys:
a. The Barthel Index – who is completing this? Please remove identifiers.
b. Plate wastage survey – who is completing this?  Who is taking the photos?  Are participants identifiable in the photos?
c. MNA – mini nutritional survey –- please remove identifiers. This survey asks questions about food intake over the previous 3 months - consider whether consent its required for a third person to provide information about a resident’s eating habits.  
13. The following refer to specific questions in the application form:
a) r1.2 consent to inform participants’ GP – ‘no’ was selected, however the GP should be informed. 
b) r1.3 was answered incorrectly (standard treatment will be withheld).

The Committee requested the following changes to the various Participant Information Sheets and Consent Forms: (National Ethics Standards para 7.15).
14. PIS for the aged care residents:
a) Nicely written and easy to follow but please include all things being done (e.g. weight).
b) Please check grammar - it varies between ‘we’ and ‘our’ and “I”.
c) Please make it clear this is a research study and will use the information to see if the food they are eating helps improve health and that it is for a PhD.
d) Please advise that if participants don’t like the taste of the food, they don’t have to eat it
e) Needs a signature page please
f) Needs to include consent to advise facility nurses and doctors of any incidental findings.
15. Best interest form for participant: there are a number of things that need to be done before the clinician (or staff member?) can sign this off as being in the individual person’s best interests to participate:
a) Determine the person isn’t competent [how will this be done?]
b) Determine there is no one else around who can make the decision for the person
c) Determine participation in the study is in the individual person’s best interests
d) Take reasonable steps to ascertain the person’s views AND, take them into account and if participation is consistent with the person’s views if they were competent OR if the person’s views haven’t been ascertained, take into account the views of other suitable persons who are interested in the welfare of the consumer and available to advise the provider.
16. PIS for person interested and the PIS for competent residents
a) Please check grammar.
b) “This Participant Information Sheet will help you decide if you’d like them to take part” – the person interested isn’t able to make the decision on participation.  Please amend this statement.
c) Check use of pronouns throughout for persons interested: – it isn’t about the person interested participating, but the aged care resident. 
d) Doesn’t include all the interventions – e.g. weight, questions etc.
e) Discuss whether the person will be identifiable in the photos, who’s taking them etc.
f) Provide more information about the access to the medical records held by the facility.
g) Consequences of withdrawal are not adequately described – yes, they can stop eating the study food, but what happens to data already collected – this is only mentioned in the CF and it is optional whether data will be kept or not on withdrawal. Please make this clear in the PIS.
h) Please mention correction rights (access rights are referred to)
i) Please better describe the data FUR – this statement is insufficient: The study data may be used in future studies. – Data FUR must be clearly set out in the PIS to comply with Standards 7.57 and consented to. 
j) While the PIS template on what happens to information privacy etc hasn’t been used, probably most of the main issues have been covered. Check, however, the statement that all identifying information has been removed (page 4) – I don’t think that’s accurate (age, ethnicity and gender).
k) The CF for persons interested and resident participant with capacity should not be a ‘consent’ form for persons interested. Please also review for inappropriate sections for the persons interested, e.g. remove “I understand my responsibilities as a study participant”, and review for relevant pronoun for persons interested (“I” wish to receive a summary of the results of the study”).
l) Please amend: “Declaration by management” - it’s either the person interested or the resident.
17. PIS for facility
a) Please review entirely to ensure proper compliance with Right 7(4) of the Code of Patients’ Rights and the NEAC Standards in accordance with the guidance provided above. 
b) [bookmark: _GoBack]The risks in this PIS need to be tailored to the risks for the facility and staff
18. Please explain if the facility receive any payment for the time taken.
19. Please explain what Covid 19 precautions might be necessary.

Decision 

This application was declined by consensus, as the Committee did not consider that the study would meet the ethical standards referenced above.
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	Ethics ref:  
	20/NTA/176 

	 
	Title: 
	LANDMARK Trial 

	 
	Principal Investigator: 
	Dr Mark Webster 

	 
	Sponsor: 
	Meril Life Sciences Pvt Ltd 

	 
	Clock Start Date: 
	05 November 2020 


 

Dr Mark Webster was present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of Study

1. This study is a prospective, multinational, multicentre, open-label, randomized, non-inferiority trial to compare safety and effectiveness of Meril’s Myval Transcatheter Heart Valve (THV) series against two regularly used valves (Edwards Sapien THV series and Medtronic’s Evolut THV series) in patients with severe symptomatic native aortic valve stenosis. 
2. The 2 comparators are currently used in NZ. The MyVal is approved for use, but not available in NZ yet. 
3. 10 participants will be involved in NZ of 768 total. 

Summary of resolved ethical issues 

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

4. It was confirmed that the MyVal valve has been approved in NZ.
5. It was clarified that there are no differences in allergy risk between the devices, and for a clinician there is genuine equipoise between the three devices.
6. It was confirmed that the range in size is the same between the three devices. 
7. The Committee asked if there is a procedure to determine the anatomy of the blood vessel. The Researchers explained that a CT scan is used before the procedure, and measurements are made independently to determine the size of the vessel. 
8. The Committee asked if there is significant risk of femoral injury. The Researchers explained that the rate of injury is 1-2%, and is the same across all the valves; and that this is a clinical risk issue, rather than a trial-specific issue.
9. The Committee asked about the two lead-in cases at each site. The Researchers explained that those two patients will be in order to validate the valve, and are different from standard practice but are not considered as part of the study. Consequently, they will be registered with the study although will provide a clinical consent.
10. The Committee asked how bleeding would be managed. The Researchers explained that a suture device would be deployed at the start of the procedure which will function so as to reduce the chance of bleeding. An angiogram will also be performed on the other leg.
11. The Committee asked how procedure failure would be managed. The Researchers explained that failure would be assessed during the procedure and clinically managed at that time.
12. The Committee asked how participants would be followed up after the study. The Researchers explained that participants would be followed up for up to 10 years via post or email, and it is not anticipated that any third party would be needed to contact participants.

Summary of outstanding ethical issues

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

13. The Committee asked why participants are not being blinded in the study. 
Action requested: please justify this in a cover letter, or otherwise amend the protocol so as to blind participants.
14. Action requested: the Committee asked for assurance that the sponsor insurance covers the trial in New Zealand specifically, and that it covers both the study device and the comparators.
15. Further information requested: the Committee asked for a NZ-specific data and tissue management plan. This should meet those requirements set out in para 12.15 of the National Ethical Standards. For guidance, please refer to the HDEC data management template (https://ethics.health.govt.nz/system/files/documents/pages/data-only-management-template-oct2020.docx).

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

16. Please add greater details about core lab analysing the echocardiograms etc.
17. Please outline who the various types of data will be shared with more clearly in one easy to read place. 
18. Please add overseas warning statements, and check for compliance with new Privacy Act 2020.
19. Please state where data will be sent overseas.
20. Please mention the risks of pregnancy in the PIS to reflect the clause in the consent form.
21. Please mention the requirement for the GP to be informed of the participant’s participation.
22. Please add the sponsor’s address to the front-page header.
23. Please include:
· the description of the study device and the procedure involved.
· the possible risk of blood sample extraction.

Decision 

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

· Please address all outstanding ethical issues, providing the information requested by the Committee.
· Please update the Participant Information Sheet and Consent Form, taking into account 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 Mrs Kate O'Connor and Dr Sotera Catapang.
 


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:
	15 December 2020

	Meeting venue:
	Via Zoom



3. Review of Last Minutes

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


The meeting closed at 5:15pm
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