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	Committee:
	Central Health and Disability Ethics Committee

	Meeting date:
	22 June 2021

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



	Time
	Item of business

	11.30am
	Welcome

	11.45am
	Confirmation of minutes of meeting of 25 May 2021

	12.00pm
	New applications (see over for details)

	12.00-12.25pm
12.25-12.50pm
12.50-1.25pm
1.25-1.50pm
1.50-2.15pm
2.15-2.40pm
2.40-2.50pm
2.50-3.15pm
3.15-3.40pm
3.40-4.05pm
	 i 21/CEN/154 
  ii 21/CEN/156
 Break
  iv 21/CEN/158 
  v 21/CEN/163 
  vi 21/CEN/155 
Break 
  vii 21/CEN/164 
  viii 21/CEN/166 
  ix 21/CEN/167 

	4.05pm
	Substantial amendments (see over for details)

	4.05-4.30pm
	 i MEC/10/10/103/AM22 

	4.30pm
	Meeting ends




	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  
	 

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

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

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

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

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

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

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


 

Welcome

The Chair opened the meeting at 11.30am and welcomed Committee members.

The Chair noted that the meeting was quorate. 

The Committee noted and agreed the agenda for the meeting.

The Chair noted that Application 21/CEN/162 originally for a 12.50pm review slot had requested a new meeting due to logistical issues. This was granted and the application was pulled from the agenda. Due to proximity to the meeting, this timeslot was used as a break for the Committee.

Confirmation of previous minutes

The minutes of the meeting of 25 May 2021 were confirmed.



New applications 


	 1  
	Ethics ref:  
	21/CEN/154 
	 

	 
	Title: 
	Stubbs Tissue Bank 
	 

	 
	Principal Investigator: 
	Dr Richard Stubbs 
	 

	 
	Sponsor: 
	 
	 

	 
	Clock Start Date: 
	10 June 2021 
	 



Richard Stubbs 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.

Cordelia Thomas and Julie Jones declared a potential conflict of interest, and the Committee decided to include them in the discussion and decision. 

Summary of Study

1. An application for a tissue bank to stored collected human tissue samples for potential use in future research for metabolic diseases.

Summary of resolved ethical issues 

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

2. The Committee asked for a brief overview of the reasoning behind the request to establish a tissue bank. The Researcher advised that the tissue bank is a privately held tissue bank, in which all samples were collected by the Researcher and his research team over a 12-year period. The samples were donated by his patients for use in connection with his research into the mechanisms of, and development of insulin resistance, obesity and its numerous metabolic complications. 
3. The Researcher advised that the 20-year storage limit is about to expire, and he is applying to preserve these samples in a tissue bank to continue to make the samples available for the same broad purpose of metabolic disease for which they were collected. While he no longer conducts the research himself, the samples are used in collaboration with other researchers investigating metabolic diseases around the world. He confirmed that this remains in line with consent given by the patients for future use.
4. The Committee acknowledged the Researcher’s confirmation that, should the tissue bank not be approved, the samples would be destroyed and that this would negatively impact research in this area due to the uniqueness and rarity of the samples, which do not exist elsewhere in the world. 
5. The Committee asked for confirmation that any new collaborative projects using these samples would be submitted to HDEC for review. The Researcher confirmed that with all collaboration projects, they enter into a formal collaboration contract with the other party and either; seek HDEC approval themselves (if overseas research), or request proof of HDEC approval for the study from the domestic collaborators. He added that, when sending samples overseas, particularly, he ensures that no identifying data is released and keeps a tight hold on clinical data in general.  
6. The Committee asked where the samples are stored. The Researcher confirmed that the tissues are stored in in locked, -80o C freezers located securely at the premises of P3 Research and Institute of Environmental Science and Research (ESR). He added that only himself and collaborating associate, Dr Donia Macartney-Coxson (ESR), are (jointly) responsible for the storage, security, management, access to personal information, and use of all samples.

Decision 

This application was approved by consensus.



	 2  
	Ethics ref:  
	21/CEN/156 
	 

	 
	Title: 
	TRANSFORM. RF ablation of the trigone for the treatment of urinary urge incontinence.  
	 

	 
	Principal Investigator: 
	Associate Professor Michael Stitely 
	 

	 
	Sponsor: 
	Hologic 
	 

	 
	Clock Start Date: 
	10 June 2021 
	 


 

Michael Stitely was present via videoconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of Study

1. The purpose of this clinical study is to determine if treatment with the Hologic trigone RF ablation device is safe to use and effective for the treatment of urinary urge incontinence (UUI) in women. The participants are selected randomly to, either have a scope with electrodes placed into the bladder and receive treatment with radiofrequency energy to ablate some of the nerves within the trigone of the bladder, or  have a just scope with electrodes placed into the bladder without having the active treatment (control group). Improvement in the number of incontinence episodes is the main outcome measure. Participants are followed up to assess for duration of the treatment effect, and for any complications. The control group participants can elect to have the active treatment provided after completion of six months of follow-up.

Summary of resolved ethical issues 

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

2. The Committee requested clarity on who will be recruited for the study and how. The Researcher confirmed that only female patients experiencing chronic urinary urge incontinence, otherwise known as overactive bladder, which has not responded to previous treatments, will be enrolled in the study. He added that participants will be recruited from his clinical practice.  
3. The Committee queried what standard of care options are available for this condition and how they compare to the intervention. The Researcher responded that there are a number of different treatments available, including;
a. Medications – evidence shows that many patients are discontinuing medication within six months due to the side effects the medications cause. 
b. Physiotherapy – a treatment that may improve outcomes but is not a cure.
c. Botox therapy – an invasive procedure requiring a cystoscopy procedure that requires repeating every six months.  
d. Nerve stimulation – a treatment with low success rates that requires multiple cycles and is not widely available across the county resulting in frequent travel for many patients.
4. The Researcher advised that the intervention is a similar procedure to the Botox treatment but instead of injection of Botox, this treatment uses radio frequency energy to ablate the some of the nerves at the trigone of the bladder. He added that it is expected to be a more permanent solution than Botox therapy.  
5. The Committee noted the Researcher’s clarification that electrodes are placed on the surface and are not injected into tissues and he therefore does not anticipate these to cause issues.

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 queried the invasiveness of the ablation procedure. The Research confirmed that while the intervention is invasive, it is arguably no more invasive than the Botox therapy procedure. 
7. The Committee raised concerns over the requirement for the sham (control) group where these participants will undergo an invasive procedure with potentially significant risks and no benefit. The Researcher advised that the sham and active procedures are different procedures with different risk profiles. He further advised that the sham arm will basically receive a diagnostic cystoscopy that carries less risk (i.e. developing a UTI which is mitigated by administering prophylactic antibiotics to participants). 
8. The Committee remained concerned about a technique being performed in a large cohort of people when the risks are unknown and potentially significant and whether participants in the intervention group could provide before and after intervention data instead, which would be more academically sound as this would eliminate potentially confounding patient-related factors. The Researcher confirmed that the risks are unknown as it has not been used in New Zealand. He added that there was a previous feasibility study with 75 participants to test the safety of the treatment and the next stage to get approval from the FDA is a clinical trial to test the efficacy and which requires a sham control group. 
9. The Committee advised that the letter provided from the FDA is not adequate evidence of peer review as HDEC need to see constructive feedback on the proposed protocol and how the researchers have responded to it. Please supply an independent peer review that complies with National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.26. Please use the Scientific Peer Review Template available on the HDEC website to address this. The Committee stated that that this is particularly important given their concerns over the protocol design. 
10. The Committee stated that the $5m aggregate insurance cover would not be sufficient coverage for a device trial that could have long term negative impact on participants. The Committee recommended the Researcher follows this up with the insurance company to ensure the cover is equivalent to ACC (e.g. $10-15m).
11. The Committee noted that questionnaires include questions about anxiety/depression and recommended a safety plan is developed that includes information on how the depression questions will be monitored, how often, and how answers of concern would be followed-up and managed. Please also explain this in the participant information sheet and consent form (PIS/CF).
12. The Committee advised that anything that is referenced in the consent form, must be introduced first (and explained) in the body of the information sheet. 
13. The Committee advised that the offer to the control arm to have the intervention procedure after the study concludes implies that it is offered because the intervention will be effective. Please make it clearer in the PIS/CF that this offer is part of the study design (crossover arm) and is not based on any evidence of effectiveness.	

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

14. Please amend the statement in the consent form about risks in the event of pregnancy as a) there is no risk for the partner and b) there is no known risks with pregnancy long term for this treatment. If the reason for discouraging pregnancy during the trial is because it will interfere with the desired outcomes, please state that instead (e.g. “it is highly unlikely to affect pregnancy after the trial ends, but it will affect the trial outcomes”).
15. Please explain the consent statement about informing the GP in the body of the information sheet.
16. Please replace the term “subject” with “participant” in the participant facing documentation.
17. Please include risk information from the feasibility study in the risk section and include the likelihood for each risk factor (e.g. “a 5 in 30 chance of…” or “a 15% chance of…”. This will assist participants in making an informed decision.
18. Please include information from the feasibility study on the effectiveness of the procedure if known (e.g. “A feasibility study was undertaken in 75 people and showed some effectiveness; however, we now need to check this in a larger population with a control group”).

Decision 

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

· Please address all outstanding ethical issues, providing the information requested by the Committee.
· Please update the participant information sheet and consent form, taking into account feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).  
· Please update the study protocol, taking into account the feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7).  

After receipt of the information requested by the Committee, a final decision on the application will be made by the full Central HDEC online.


	 3  
	Ethics ref:  
	21/CEN/158 
	 

	 
	Title: 
	ONC201 single ascending dose and food effect study in healthy adults 
	 

	 
	Principal Investigator: 
	Dr Chris Wynne 
	 

	 
	Sponsor: 
	Chimerix Inc. 
	 

	 
	Clock Start Date: 
	10 June 2021 
	 


 
Chris Wynn 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. A Phase 1, randomized study to evaluate the safety, tolerability, and pharmacokinetics (PK) of escalating single, oral doses of ONC201 and the effects of food on the bioavailability of ONC201 following oral administration in healthy adult subjects. Approximately 63 participants from New Zealand. 

Summary of resolved ethical issues 

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

2. The Committee noted the application indicates that there would be advertising for this study and requested any advertising material is uploaded to the HDEC for review when developed. The Researcher advised that it is unlikely that he will advertise for this study. 
3. The Committee requested that the Universal Trial Number (UTN) is provided when it is available. 
4. The Committee noted that the insurance certificate does not list New Zealand or the study and requested the Researcher ensure that the insurance covers the New Zealand arm of the study. 

Summary of outstanding ethical issues

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

5. The Committee noted that the PIS/CF states HIV as a notifiable disease but does not mention Hepatitis B and C which are also notifiable. The Committee requested the Researcher seek clarification from the list of Notifiable Diseases under the Health Act 1956 and update page 10 of the PIS/CF accordingly. Please also update “Identifiable Information” on page 11 where applicable. 
6. The Committee advised that the statement on page 12 of the PIS/CF, “Information in electronic form will be stored indefinitely” does not comply with ethical standards as data should not be stored longer than is required for the purposes for which the information may lawfully be used, but should be stored for the minimum period required by New Zealand law (currently 10 years for health data that relates to an identifiable individual). The Committee added that the statement in the data management plan is much clearer, " The de-identified dataset may be retained indefinitely on secure servers." The Researcher advised he will clarify the type of information that is being stored and for how long in the information sheet.

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

All PIS/CFs (where applicable)
7. Please amend the incorrect spelling of “Glioma” on page 2. 
8. Please amend the wording in the Reproductive Risk section to the approved HDEC wording in the PIS/CF template available on the HDEC website.
9. Please ensure the reference to notifying the participant’s GP in the information sheet and the consent form are consistent. 
10. Please revise the conflicting sections on ‘Anonymised Information’ and ‘Future Research Using Your Information’ to make it easier for the participant to understand if there will be future research (page 12). E.g. If no future research is intended, remove the last sentence, “The Sponsor may use this information for future research (see below)” and remove the Future Research section. 
11. Please update the “Information in electronic form will be stored indefinitely” statement on page 12 (as per Committee’s request above).
12. Please change the word “may” to “will” in the following statement on page 2, “By taking part in this research study, you agree that data generated from your assessments throughout the study, may be provided to the Sponsor”.
13. To make it clearer to participants on what they’re signing up to in the study, please add a specific time period to statements such as “until the end of the study”. E.g. The compliance points about exercise and caffeine. 
14. Please delete one of the following duplicated sentences on page 7, “If you complete the screening visit assessments and are found not eligible for the study, you will not receive any reimbursement”.
15. Please take ‘3.2 Reimbursement and costs’ out of the ‘What the possible benefits and risks to your participation’ section. Reimbursement is not a benefit of a study and should have its own section. 
16. Please update the notifiable diseases section to include Hepatitis B and C on page 10 to comply with the Health Act as well as the “Identifiable Information” on page 11 where applicable (i.e. HIV notification does not identify the patient, but Hepatitis B and C does).

Decision 

This application was approved by consensus, subject to the following non-standard conditions:
· Please address all outstanding ethical issues, providing the information requested by the Committee
· Please update the participant information sheet and consent form, taking into account feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).  


	 4  
	Ethics ref:  
	21/CEN/163 
	 

	 
	Title: 
	2102CLI: A Study to Evaluate CDX-7108 in Healthy Adults and in Patients with Exocrine Pancreatic Insufficiency 
	 

	 
	Principal Investigator: 
	Dr Chris Wynne 
	 

	 
	Sponsor: 
	IQVIA 
	 

	 
	Clock Start Date: 
	10 June 2021 
	 


 
Chris Wynne 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 aims to evaluate safety, tolerability, and pharmacokinetics of single and multiple ascending doses of oral CDX-7108, a medicine being developed to treat Exocrine Pancreatic Insufficiency (EPI). The study will evaluate doses in healthy adults and evaluate proof-of-concept via pharmacodynamics of a single dose of oral CDX-7108 in participants with EPI. This is a 3-part, Phase 1a/1b, first-in-human, randomized, double-blind, placebo-controlled study involving 58 participants across multiple sites in New Zealand and Australia. 

Summary of outstanding ethical issues

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

2. The Committee advised that the statement on page 12 of the PIS/CF, “Information in electronic form will be stored indefinitely” does not comply with ethical standards as data should not be stored longer than is required for the purposes for which the information may lawfully be used, but should be stored for the minimum period required by New Zealand law (currently 10 years for health data that relates to an identifiable individual). The Committee added that the statement in the data management plan is much clearer, "The de-identified database will remain on the Medidata RAVE platform and will be retained indefinitely." The Researcher advised he will clarify the type of information that is being stored and for how long in the information sheet. 

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

3. Please change the word “may” to “will” in the following statement on page 3, “By taking part in this research study, you agree that data generated from your assessments throughout the study, may be provided to the Sponsor”. 
4. Please add a sentence to the purpose on page 1, explaining how the product will work in the body for the healthy participants who are not likely to be knowledgeable about this condition. 
5. Please take ‘3.2 Reimbursement and costs’ out of the ‘What the possible benefits and risks to your participation’ section. Reimbursement is not a benefit of a study and should have its own section. 
6. Please update the “Information in electronic form will be stored indefinitely” statement (as per Committee’s request above).

Decision 

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

· Please address all outstanding ethical issues, providing the information requested by the Committee
· Please update the participant information sheet and consent form, taking into account feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).  


	5  
	Ethics ref:  
	21/CEN/155 

	 
	Title: 
	Embrace: ExPEC9V Vaccination to Prevent Invasive Extraintestinal Pathogenic Escherichia coli Disease in Adults Aged 60 Years And Older  

	 
	Principal Investigator: 
	Dr Ian Rosen 

	 
	Sponsor: 
	Janssen-Cilag (New Zealand) Limited 

	 
	Clock Start Date: 
	10 June 2021 



Ian Rosen and Krishna Vuppala 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 randomised, double-blind, placebo-controlled, parallel group, multicenter, interventional Phase 3 study to be conducted in approximately 18,556 medically stable adults aged 60 years and older with a history of UTI (Urinary Tract Infection) in the past 2 years. The main purpose of this study is to find out if the ExPEC9V can protect adults 60 years and older against IED (extraintestinal pathogenic Escherichia coli disease).

Summary of resolved ethical issues 

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

2. The Committee queried the recruitment process and patient approach. The researcher explained that advertisements would be used and prospective participants advised to contact their general practitioners (GPs). GPs will then pass on contact details to the researchers for potential participants. 
3. The Committee was assured that despite the length of the participant information sheets, the potential participant will get a copy to read through prior to going to the study centre. There, the researchers will be able to discuss the information with the participant and go through it to aid in consent. 

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 for clarification if family members are assisting with the consent or are consenting for themselves as participants. After discussion, the Committee understood that the caregiver is not consenting on behalf of a participant, nor are they an actual participant being recruited. The participant information sheet/consent form for a caregiver should be removed. 
5. The Committee noted the use of questionnaires with questions on depression and anxiety that participants could indicate significant distress or mental health risks and queried how immediately actionable these answers are. The researcher clarified that the questionnaires are collated almost immediately. The Committee requested that this is outlined in the participant information sheet and a plan documented in the participant information sheet on what will be done if a red flag is raised.

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

6. Please ensure information is relevant for the over-60 age group (i.e. reference to risk in children, pregnant and breastfeeding section)
7. Nothing new should be raised in the consent form without being raised first in the main body of the information sheet e.g. I agree to be contacted by a third party of the sponsor to provide feedback about my participant. 
8. HDEC only look at the ethical aspects of the study, please amend the statement on page 4. 
9. Please indicate an approximation of what to expect with reimbursement.
10. Please correct the lay explanation of the ExPEC9V to state that this has been trialled in people before and the relevant safety information regarding tolerance. Remove the first in human line and that it’s only been tested in animals if this is not the case. 
11. Please ensure there is an optional Yes/No tick box for the consent form option of receiving a lay summary of results from the study. 

Decision 

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

· Please address all outstanding ethical issues, providing the information requested by the Committee.
· [bookmark: _Hlk35422715]Please update the participant information sheet and consent form, taking into account feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).  

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


	 6  
	Ethics ref:  
	21/CEN/164
	 

	 
	Title: 
	BETTER-B Better Treatments for Chronic Breathlessness 
	 

	 
	Principal Investigator: 
	Dr Michael Epton 
	 

	 
	Sponsor: 
	University of Technology Sydney 
	 

	 
	Clock Start Date: 
	10 June 2021 
	 


 
Malina Storer 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. An International, Multicentre, Randomised Controlled Pragmatic Trial of Mirtazapine to alleviate Breathlessness in Palliative and End of Life Care. 

Summary of resolved ethical issues 

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

2. The Committee asked for the researcher to outline the recruitment process. The researcher stated that the Co-ordinating investigator for the study will identify appropriate patients for the study and ask them on their final follow-up if they are interested in the study. If so, their information will be passed on to the study co-ordinator who will then contact the potential participant. They will be sent an information sheet ahead of time. The researcher also stated they have a database with people who have given permission to be contacted for future studies. 
3. The Committee noted that p.4.1. for future applications, statistics for prevalence in Māori is what should be answered here. The Committee advised the Researcher that relevant Māori cultural issues for this research would include blood samples as tapu, information as a taonga and the potential for whakamā in participants. The Committee requested the Researcher become familiar with these concepts and be mindful of this for future applications.

Summary of outstanding ethical issues

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

4. The Committee requested the advertisement used in New Zealand is amended to be more appropriate for the New Zealand audience.
5. The Committee queried if palliative care population is being targeted as these are not included in the inclusion criteria. The researcher clarified that the definition comes from Australia, and this study in New Zealand won’t be targeting palliative care patients, but rather severe respiratory patients who could be under palliative care but are expected to be stable for a long period of time. Those who are not well enough to complete questionnaires and attend visits would not be included. The Committee requested this is made clearer to alleviate participant’s potential distress and amend the main title or discuss management of breathlessness. 
6. P.4.2. of the application form indicates that blood could be taken at the discretion of the site, but this was not in the participant information sheet. The researcher clarified that these patients would already have bloods taken as part of their routine clinical care but there may be a situation where blood will need to be taken and analysed locally. The Committee asked that this is included in the information sheets along with cultural considerations. 
7. The Committee noted the use of questionnaires with questions on depression and anxiety that participants could indicate significant distress or mental health risks and queried how immediately actionable these answers are. The researcher clarified that the questionnaires are collated almost immediately or sighted at the visit. Usual process is to then contact the general practitioner (GP) for follow-up. Please ensure the process is outlined in both PISs
8. The Committee noted that some information required around data management is in the protocol but some information is missing (e.g. who has access, where it will be maintained, etc). The Committee stated a data management plan is required to satisfy the Committee that privacy and confidentiality is protected. Use of the HDEC template from the HDEC website is not mandatory but is encouraged to be adapted or used as a guide/starting point. As the protocol is Australian-based, it is recommended this is a standalone document for this study, 

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

All
9. Please indicate that participants will be reimbursed for travel. 
10. Please refer to the latest HDEC template regarding data. 
11. Please review for typos.
12. Withdraw of consent- note that there is no requirement for people to withdraw in writing. 
13. Cultural paragraph required for taking blood and taonga for information that is going overseas. Please indicate that since information is going overseas, there is no guarantee of cultural representation there. 
Main
14. Page 3 of the main PIS puts the onus on the participant to inform the GP of their participation, but consent form states the researchers will. Please clarify this for consistency stating that the researchers will contact the GP with their permission
15. Page 8 talks about avoiding alcohol. Please clarify whether participants cannot drink alcohol when taking the medication.
16. In the consent form, please include a bullet point to get specific consent for caregiver/support person to give information on them
17. Page 1 and 2 have repeat identical sentences around Mirtazapine. Please amend. 
Carer
18. First page and page 5 refer to tests and treatments. Please amend to be clearer about their involvement in the study and that they will not be asked to undergo tests and treatments, only to provide information. 
19. Please reword “closest friend” to indicate “support person”.
20. Page 2 and 7 have repeat identical sentences around provision of the PISCF document. Please amend. 

Decision 

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

· Please address all outstanding ethical issues, providing the information requested by the Committee.
· Please supply a data management plan to ensure the safety and integrity of participant data. This can be a standalone document or incorporated as part of the protocol (National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.15).  
· Please update the participant information sheet and consent forms, taking into account feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).  

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


	[bookmark: _Hlk75950741] 7  
	Ethics ref:  
	21/CEN/166 (CLOSED) 
	 

	 
	Title: 
	Comparison of dihydrocodeine oral liquid. 
	 

	 
	Principal Investigator: 
	Dr Noelyn Hung 
	 

	 
	Sponsor: 
	Aspen Australia 
	 

	 
	Clock Start Date: 
	10 June 2021 
	 


 
Noelyn Hung and Linda Zenith 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.

CLOSED SESSION

Decision

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


	 8  
	Ethics ref:  
	21/CEN/167 
	 

	 
	Title: 
	EEG, MRI and Parkinson's disease 
	 

	 
	Principal Investigator: 
	Prof. John Dalrymple-Alford 
	 

	 
	Sponsor: 
	 
	 

	 
	Clock Start Date: 
	10 June 2021 
	 


 
Grace Hall-McMaster, Tracey Melsor and Nikki Slater 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. We will investigate biomarkers for cognitive health in people with Parkinson's disease. These will focus on non-task (resting state) EEG, brain MRI (especially white fibre pathways in the brain; and thickness of the cortex associated with EEG measures). We anticipate that a unique combination of the brain imaging measures will provide the basis of predicting changes in cognitive measures in Parkinson’s disease that herald risk of future progression to dementia in this neurological condition.

Summary of resolved ethical issues 

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

2. The Committee noted the answer to P.4.2. and the potential for whakamā in participants and suggested that the Researcher become familiar with this concept and be mindful of this for future applications.
3. The researcher clarified that there is no assent from the family and those who cannot provide informed consent will not be included.

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 peer review focused less on the scientific validity of the study than what is typically acceptable. While the Committee acknowledge the robustness of the Health Research Council’s (HRC) process, they requested another peer review using the HDEC template to be assured of the scientific validity of the research. 

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

5. The Committee noted that layout for the information sheets made information hard to find and information was missing from the data information sections, such as right to access information about themselves, auditing rights by HDEC, statement, signature and date by consenting investigator, etc. The Committee recommended the Researcher adapt the PIS template available on the HDEC website. 
6. The Committee requested remove the word “healthy” and just use control from both sheets.
7. Please include a small diagram about what to expect with the MRI such as the attached clip and ear protection.
8. Please explain in lay terms the purpose of the research. 
9. The Committee noted that nothing can be raised in the consent form without first being explained in the main body of the information sheet. Please ensure the consent items about future research and contacting the participant’s GP are explained in the PIS.
10. Please acknowledge the tapu of the head.
11. Please include page numbers and footers. 

Decision 

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

· Please address all outstanding ethical issues, providing the information requested by the Committee.
· Please update the participant information sheet and consent form, taking into account feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).  

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


[bookmark: _Hlk76469210]Substantial amendments


	[bookmark: _Hlk75872118]1  
	Ethics ref:  
	MEC/10/10/103/AM22 
	 

	 
	Title: 
	New Zealand Health Survey (or NZHS)  
	 

	 
	Principal Investigator: 
	Ms Chloe Lynch 
	 

	 
	Sponsor: 
	 
	 

	 
	Clock Start Date: 
	25 October 2020 
	 



[bookmark: _Hlk75872425]Chloe Lynch, Bridget Murphy and Simon Brown 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.

[bookmark: _Hlk75872692]Summary of Study

1. In May 2018 the Committee approved the inclusion of NZHS data, for both adults and children, in the Integrated Data Infrastructure (IDI) (MEC/10/10/103/AM14). Consent was asked to link data to other health data. Then Consent was asked to link data to other information held by government agencies, for research and statistical purposes. This post-approval form seeks to allow the linking of non-health data within the IDI environment for information gathered during NZHS. The researchers are also seeking approval to include in the IDI NZHS data for participants who did not give consent for their data to be linked, but this data would not be linked. It would allow researchers to check their work against the published NZHS statistics.

Summary of resolved ethical issues 

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

2. The Committee and the researchers discussed the benefits and risks of linking non-health data within the IDI information and NZHS information. Overall, the main risk consideration of the Committee was the potential for stigmatisation or the ability to potentially identify a participant. The researchers described to the Committee that Stats NZ who oversee IDI’s use and described the rigorous processes by Stats NZ to ensure they have safeguards around the use of the IDI. The researchers noted that they need to show Stats NZ that their project is serving the public interests and that representatives of targeted groups are working with them for them to be satisfied.

Summary of outstanding ethical issues

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

3. The Committee noted it would need to be clearer that only an attorney appointed in an activated/invoked EPOA can consent on behalf of someone else. 
4. The Committee after discussion indicated that it is not ethical to include in the IDI NZHS data for those who did not give consent to data linking. The researchers had considered this risk and the Committee was assured that linking for those who had not given consent was not being linked and that their data was being used as an internal check on the whole sample for calculations. The Committee requested that this is outlined for clarity so the Committee can be assured of what the researchers are seeking approval of, as this was not clear in the submitted documentation.
5. The Committee noted its concern that types of non-health data that participants may find acceptable could differ, as they may accept their information being linked to housing data, but not justice/criminal data.
6. The Committee said a justification for waiver of consent is required for those who consented to linking of health data to explain why seeking reconsent is not possible for the linking of non-health data. They further suggested a notification or advertisements to the general public of this linking so no one is surprised and gives people the right to opt-out if they want to.  
7. The Committee wanted more clarity around the above and requested an outline of what is being done, how it is being done, when it is being done, what the risks and benefits are, and how the risks will be mitigated and minimising stigmatisation, so the Committee knows what each party is agreeing to and provide justification for waiver in regard to those who consented to linking. Some documentation around an overview on the Stats NZ process would further aid this consideration by the Committee.

Decision 

· As this amendment had already received a Provisional Approval, the Committee’s only options open to them are Approved or Declined. Due to the amount of historical information contained in this post-approval submission, the Committee decided they would defer their decision until a response by the researchers had been provided. The decision will be communicated to the researchers via letter once reached.

General business

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

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

	Meeting date:
	27 July 2021, 11:30 AM

	Meeting venue:
	ONLINE - Zoom Meeting



	The following members tendered apologies for this meeting.

· Devonie Waaka

3. Review of Last Minutes

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

4. Matters Arising

The meeting closed at 5.00pm
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