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		Minutes





	Committee:
	Northern A Health and Disability Ethics Committee

	Meeting date:
	17 December 2019

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



	Time
	Item of business

	
	Welcome

	
	Confirmation of minutes of meeting of 19 November 2019

	
	New applications (see over for details)

	
	 i 19/NTA/164
 ii 19/NTA/166
 iii 19/NTA/167
 iv 19/NTA/169
 v 19/NTA/172
 vi 19/NTA/173
 vii 19/NTA/174
 viii 19/NTA/175
 ix 19/NTA/180
 x 19/NTA/182

	
	Substantial amendments (see over for details)

	
	 i 17/NTA/127/AM10

	
	

	
	

	
	General business:
Noting section of agenda

	
	Meeting ends




	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

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

	Dr Christine Crooks 
	Non-lay (intervention studies) 
	11/11/2015 
	11/11/2018 
	Present 

	Dr Kate Parker 
	Non-lay (observational studies) 
	11/11/2015 
	11/11/2018 
	Present 

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

	A/Prof Manuka Henare 
	Lay (consumer/community perspectives) 
	19/03/2019 
	19/03/2022 
	Apologies

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


 

Welcome
 
The meeting opened at 1:00pm. In A/Prof Henarē’s absence, the Committee voted Dr Karen Bartholomew acting Chairperson.

The meeting was noted as quorate. 

The Committee noted and agreed the agenda for the meeting.


Confirmation of previous minutes


The minutes of the meeting of 19 November 2019 were confirmed.



New applications 


	 1  
	Ethics ref:  
	19/NTA/164 
	 

	 
	Title: 
	BIO/MASTER.BIOMONITOR III 
	 

	 
	Principal Investigator: 
	Dr Nigel Lever 
	 

	 
	Sponsor: 
	Biotronik Australia Pty Ltd 
	 

	 
	Clock Start Date: 
	24 October 2019 
	 


 
Robyn Clarke and Jan Burd were present via 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

This study investigates an implantable cardiac monitor (ICM) device, the BIOMONITOR III, which provides long-term monitoring of a cardiac arrhythmia. Participants who have had the device implanted will receive 12-month follow-up.

Summary of resolved ethical issues 

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

1. The Committee observed that a report on the first-in-human study was expected in September yet had not been provided with the application. The Researchers answered that they were unsure if this was available. The Committee queried whether the lack of receipt of this would affect the study’s ability to proceed. The Researchers explained that this will not affect the current study: the device is CE marked and is used clinically in New Zealand. The Committee asked if the study team was comfortable with the current iteration of the device from a technical perspective. The Researchers commented that, given the improvements seen in each iteration of the device in previous trials and the positive consumer feedback, they are indeed comfortable.
2. The Committee noted that a number of modes of data transmission were to be used in the study, such as the Cardio Messenger, an app, and the Remote Assistant 3. It was queried whether all of these would be used in the New Zealand arm of the study. The Researchers explained that Cardio Messenger is a standard platform used by producers of ICMs, whereby data from the device is transmitted, via cardio messenger, to the clinical site. The additional aspects which may be provided include a small hand-held device – the Remote Assistant 3 – that enables patients to indicate symptoms in real time which can then be correlated with arrythmia data from the ICM, and an app for patients with multiple Biotronik products; this app is optional and allows further data to be centralised.
3. The Committee queried how long the study device will remain implanted in participants. The Researchers replied that these are intended for long-term monitoring and that these can be left in indefinitely, albeit with a battery life of approximately 5-years. The Committee asked whether participants would have the option of having the device removed at the conclusion of the study. The Researcher confirmed they would have this option but stated that most individuals opt to retain the device.

Summary of outstanding ethical issues

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

4. The Committee observed that the Remote Assistance 3 device would not be supplied to all participants, and its provision would rather be a matter of clinical discretion. The Committee requested that guidance be provided to clinicians on which patients should appropriately receive the device, and that this be included in an updated protocol.
5. The Committee noted that study data will be sent to Biotronik in an encrypted form and asked for details on the process. The Researchers stated that data will be channelled through a dual pathway: through both Cardio Messenger as part of standard care and directly to Biotronik via an encryption. The Researchers were not aware of the details around the encryption itself. A difficulty was said to arise given that the device is a commercially available product being used in an investigational setting. The Committee asked that the encryption process be clarified in the protocol, as well as the identifiability of data collected by the patient-monitoring app. The document currently reads like identifiable information will be sent to the Sponsor which must not be the case.
6. The Committee observed that evidence of an umbrella insurance policy had been included with the application and asked that a protocol-specific insurance certificate be provided.
7. The Committee asked that it be clarified what happens if a participant withdraws from the study while still retaining the device, in terms of clinical data monitoring and research use. It should be made clear what monitoring is being undertaken as part of standard care (i.e. what standard care entails) and what research activities, if any, will continue. The same question remains for devices which remain implanted following the conclusion of the study.
8. The Committee requested that a copy of the questions to be asked of cardiology staff and patients be provided.
9. The Committee asked that the Researchers consider how ethnicity data will be collected given the international nature of the study. Ministry of Health guidelines should be followed, and clarity provided to the Committee.

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

10. In the final paragraph on page 6, please clarify what is meant by “medical technological research purposes and for research in the field of cardiology.” Please be specific in the consent form about what is being consented to here, i.e. how broad the consent is.
11. Please amend page 7, as it should not be the case that the Sponsor has access to medical records and identifiable health information. If this is not the intent, please clarify the sentence.
12. Please ‘New Zealand-ise’ data provisions in the document. For example, there are currently references to EU requirements. Only necessary information should be included.
13. Please include the time frames for the implantation period of the device.
14. Please make clear in the ‘Study procedure’ section what is standard care and what is study-specific. It should be clarified if there are extra visits and procedures.
15. Please add to the consent form that participants are agreeing to a sponsor representative to be potentially present during device insertion.
16. If it is the case that participants are agreeing for identifiable data to be collected, this should made optional and clearly separate on the document.
17. Please include that incorrect detection remains a risk with ICMs, with regard to the problem of not picking up all electrical activity.
18. Please make clear that the HMSC and patient app are not emergency systems, and that participants should not be relying on these to this end.
19. Please clarify whether there will be an opportunity for incidental findings to arise over and above standard care and add or remove statements in the PISCF accordingly.

Notes

20. The Committee stated that guidance from the Ministry of Health as to what extent the General Data Protection Regulations (GDPR) applies to trials conducted in New Zealand involving New Zealand citizens, as opposed to European citizens, is required. This was echoed by the Researchers.

Decision 

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

· Please amend the participant information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para. 6.22).
· As per the Committee’s requests above, please add to the protocol: guidance for clinicians on which patients should receive the Remote Assistant 3, information on the data encryption process and who will have access to identifiable data, information on what happens upon participant withdrawal or study conclusion with regard to remaining implants and long-term monitoring, and information on the categories being used in ethnicity collection. (Ethical Guidelines for Intervention Studies para. 5.41).
· Please provide evidence of protocol-specific insurance and a copy of the questions to be asked of cardiology staff and patients (Standard Operating Procedures for Health and Disability Ethics Committees para. 42.4).

After receipt of the information requested by the Committee, a final decision on the application will be made by Mrs Catherine Garvey and Dr Karen Bartholomew.

 

	 2  
	Ethics ref:  
	19/NTA/166 
	 

	 
	Title: 
	Evaluation of Safety, Tolerability and Preliminary Efficacy of EHP-101 in Patients with Diffuse Cutaneous Systemic Sclerosis 
	 

	 
	Principal Investigator: 
	Dr Ketna Parekh 
	 

	 
	Sponsor: 
	IQVIA RDS Pty. Limited 
	 

	 
	Clock Start Date: 
	05 December 2019 
	 


 
Dr Ketna Parekh and Marina Dzhelali were present via 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

The main purpose of this randomised controlled trial is to evaluate the safety and tolerability of selected doses and regimen of EHP-101 in participants with diffuse cutaneous systemic sclerosis, administered for up to 84 days orally.

Summary of resolved ethical issues 

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

1. The Committee queried the incidence of the disease in New Zealand. The Researchers answered that it is a rare condition, affecting about 10-20 people in 100,000. The Committee asked whether 10 participants are being sought in the New Zealand arm of this study, and whether these will all be at CCDHB. The Researchers replied that this would be difficult at a single centre, and it is expected to recruit 2-3 from each centre, depending on how long recruitment lasts.
2. The Committee observed that participants are being advised to remain out of the sun following receipt of the study drug and queried the importance of this. The Researchers answered that this is based on pre-clinical and phase 1 studies which identified photosensitivity. Participants are advised to use sunscreen and caution, though nothing beyond usual care and only for up to 3 days after the dose.
3. The Committee queried whether there was a safety plan in place for negative psychological reactions to the C-SSRS questionnaire. The Researcher responded that the study team has experience with this from previous studies, and a mental health service referral will be made when issues are identified.

Summary of outstanding ethical issues

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

4. The Committee asked that it be clarified who will have remote access to study data or medical records, and ensure that the Sponsor is not reviewing identifiable health information
5. The Committee stated that participants should not be required to pay for medications which are made necessary as the result of study drug side-effects.

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

6. Given the length of the storage period for the leftover samples collected for  biomarker research, please keep this as an optional sub-study and provide a separate information and consent document for this. Reference to future unspecified research (FUR) should be removed from other information and consent documents, and the main documents should not be referred to in the FUR document. The scope of the FUR should be made as narrow as possible, and it should be made clear the kind of research activities tissue might be used for. Broad consent for research on systemic sclerosis needs to be differentiated for blanket consent for wider activities.
7. Please review the explanation of what is happening to samples sent overseas for accuracy and clarification for the participant. Add more detail and include the address of the laboratory where the samples will be stored and tested at. It should also be mentioned how samples will be disposed of.
8. Please remove the possibility of the study being terminated for commercial reasons.
9. Please add detail in the FUR information sheet on what will be done with blood and urine samples.
10. Please state clearly that the Sponsor will not be sent identifiable health information.
11. On the pregnant partner information sheet, please re-write using the HDEC template. The current iteration looks like a draft version and provision for consent following the child’s birth must be made.
12. Please add a Māori tissue statement to both the main PIS and FUR PIS.
13. Please ensure that the risks of all procedures are detailed in the risks section.
14. Please note that, as data is being sent overseas, privacy protections may differ in other jurisdictions.
15. Please clarify whether or not tissue samples can be withdrawn and update the PISCF accordingly.
16. Please explain why eye tests are being conducted, i.e. that animal testing yielded evidence of retinal atrophy.
17. Please clearly outline the difference between cohorts 1 & 2 for participants.

Decision 

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

· Please amend the participant information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para. 6.22).
· Please clarify who will have remote access to health information and ensure that the Sponsor does not have access to identifiable data (Ethical Guidelines for Intervention Studies para. 7.2).
· Please ensure that participants are not required to pay for medications required as the result of study-related side-effects (Ethical Guidelines for Intervention Studies para. 6.34).

After receipt of the information requested by the Committee, a final decision on the application will be made by Mrs Rochelle Style and Dr Christine Crooks.

	 
 3  
	Ethics ref:  
	19/NTA/167 
	 

	 
	Title: 
	Rights of Child Voice in Health Data 
	 

	 
	Principal Investigator: 
	Dr Yvonne Anderson 
	 

	 
	Sponsor: 
	University of Auckland 
	 

	 
	Clock Start Date: 
	05 December 2019 
	 


 
No researchers were 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

This study will inform best practice guidelines around consent, storage, and use of child health data. Home-based interviews with children aged 5-16 years and their parents will be conducted.

Summary of outstanding ethical issues

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

1. The Committee asked that the Researchers consider possible unintended consequences of the study, as raised in the peer review. This research will be prompting parental reflection on their child’s data, and its framing in terms of unconsented use (as in the IDI) may be viewed negatively. Parents are likely to have a level of concern for their child’s data, and a plan to manage this should be developed – referral could be made to their GP or a brochure provided with more information. Additionally, there should be a safety plan for any negative psychological reactions in parents when interviewed about their child’s health data.
2. The Committee stated that a safety plan should be put in place for home visits.
3. The Committee noted that information on data protection, recording (for example, whether this is visual or audio), and analysis is lacking in the protocol.
4. The Committee commented on a lack of information about participant recruitment. Mention was made of recruitment from primary and secondary care settings and from the community, but further detail was absent. Related to this, the question of a conflict of interest if the investigators interview their own patients was left open. It was also unclear whether parents and children will be recruited dyadically (ie parents as participants, and then their own children), and how such sessions would be managed.
5. The Committee noted that some study aims appear to be disparate: people’s views on data-linking and the IDI seem distinct from other study objectives – for example, the Committee was unsure how the interview questions would differentiate unconsented data access in the IDI from consented data collection for a specific purpose such as in the B4 School Check or immunisation programme – and it is not clear how questions of data ownership and the healthy lifestyle check IT platform were relevant. It was also queried whether 30 interviews were sufficient to inform guidelines as intended. Additionally, there appeared to be confusion between asking parents for their views on their own data as well as the child’s data. There was general concern from the Committee about the capacity of the study design to answer the research question.

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

6. Please provide appropriate age-specific assent forms for child participants.
7. Please review the documents in general for readability.
8. Please remove the ACC statement, as this is not necessary for this observational study.
9. Please explain who will have access to data. For example, whether data will be going to the Sponsor.
10. Please provide Māori support contact information for someone who is not an investigator.
11. Please include further information on data management, storage, and destruction.
12. Please rename the adult consent form so it is clear that it is a proxy consent document.
13. Please consider an amended study title, as the study is largely seeking parental views on child data.
14. Please state the participants’ rights to withdraw from the study and stop study procedures at any time, and the rights to access and correct their health information.
15. Please add that participants will be given coded data pseudonyms.

Decision 

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

· Please amend the participant information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Observational Studies para. 6.10).
· Please update and add to the protocol: a management plan for possible unintended consequences of the interview questions as per the Committee’s deliberations, a safety plan for home visits, information on data protection, recording, and coding, and detail on the recruitment process which answers the Committee’s relevant questions (Ethical Guidelines for Observational Studies para. 5.11).
· Please address the Committee’s concern that the study’s scope is too broad, and that the study design is not equipped to answer the research question. Research with objectives which cannot be reasonably achieved is not ethical. (Ethical Guidelines for Observational Studies para. 5.7).


 

	 4  
	Ethics ref:  
	19/NTA/169 
	 

	 
	Title: 
	Investigating SCS using EEG 
	 

	 
	Principal Investigator: 
	Dr Matthew Moore 
	 

	 
	Sponsor: 
	N/A
	 

	 
	Clock Start Date: 
	05 December 2019 
	 


 
Dr Matthew Moore was present in person and Prof Alan Merry via 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

This study will investigate the brain’s electrical response to spinal cord stimulation (SCS) used in the treatment of intractable chronic pain. Electroencephalography (EEG) will be used in up to 20 participants who will have their EEG recorded while therapeutic SCS is delivered.

Summary of resolved ethical issues 

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

1. The Committee confirmed with the Researchers that participants already had a SCS device implanted, and the research would not involve implanting any devices. The intervention was a stimulation protocol and EEG observation. Enhancement of the documentation to clearly reflect this was requested. 
2. The Committee queried whether the established data safety monitoring committee was independent. The Researchers confirmed this was the case.
3. The Committee queried whether this is considered a pilot study. The Researchers responded that it was initially so but has evolved into a study in its own right. The Committee questioned whether it was powered appropriately to answer the study question. The Researcher believed it was and that it sufficed as a self-contained study.
4. The Committee asked for confirmation that the initial screening was being conducted with inclusion and exclusion criteria in mind, and that anything further would only be done with consent. The Researchers confirmed that the clinical interview would take place after consent was obtained.
5. The Committee raised the issue of access to data without consent for screening purposes, and whether this was necessary. The Researchers agreed that initial contact with potential participants would be made by the clinician not the researcher removing the need to seek a waiver for access to records without consent.
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 advised that questionnaires should not record participant-identifying information, such as initials.
7. The Committee asked that as this project is being submitted as an intervention study it be registered in a clinical trial registry and obtain a universal trial number.

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

8. Please make clear why participants have been invited to participate, particularly that they are a group of patients who already have SCS.
9. Please review the documents against the HDEC PISCF template, as some significant sections have been omitted.
10. Please review for typographical errors.
11. The committee was pleased to see the effort regarding the data sharing agreement. Please consider reducing the options available as this may be currently be difficult for a lay readership. Data identifiability, data being sent offshore, and data being used for commercial purposes are examples of options which could be retained. A strong introduction and examples should be included; the Committee also suggested reviewing advice from Te Mana Rararunga the Māori Data Sovereignty Network.
12. Please ensure the correct study start date is present.
13. Please include risks associated with the additional stimulations and EEG. Please also clarify how these additional stimulations differ from standard care.
14. Please include an ACC statement; namely, that participants will be eligible to apply for ACC compensation. Standard wording can be found on the HDEC website.
15. The Committee was pleased to see appropriate Māori consultation and reflection in discussion of potential issues regarding tikanga. In the documentation please reflect this for example acknowledge that some Māori consider the head to be tapu.
16. Please add that this study is being conducted as part of a PhD.
17. Please disclose the source of the study’s funding.
18. Please include participants’ rights, such as the right to withdrawn and the right to stop study procedures.
19. Please include on the consent form a provision for accessing medical notes.
20. Please add a lay study title.
21. Please make clear that this is a non-therapeutic study, so as not to over-promise benefit. 

Notes

22. The Committee commended the use of a data sharing agreement and would be pleased to support its ongoing refinement in future work.

Decision 

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

· Please amend the participant information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para. 6.22).
· Please ensure participants are identified by the clinical team as opposed to unauthorised access to medical records (Ethical Guidelines for Intervention Studies para. 6.2).
· Please ensure that questionnaires do not record participant-identifying information (Ethical Guidelines for Intervention Studies para. 7.2).
· Please register the study in a clinical trial registry and obtain a universal trial number (Ethical Guidelines for Intervention Studies para. 5.42).

After receipt of the information requested by the Committee, a final decision on the application will be made by Ms Catherine Garvey and Dr Kate Parker.

	 5  
	Ethics ref:  
	19/NTA/172 
	 

	 
	Title: 
	Comparison of the blood levels of two forms of bexarotene capsule. 
	 

	 
	Principal Investigator: 
	Dr Noelyn Hung 
	 

	 
	Sponsor: 
	Douglas Pharmaceuticals Ltd 
	 

	 
	Clock Start Date: 
	05 December 2019 
	 


 
Dr Noelyn Hung and Linda Zenith were present via 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

This study is designed to evaluate bioequivalence by comparing the rate and extent of absorption of the test formulation, a 75 mg bexarotene capsule, relative to the reference formulation, a 75 mg Targretin capsule, following oral administration in healthy males.

Summary of resolved ethical issues

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

1. The Committee queried whether the insurance policy for this trial, in the event of participant injury, is protocol-specific. The Researchers responded that they had already liaised with the HDEC Secretariat concerning this, and that Douglas Pharmaceuticals are in the process of obtaining this (expected within the week) and will continue to do so for future trials.
2. Regarding the test formulation, the Committee noted that no investigator’s brochure had been uploaded with the application. The Researchers explained that there was no IB available for the formulation as it is a generic product, and that no new information was available in addition to the summary of product characteristics provided.
3. The Committee asked for confirmation that the study would solely be conducted with male participants. The Researchers confirmed this. The Committee stated that it was satisfied with the rationale for the study excluding women.

Summary of outstanding ethical issues

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

4. Please make clear in the PIS that study data will be submitted to the FDA, rather than may be.
5. Please include on page 4 that further medical information may be sought from either the participant or the participant’s GP if necessary.


Decision 

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

· Please amend the participant information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para. 6.22).

 
	 6  
	Ethics ref:  
	19/NTA/173 
	 

	 
	Title: 
	Bloodspot Steroid Profiling to Improve New-born Screening for CAH 
	 

	 
	Principal Investigator: 
	Mr Mark de Hora 
	 

	 
	Sponsor: 
	University of Auckland 
	 

	 
	Clock Start Date: 
	05 December 2019 
	 


 
Mark de Hora and Dr Dianne Webster were 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. Dr Kate Parker declared a conflict of interest as she and the CI know each other socially. The Committee decided that Dr Parker no longer act as lead reviewer for this application, but that she still remain present for the discussion and contribute to the review.

Summary of Study

The aim of this study is to develop an expanded steroid profile method in blood spots from neonates with a positive new-born screening test for congenital adrenal hyperplasia, in order to determine the difference between steroid patterns between false positive new-born screening tests and true positive tests. The study is part of the remit of the programme to improve the nature of the tests within its scope, and is considered to be a quality improvement to the programme overall although this work is research to inform that quality improvement.

Summary of resolved ethical issues 

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

1. Following discussion with the Researchers, the Committee concluded that the study constituted a research activity and that the Ministry of Health National Screening Unit requirements must therefore be met. The researcher confirmed that no residual blood spots collected prior to June 2011 would be used, and that the Committee could therefore consider a waiver of consent as per HRC guidance on the Collection and use of human materials. The Committee was satisfied that the conditions for a waiver of consent were met.
2. The Committee acknowledged that this work was initiated by the programme, and accepted that formal approval from the Newborn Metabolic Screening Programme (NMSP) Governance Team and the Ministry of Health for the use of Guthrie Cards would be sought after HDEC approval, as per the National Screening Unit guidelines.
3. The Committee observed that samples will be de-identified when retrieved from storage but noted that such data will include linked clinical outcomes. The Researchers explained that the only clinical outcomes therein will be screen positives, true positives, and false positives.
4. The Committee queried how many samples will be required to develop the methodology. The Researchers replied that the development process will involve external quality assurance reference material and donated residual blood samples. This is best methodological practice for validation testing. No data will be generated until the test itself has been developed. The Committee asked whether the Guthrie Cards were necessary in this capacity. The Researchers responded that there were two steps in this project: 1) to develop the screening method, and 2) to test the method. Only the latter will make use of the Guthrie Cards, which are being sought for this purpose.
5. The Committee understood that Guthrie Cards would be returned upon use and inquired how much blood would remain after use in the research. The Researchers answered that the Cards contain roughly 300 micro litres of blood, of which 6 micro litres would be used in the study.
6. The Committee noted that this study was being conducted as part of a PhD and that no completion of candidacy, which usually contains peer review, had been provided. However, the Committee accepted the peer review provided from Dr Ben Wheeler.

Summary of outstanding ethical issues

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

7. Regarding red blood cells donated by the New Zealand Blood Service, the Committee requested information from NZBS around this tissue’s existing consent, and specifically whether there is evidence that this consent extends to future unspecified research purposes.
8. The Committee advised that all research should take the opportunity to generate knowledge on Māori health, and ethnicity data was recommended to be collected in this study. Specifically, the Ministry of Health Ethnicity Data Protocols should be adhered to (https://www.health.govt.nz/publication/hiso-100012017-ethnicity-data-protocols).

Decision 

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

· Please provide information on the consent process for the residual NZBS samples, as per the Committee’s request (Ethical Guidelines for Observational Studies para. 11.4).
· Please ensure ethnicity data is collected, following Ministry of Health guidance (Ethical Guidelines for Observational Studies para. 4.4).

After receipt of the information requested by the Committee, a final decision on the application will be made by A/Prof Mānuka Henarē and Dr Christine Crooks.

 

	 7  
	Ethics ref:  
	19/NTA/174 
	 

	 
	Title: 
	Evaluation of a CBT-sensory modulation intervention for children with anxiety. 
	 

	 
	Principal Investigator: 
	Mr Tafadzwa Mavhunga
	 

	 
	Sponsor: 
	AUT University  
	 

	 
	Clock Start Date: 
	05 December 2019 
	 


 
No researchers were 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

This study will examine a novel non-pharmacological intervention for children aged between 4 and 7 years of age presenting with anxiety. This study will combine cognitive behavioural therapy, a talking-based therapy, with sensory modulation, a clinical intervention that uses sensory-based strategies to help people regulate their emotions.

Summary of outstanding ethical issues

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

1. The Committee believed that many of the peer reviewer’s comments had seemingly not been taken into account. It was queried whether the study’s objectives were achievable and whether the multiple methods described are achievable within the proposed timeframe.
2. The Committee could not find information on how the child’s level of anxiety would be recorded.
3. The Committee asked that the treatment manual, if available, be provided.
4. The Committee believed that, as the therapists are reporting directly to the CI, their status as participants introduced a conflict of interest. An additional conflict exists in the inclusion of child participants from the investigator’s own service.
5. The Committee requested that identifiers not be retained on the study questionnaires.
6. The Committee asked that the intervention be explained in full in the protocol, as well as what participants would be getting as part of standard care and what alternative therapies are on offer.
7. The Committee queried whether it was appropriate to be providing neuro-dietary advice.
8. The Committee asked that a management plan in the case of children becoming distressed be protocolised.
9. The Committee requested that questionnaires be submitted for review, such as the satisfaction and quality of life questionnaires.
10. The Committee requested further information on patient selection and recruitment processes, including the potential impact on other patients groups relative to service waiting times (for example are potential participants advantaged over other patients by a shorter wait to potential intervention, and could this be considered coercive). 




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

11. It was noted that therapists, teachers, and parents are all participants in the study, and that information and consent documents are therefore required for these groups.
12. The provided PISCF was missing a lot of required content. Please re-write this using the HDEC template as a guide.
13. Please make clear that this study is being conducted as part of a PhD.
14. Please provide age-range-appropriate assent forms for the child participants and review for understandable language. Please see the HDEC website for templates and recommended age groupings.
15. Please describe the intervention in the PIS. An explanation of what is standard care should be included as well, and what the alternatives to the study therapy are.
16. Please disclose that there will video recordings as part of a fidelity test.
17. Please add that there will be a clinical interview with a clinical psychologist.
18. Please add that participants’ medical records will be reviewed and seek consent for this.
19. Please add Māori support contact details.
20. Please include all observational methods which will be used. These are in protocol but not currently in the PIS.
21. Please ensure that health data is retained for 10 years after the child turns 16.
22. Please correct the advocacy email address.

Notes

23. The Committee stated that student research should be reviewed with supervisors in attendance.

Decision 

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

· Please amend the participant information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para. 6.22).
· Please address the Committee’s concerns around the study design. Additionally, please comment on the appropriateness of providing neuro-dietary advice. (Ethical Guidelines for Intervention Studies para. 5.4).
· Please update and add to the protocol: information on how child anxiety levels will be recorded, an explanation of the intervention and standard care, and a safety plan in the event of participants becoming distressed. Please also provide the treatment manual for review (Ethical Guidelines for Intervention Studies para. 5.41).
· Please ensure that patient identifiers are not retained on study questionnaires (Ethical Guidelines for Intervention Studies para. 7.2).
· Please provide all questionnaires to be used in the study for review (Standard Operating Procedures for Health and Disability Ethics Committees para. 42.4).
· Please consider how conflicts of interest will be managed, as per the Committee’s comments (Ethical Guidelines for Intervention Studies para. 4.21).

	 8  
	Ethics ref:  
	19/NTA/175 
	 

	 
	Title: 
	Axon FIH Clinical Study 
	 

	 
	Principal Investigator: 
	Professor Rob Doughty 
	 

	 
	Sponsor: 
	Axon Therapies, Inc. 
	 

	 
	Clock Start Date: 
	05 December 2019 
	 


 
Prof Rob Doughty was present via teleconference and Jan Burd 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

The aim of this first-in-human study is to assess the safety and effectiveness of a catheter-based system called the Axon Transvenous Ablation System. The system is designed to deliver radiofrequency energy via an intravascular catheter in order to block the function of the greater splanchnic nerve which, theoretically, will stop sympathetic nervous system hyperactivity. If successful, this method may prevent heart failure with preserved ejection fraction.

Summary of resolved ethical issues 

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

1. The Committee queried whether those trained to carry out the study procedure will only be those involved in the study, or whether external clinicians will also receive training. The Researchers answered that the expertise for this procedure will lie only with Prof Doughty and two other investigators.
2. The Committee noted that the study will recruit 5 participants and be conducted concurrently with the international arms and asked how time frames would be managed. The Researchers responded that recruitment would likely be slow for this participant group but that they would try to cluster procedures to make the study run as efficiently as possible.
3. The Committee questioned whether a 6-month follow-up was sufficient for a first-in-human trial. The Researchers gave assurance that participants would continue to receive follow-up past this time point from the clinical heart failure service at Auckland DHB.
4. The Committee queried whether there was a treatment alternative to the study therapy. The Researchers explained that there are limited treatment options for heart failure with preserved ejection fraction. There are a range of therapeutic interventions for heart failure more generally, but not for this group of patients.
5. The Committee asked if there was a management plan in place in the case of suspected depression in participants based on results of the questionnaire. The Researchers confirmed that monitoring of these participants will cross over into the clinical realm which is well-placed to act on this.
6. The Committee asked whether the Researchers were satisfied with the composition of the independent data safety monitoring committee. The Researchers replied that the external company is well-established in this capacity and that the research team is happy with the committee in place.
7. The Committee inquired after the recruitment process for the study. The Researchers explained that the approach would be made as patients come through the heart failure service at Auckland DHB, though not during an inpatient stay. Potential participants would be provided with a PISCF, be given time to read it, and a discussion undertaken once ready.
8. The Committee asked whether a single night in hospital was sufficient in light of potential adverse events. The Researchers responded that the study team has a lot of experience with the risks of ablation and that this study follows a similar clinical pathway. Overnight stay is all that is necessary.

Summary of outstanding ethical issues

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

9. Please include contraceptive advice, using the HDEC template as guidance.
10. Please check that it is stated that a representative from the manufacturer will be present in an advisory capacity.
11. Please remove the statement on page 7 that medication to address side-effects arising from the study will be paid for by participants.
12. Please explain the abbreviation ‘FIH’ in the title and PISCF.
13. Please give a brief history of the device which explains why this mechanism is thought to be effective for this condition.
14. Please add more information on data management, such as storage and destruction procedures. Please also include participants’ rights to health data access and correction and be clear about who will have access to study data. A statement around IP rights is also advised.
15. As data will be sent to the United States, please state that data privacy laws and protections there differ from the New Zealand context.
16. Please add to the risks section those associated with blood thinners, sedation, and other medication.
17. Please remove the expectation of payment for medications required for study related side-effects


Decision 

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

· Please amend the participant information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para. 6.22).

After receipt of the information requested by the Committee, a final decision on the application will be made by Ms Catherine Garvey and Dr Kate Parker.
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	Ethics ref:  
	19/NTA/180 
	 

	 
	Title: 
	Mitigation of concussive and sub-concussive events in junior rugby players 
	 

	 
	Principal Investigator: 
	Professor Nick Draper 
	 

	 
	Sponsor: 
	University of Canterbury 
	 

	 
	Clock Start Date: 
	05 December 2019 
	 


 
Prof Nick Draper was present via 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

The aim of this study is to monitor incidence, assess impact, and to examine the potential of novel rugby headgear to mitigate collision impact forces for junior rugby players.

Summary of resolved ethical issues 

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

1. The Committee queried whether an entire rugby team will be recruited into the study or only individuals within the team. The Researcher explained that the offer will be extended to the entire team, but that individual players are free to decline participation. The Committee noted the potential for team members/families to feel coerced to participate. The Researchers commented that they have made clear in all discussions to date, and will continue to make clear, that participation is voluntary.
2.  The Committee queried whether the potential to only record collisions of participants within the team and whether this would affect the scientific validity of the study. It was acknowledged that this is likely to be a subset of collisions in a match. The Researcher replied that the study has approval from New Zealand Rugby’s scientific advisory panel and that data collected from participants will be representative of this cohort, and thus not compromise the dataset’s validity. 
3. The Committee noted that the study was said to be using kaupapa Māori research methods and queried whether this was accurate. The Researcher explained that Māori were involved in the development of the study, both from the University and relevant rugby union. The Committee commented that this was good practice however kaupapa Māori research methodology is designed by Māori and from a Te Ao Māori perspective which the Committee did not believe this was.
4. The Committee asked why study data would not be stored in a de-identified form. The Researcher clarified that study data would indeed be de-identified, but that MRIs etc. entering the participant’s medical record would be identifiable.
5. The Committee queried whether the video recordings taken of games would be used solely for analysis or whether there were plans to present these. The Researcher confirmed that there were no plans to present these recordings and that the confidentiality of those captured therein would be maintained.
6. The Committee asked for confirmation that data collected via the Cognition Toolbox was not to be stored for purposes secondary to the study, such as for commercial benefit. The Researcher confirmed this, stating that data would not be uploaded into an external database.
7. The Committee asked whether there were any exclusion criteria for this study, such as previous concussions. The Researcher explained that as these children are actively playing rugby, they will be relying on parent/caregivers to self-identify any issues and providing reassurance of fitness to participate. 

Summary of outstanding ethical issues

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

8. The Committee questioned whether the study met the definition of commercial sponsorship and queried the relationship of the Researcher, and the University of Canterbury, to the headgear manufacturer Kukri. The Researchers confirmed that the headgear has been developed in cooperation with the manufacturer the Committee needs to assess whether the study is being conducted primarily for the benefit of the manufacturer, and subsequently whether ACC compensation will be available for participants in this study and what IP considerations there may be. The Researchers noted that there was a memorandum of understanding between the University of Canterbury and manufacturer, and the Committee requested to understand the agreement related to this. The Researchers were requested to provide information to inform the Committee’s determination of commercial sponsorship and the implications of this, including disclosure requirements to participants. 
9. The Committee appreciated the Researcher’s assurance that there is a genuine option for children to decline participation despite their continued involvement in the team, filming of the games by the research team, and so on, but asked that it be considered how parents will be communicated with regarding the study and what the appropriate alternatives to participation are. In the match setting, the other rugby team will also need to be taken into account. Parents specifically need to know that games will be filmed for research purposes, and that no-one outside the study team will view the footage.
10. The Committee requested additional independent expert peer review of the study design. For example, questions remain around the use of laboratory controls in the ability to meet the study objectives.
11. The Committee advised that, for reasons including that  the participants will be from a single team within a club, and within  a semi-rural area, potential risks during the publication process be considered. This could include the harm from the reporting of cognitive findings and risks to privacy/confidentiality. In general due to these factors the Committee felt that confidentiality could not be guaranteed and that it was best to disclose the change of identifiability of participants in the PISCF. 
12. The Committee asked for clarity on how confounding information outside of the rugby sphere will be collected.
13. The Committee stated that information should be provided in writing to rugby coaches in advance of the study.
14. The Committee stated that advance warning that games will be filmed should be given where appropriate – for example, to spectators. Please consider how people will be notified.
15. The Committee requested details on the education program and planned information evening.

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

16. Please review and include all study methods in the PISCF. This includes seeing a doctor or neurologist and the beginning of the study, that health information will be collected, that cognitive tests and questionnaires will be administered, the potential for study diaries, and that the difference in mitigation will be established through laboratory-based testing. It needs to be very clear what parents and children are being asked to do, and the consent form should specify each of these activities.
17. Please provide age-specific assent documents for the child participants. These should include all study activities as above.
18. Depending on the resolution of the issue of commercial sponsorship please include an appropriate ACC statement as per the HDEC template.
19. Please review the wording around study benefits. As this is an investigational study around mitigation, be cautious that the benefit of the headgear is not overstated.
20. Please consider the study title, as this may be misleading considering the role of laboratory-based control methods.
21. Please include in the management plan for any incidental findings from the MRI.
22. Please expand the section explaining what will happen if participants change their mind about being involved in the study.
23. Please identify risks involved with the study, such as potential MRI risks, discomfort from or intolerance to the study materials.
24. Please add further information on data management and how data will be de-identified.

Decision 

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

· Please amend the participant information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Observational Studies para. 6.10).
· Please provide evidence of the commercial, or non-commercial, status of the study, as requested by the Committee (Ethical Guidelines for Intervention Studies para. 8.5).
· Please amend the study protocol as follows: consider how parents will be communicated with regarding the study and what the appropriate alternatives to participation are, consider risks of harm during the publication process, and clarify how confounding information outside of the rugby sphere will be collected. Please also provide information to the Committee on the education program and information evening. (Ethical Guidelines for Observational Studies para. 5.11).
· Please provide evidence of independent expert peer review, particularly with regard to the laboratory-based controls (Ethical Guidelines for Observational Studies para. 5.8).
· Please ensure that information is provided to coaches in writing, and that appropriate parties are notified of video recordings in advance (Ethical Guidelines for Observational Studies para. 6.22, 8.,1 & 8.2).
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	Ethics ref:  
	19/NTA/182 
	 

	 
	Title: 
	Probing the Cellular Causes of Muscle Degeneration in Cerebral Palsy 
	 

	 
	Principal Investigator: 
	Miss Stephanie Khuu 
	 

	 
	Sponsor: 
	The University of Auckland 
	 

	 
	Clock Start Date: 
	05 December 2019 
	 


 
Stephanie Khuu and Geoff Hansfield were 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

The aim of this study is to investigate the differences in skeletal muscle morphology and composition between children with cerebral palsy and typically developing children by collecting muscle biopsy samples from both groups when undergoing orthopaedic surgery.

Summary of resolved ethical issues 

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

1. The Committee queried how typically-developing participants and those with cerebral palsy and would be identified. The Researchers explained that potential participants will be coming through the normal healthcare workflow, specifically hip surgery which is a routine procedure for patients with CP. Participants will be contacted either through advertising or through the tissue bank which has avenues for advising patients of the study.
2. The Committee asked whether there were any additional risks involved in the taking of muscle biopsies during surgery. The Researchers answered that there were no additional risks, the only factor being the additional time taken.
3. The Committee noted a lack of information on the proposed computational modelling. The Researchers responded that the results from this study will be published independently, and further research will use these data to develop the computational model. This would therefore be the subject of a future application.

Summary of outstanding ethical issues

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

4. The Committee noted that the protocol is currently lacking in detail on what precisely will be done, experimentally and with regard to the study objectives, with cell lines and newly-collected muscle biopsies. It was further noted that the current study appears to differ significantly (for example, in terms of the age of tissue donors) from the 17/STH/154 protocol which was referenced. It was asked that the current protocol be updated, and more information provided on study processes involving tissue.
5. The Committee requested further information on control group. Patients without CP were described in some parts of the paperwork, reference to existing tissue bank samples elsewhere. If control group participants will be prospectively included (e.g. operation for other purposes) please consider appropriate rationale and documentation in the Protocol and specific PISCFs for this cohort.
6. The Committee wants to be assured that any control samples have been appropriately consented for blanket consent to be used for studies such as this. Please provide evidence of what participants have consented to for the proposed control samples which will be obtained from the Australian & New Zealand Children’s Haematology/Oncology Group member tissue banks, and whether this extends to secondary use in research and to research involving cell lines. 
7. The Committee observed that gene manipulation has been proposed in the protocol (page 10) and advised that any research involving the manipulation of human genetic material must seek approval from the Health Research Council’s Gene Technology Advisory Committee.
8. The Committee asked that ethnicity data be collected as part of good research practice, as per the Ministry of Health Ethnicity Data Protocols (https://www.health.govt.nz/publication/hiso-100012017-ethnicity-data-protocols).
9. The Committee expressed general concern with the proposal to derive cell lines from the cells of children. It was asked that the rationale for this be carefully considered upon reapplication.

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

10. Please make clear that the additional study biopsy will, conservatively, take 30 minutes beyond time taken for standard care.
11. Please remove mention of the 12-month window for the removal of data upon withdrawal from the study and state either that data can be withdrawn at any time or that all data collected up to the point of withdrawal will be retained – whichever is the case. Thought should be given as to whether withdrawing donated samples from a tissue bank is possible.
12. Please include appropriate child assent forms for the age-ranges involved in the study. Templates and suggested age-ranges can be found on the HDEC website.
13. Please review the parental PIS, as this is currently written in the first person and should rather be directed at the parents of the child participants.
14. Please devise a separate PISCF for the control group.
15. The stated 6-week use period of samples was noted to be misleading. Please provide more information on what is intended for samples, the use of control tissue, and so on.
16. Please remove references to future unspecified research in the main PIS. This should be solely in a separate document.
17. Please bear in mind that 16-year-olds and many 15-year-olds can consent for themselves, and re-word documents accordingly.
18. Please ensure it is mentioned that this study is being conducted as part of a PhD.

Decision 

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

· Please amend the participant information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Observational Studies para. 6.10).
· Please seek approval from the Gene Technology Advisory Committee for any manipulation of human genetic material (Ethical Guidelines for Observational Studies para. 2.5).
· Please update and add to the protocol: detail on what precisely will be done – experimentally and with regard to the study objectives – with cell lines and newly-collected muscle biopsies, ethnicity collection protocols, information on literature reviews conducted, and a management plan for incidental findings from the genetic testing (Ethical Guidelines for Observational Studies para. 5.11).
· Please provide on the consent attached to banked tissue samples (Ethical Guidelines for Observational Studies para. 11.4).
· Please carefully consider the proposal to derive cell lines from child-donated tissue samples (Ethical Guidelines for Observational Studies para. 5.5).



Substantial amendments
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	Ethics ref:  
	17/NTA/127/AM10 
	 

	 
	Title: 
	Resubmission of CK-101-101: A Study of the Safety and Efficacy of CK-101 in Patients with Advanced Solid Tumours
	 

	 
	Principal Investigator: 
	Dr Dean Harris 
	 

	 
	Sponsor: 
	Mr James Oliviero 
	 

	 
	Clock Start Date: 
	15 July 2019 
	 


 

Dr Dean Harris was present via teleconference for discussion of this application. Dr Devonie Waaka also attended via teleconference as a co-opted member of the Committee. Committee member Ms Rochelle Style was present on teleconference for the initial part of this discussion only.

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 Amendment

This discussion centred on an amendment submitted to HDEC following a serious adverse event (SAE) occurring in this study.

The Researcher gave an update of the study for the Committee. Recruitment will cease in two weeks’ time as targets have been achieved internationally, and it is therefore likely that no further participants will be recruited. Focus remains on those currently in the study. There are 5 participants enrolled, 1 in Christchurch and 4 in Wellington.

Summary of resolved ethical issues 

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

1. Assessment of causality of the originally reported SAE: The Researcher explained that the Sponsor had assessed the case and considered the myocardial infarction (MI) event to be causally related to underlying cardiovascular risk factors and the described acute medical event and its associated treatment. However the Sponsor accepted that the acute medial event was possibly related to the study drug. The question further considered by the Committee is the concern that the SAE is related directly enough to the study drug to be considered as causally linked, and whether the updated safety information sufficiently addresses this. The Committee noted the view SCOTT, the summary of information provided by the Researchers and the Sponsor, and noted that this was a difficult question. The Committee decided the Sponsor’s approach was not unreasonable given available data.
2. Assessment of severity of the second reported cardiac event. The Researcher believed that the initial assessment of the Auckland investigator was reasonable, and that the usual criteria for disclosing an SAE were not met in this event. The Sponsor assessment concurs with this view. The Committee accepted this assessment.
3. Provision of updated safety information: The Committee noted that the investigator’s brochure had been updated to include MI as a listed potential SAE and asked the Researcher his opinion whether the salient risk had been adequately identified. The Researcher replied that the responses from the Sponsor are reasonable, as there were a range of variables with the MI patient. It could not be definitively said that the drug is not related to the MI, however the concern has been voiced at a high level and any future cardiac events will therefore receive appropriate attention. The Committee queried whether the Researcher would recommend any further safety measures. The Researcher had no further recommendations.
4. Provision of updated informed consent documentation: The Researcher confirmed that all current study participants had been orally advised of the event. Those who are now off-study have not been approached, so as not to induce unnecessary anxiety which is not proportional to the risk. The Committee queried how many patients in total were enrolled in New Zealand. The Researcher replied that the total number was 9. The Committee believed that it was reasonable that those already off the study drug not be informed of the SAE. The PISCF had been amended to include the relevant new safety information and was approved by the Committee. It was agreed that participants on-study would be asked to sign the amended PISCF, should they wish to continue in the trial. 
5. Risk/benefit analysis: The Researcher reported that only 3.9% of participants had experienced an acute coronary syndrome. The Committee noted that these events occur naturally within the population, and that further data would be required. The recording of the MI as an SAE was said to be sufficient for the present. The Committee asked the Researcher if he was happy for participants to continue this treatment. The Researcher confirmed that he was comfortable continuing, and that this was balanced by the benefit being seen by the study drug; that a risk/benefit analysis remains favourable or participants.

Decision 

The Committee accepted that the potential for the study drug to have been related to the reported myocardial infarctions has been assessed by the Co-Ordinating Investigator and the Sponsor, and that the additions to the investigator’s brochure and information and consent documents were acceptable. It was also deemed acceptable that the updated information and consent documents were only to be provided to the 5 participants currently enrolled in the New Zealand arm of the trial.

It was agreed with consensus that ethical approval of this study was maintained, and approved the amendment with the following non-standard conditions:

· On-study participants are advised and provided the approved updated PISCF, and the investigator should explain the updated information. If the participant is comfortable with remaining on-study then written consent should be sought.  (Ethical Guidelines for Intervention Studies para. 6.22).
[bookmark: _GoBack]

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:
	18 February 2020

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




3. Problem with last minutes

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

4. Other matters arising

The Committee was regrettably required to defer discussion of application 19/NTA/176 (now 19/CEN/225) – which was subsequently placed on the Central HDEC’s agenda of 28 January – due to member illness and declaration of a conflict of interest; this left the Committee inquorate and unable to reach a decision under its Terms of Reference.

Two issues pertaining to the agenda were raised for future discussion:
· The requirement for independence of data safety monitoring and the NEAC guidance on specific study settings, for example phase I and IIa, first-in-human, bioequivalence, renal or hepatic impairment, and pharmacokinetic studies (after SAD/MAD). There was concern that independence was not required under current NEAC guidance, which is consistent with international requirements. It was noted that these studies are often single-centre and the investigator is well placed to detect emerging safety signals and oversee all potential adverse events and therefore this level of oversight was appropriate. 
· The 'Use of tissue and informed consent' guideline on the HDEC website with respect to integration of extended/broad consent and requirements to separate future unspecified research (FUR) from mandatory protocolised testing. Further note was made on the limits of biomarker testing and the relationship to FUR. This issue was requested to be raised in relation to the new NEAC Standards due for release in the near future. 


The meeting closed at 6:30pm.
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