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		Minutes





	Committee:
	Northern B Health and Disability Ethics Committee

	Meeting date:
	01 September 2020

	Meeting venue:
	Join Zoom Meeting  https://mohnz.zoom.us/j/9738756003  Meeting ID: 973 875 6003



	Time
	Item of business

	12:00pm
	Welcome

	
	Confirmation of minutes of meeting of 04 August 2020

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

	12:30-12:55pm
12:55-1:20pm
1:20-1:45pm
[break]
2:00-2:25pm
2:25-2:50pm
2:50-3:15pm
[break]
3:25-3:50pm
3:50-4:15pm
	 i 20/NTB/184			Kate / Devonie
  ii 20/NTB/195			Tangihaere / Steph
  iii 20/NTB/196			Susan / Leesa

  iv 20/NTB/197			John / Devonie	[COI: Steph]
  v 20/NTB/199			Susan / Leesa	[COI: Devonie]
  vi 20/NTB/200			Tangihaere / Steph

  vii 20/NTB/201			Kate / Leesa
   ix 20/NTB/203			John/ Steph

	4:15pm
	General business:
Noting section
              

	4:20pm
	Meeting ends




	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

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

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

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

	Dr Nora Lynch 
	Non-lay (health/disability service provision) 
	19/03/2019 
	19/03/2022 
	Apologies 

	Dr Devonie Waaka
	Non-lay (intervention studies) 
	 
	 
	Present 

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

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

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

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


 

Welcome
 

The Chair opened the meeting at 12:00pm and welcomed Committee members, noting that apologies had been received from Dr Jane Wylie and Dr Nora Lynch.

The Chair noted that it would be necessary to co-opt members of other HDECs in accordance with the Standard Operating Procedures.  Dr Devonie Waaka confirmed her eligibility and was co-opted by the Chair as a member of the Committee for several applications heard at the meeting.

The Chair noted that the meeting was quorate. 

The Committee noted and agreed the agenda for the meeting.


Confirmation of previous minutes


The minutes of the meeting of 04 August 2020 were confirmed.



New applications 


	 1  
	Ethics ref:  
	20/NTB/184 

	 
	Title: 
	ATB200-07 

	 
	Principal Investigator: 
	Assoc Professor Richard Roxburgh 

	 
	Sponsor: 
	Clinical Regulatory Services Consulting (CARSL) 

	 
	Clock Start Date: 
	18 August 2020 


 
Associate Professor Richard Roxburgh was present for discussion of this application.

Potential conflicts of interest

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

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

Summary of ethical issues

The main ethical issues considered by the Committee were as follows. 


1. The Committee queried whether there would be a formalised data monitoring safety committee or a medical monitoring team as the application was unclear. The Researcher agreed to provide clarification. The Researcher confirmed the study would not be informally monitored. 

2. The Committee requested the Researcher provide clarification on Sponsorship of the study and how this would be delegated in New Zealand. 

3. The Committee noted the protocol lacked data management aspects that are now required as per the updated NEAC guidelines. The Committee requested the Researcher supply a data management plan that complies with Chapter 12 of the National Ethical Standards for Health and Disability Research and Quality Improvement, specifically standard 12.15a. 

4. The Committee requested removal of the statement in the protocol allowing the Sponsor to terminate the study for commercial reasons as this is not acceptable in New Zealand. 

Information Sheet:

5. Please remove the reference to genetic testing on page 19. 

6. Please clarify whether data may be shared with third-parties not related to the sponsor and the identifiability of this data. 

7. Please clarify how long blood and urine samples will be kept for and where they will be stored. 

8. Please remove the duplicated information about viewing health information as this is repeated. 

9. Please revise the withdrawal section as verbal withdrawal is permitted in New Zealand. 

10. Please remove the ‘yes/no’ tick box on the clause for informing the participant’s GP as this should be mandatory in a study of this nature. 

11. Please remove the ‘yes/no’ tick box on use of data as the PIS states data obtained prior to withdrawal will continue to be used. 

12. Please reword the statement that all health research involving humans is reviewed by HDECs to simply state ‘this study has been approved’ by HDEC. 

13. Please insert page numbers.  

14. Please undertake a revision to replace any American variants with New Zealand spelling (e.g. replace acetaminophen with paracetamol). 

15. Please remove the statement allowing the Sponsor to terminate the study for commercial reasons. 

16. Please revise the statement that researchers will ‘try to keep’ participant information private, to state researchers ‘will do everything to ensure security’ and acknowledge there may be situations where this is compromised. 

17. Please add the location of where samples will be stored, how long they will be stored for and what they may be used for. 

18. The Committee suggested moving the information from the future related research form into the main PIS and adding a statement that there will be a separate consent. 

19. The Committee queried the statement about no further costs. The Researcher stated it was there to inform the participant they would not have to pay for the drug.  Please ensure that this is clear for participants.


Decision 

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


· Please supply a tissue management plan (National Ethical Standards for Health and Disability Research and Quality Improvement, para 14.16).  
· [bookmark: _Hlk31967427]Please supply details of the DSMC. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 11.25).  
· Please provide clarification on sponsorship in New Zealand. Please supply details of the DSMC. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.8).  
· [bookmark: _Hlk35422703]Please update the study protocol, taking into account the feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7).  
· [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 Kate O’Connor and Dr Devonie Waaka. 

	 2  
	Ethics ref:  
	20/NTB/195 

	 
	Title: 
	IBE-814-IVT-1: The Ripple-1 Study: Safety and Efficacy of Intravitreal Implants in Macular Oedema 

	 
	Principal Investigator: 
	Dr James Borthwick 

	 
	Sponsor: 
	Novotech (New Zealand) Limited  

	 
	Clock Start Date: 
	21 August 2020 


 
Dr James Borthwick was not 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 ethical issues

The main ethical issues considered by the Committee were as follows. 


1. Please confirm whether the study has been submitted for SCOTT review. If not, please provide an independent peer review using the scientific peer review template available on the HDEC website - https://ethics.health.govt.nz/home.

2. Please clarify the sponsorship of the study. Novotech is listed as both study sponsor and a third party. Please clarify the role of Ripple Therapeutics as it is listed on the insurance certificate but not as a sponsor in the application form. 

3. Please confirm whether the data monitoring safety committee has independent members. 

4. Please clarify whether participants can have the implant removed if they choose to withdraw from the study. 

5. Please note it is inappropriate to invoke the Treaty of Waitangi when answering question P.4.1. in the application form. Including information of the incidence of the disease in Māori is more useful and helps the Committee assess the potential impact of the study on Māori. Similarly, the answer P.4.2. did not include consideration of the tapu nature of the head and the use and disposal of human tissue. Please provide evidence of appropriate Māori consultation. 

Participant Information Sheet (PIS): 

6. Please clarify the maximum amount participants are entitled to for travel reimbursement. 

7. Please remove the references to US law on page 13 as this is not applicable in New Zealand. 

8. Please remove commercial interest as a reason to stop the study on page 12 as this is not appropriate in New Zealand. 

9. Please clarify what travel reimbursement costs and payments participants are entitled to per visit. 

10. Please confirm whether or not a karakia will be available at the time of tissue disposal. 

11. Please amend the clause on the future use of health information to include an acknowledgement of the status of Māori data as taonga. 

12. Please insert a statement advising that other countries may not have stringent or robust data protection laws and New Zealand law will not apply to data sent overseas. 

13. Please add the address of Ripple Therapeutics to the PIS. 

14. Please include the name and contact details of Māori health support person in the contact section. 

15. Please include a justification for the necessity of the drug screening test as this is not relevant. If it is part of the exclusion criteria, please clarify. 

16. Please remove the statement that if a participant is found to have illegal drugs in their system the researchers may pass this information along as this is inappropriate. 

17. Please remove the ‘yes/no’ option on informing a participant’s GP, as this should be mandatory for a study of this nature. 

18. Please revise the statement that no ethics committee will have a say in the use of information in future research as some FUR can be approved. 

19. Please revise the protocol and information sheet to specify what FUR may or may not be. 

Decision 

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

· 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).  
· 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 confirm whether the study has been submitted to SCOTT or alternatively provide independent peer review (Standard Operating Procedure for Health and Disability Ethics Committees, para 42). 
· Please supply details of the DSMC. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 11.25).  

After receipt of the information requested by the Committee, a final decision on the application will be made by Miss Tangihaere Macfarlane and Mrs Stephanie Pollard
 

	 3  
	Ethics ref:  
	20/NTB/196 

	 
	Title: 
	Mapping the brain circuits involved in anxiety using EEG and fMRI  

	 
	Principal Investigator: 
	Professor Paul Glue 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	20 August 2020 


 
Professor Paul Glue, Professor Neil McNaughton and Dr Shabah Shadli  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 ethical issues

The main ethical issues considered by the Committee were as follows. 


1. The Committee queried whether participation would lead to a delay in treatment. The Researchers stated it could but would be a week or two at most. The Researchers clarified that anxiety disorders typically start in childhood or adolescence and the majority of people with them will have had it for a number of years before seeking treatment so in this context a small delay is not significant. 

2. The Committee queried the dosing schedule. The Researchers stated each participant would receiver a single dose with sequential dosing by groups e.g. everyone in the first group would receive 5mg, everyone in the second group 10mg etc. The Committee requested this be clarified in the protocol and explained in the PIS as it affects randomisation. 

3. The Committee queried the tikanga of touching the head and how the study would address this. The Researchers stated their feedback during Māori consultation was while the head was tapu as it is clear in the information sheet what is involved this would deter anyone that would have a significant problem with the touching of the head and they would choose not to participate

4. The Committee queried the mention of urine samples in the PIS that were not described in the protocol. The Researchers clarified this would be for a pregnancy test and would not be retained. The Committee requested a revision to the PIS and protocol to explain this. The Committee advised a tissue management plan would not be necessary as the Researchers would not be handling tissue and the participant would dispose of it after the test. 

5. The Committee requested a revision to the inclusion criteria to exclude actively suicidal participants. The Committee requested an escalation procedure in the protocol to manage a participant indicating severe distress, depression or suicidal ideation. 

6. The Committee noted some of the inclusion criteria in the application form (F.2.1.) does not match with the protocol. Please check this. 

7. The Committee noted initials and age together can potentially become identifiable and study codes alone are preferable. 


Information Sheet: 

8. The Committee recommended the researchers adapt the data section from the information sheet template on the HDEC website. - https://ethics.health.govt.nz/home

9. Please add a statement advising participants that after they have completed all study procedures they may learn if they were on placebo if they wish. 

10. Please undertake a general revision of the PIS to use lay-friendly language. 

11. Please revise the anonymity section to better suit a New Zealand context. 

12. Please make it clear that a participant may get a minimum or maximum dose and a chance they could receive a dose different to what they were expecting depending on what group they are in. 

13. Please add crisis numbers to the PIS. 

14. Please include the new ACC statement available from the HDEC template: 

“If you were injured in this study, you would be eligible to apply for compensation from ACC just as you would be if you were injured in an accident at work or at home. This does not mean that your claim will automatically be accepted. You will have to lodge a claim with ACC, which may take some time to assess. If your claim is accepted, you will receive funding to assist in your recovery.

If you have private health or life insurance, you may wish to check with your insurer that taking part in this study won’t affect your cover.”

15. Please include any risks on the procedure or with associated medication (e.g. standard wording that different people may have different responses to drugs and it is difficult to predict). 

16. Please add more information possible side effects and what participants should do if they experience any side effects after leaving the clinic. 

17. Please revise the sheet to be firm that participants must not drive after their study visit. 

18. Please acknowledge the risks of MRI in an anxious population. 

19. Please add the University of Otago Research Office as the Sponsor. 

20. Please be very clear with what information will be asked of GPs i.e. whether medical notes or referrals. Medical records are permissible but participants must consent to this. 

21. Please revise the PIS to clarify who will have access to participant data.

22. The patient sheet discusses an EEG instead of MRI, please address this and revise. 

23. Please add information on the undergrad students in the PIS and be aware some participants may not want students interacting with them. 

24. Please add a statement that agreement to participate may mean there is a short delay to treatment. 

Decision 

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


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

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

	 4  
	Ethics ref:  
	20/NTB/197 

	 
	Title: 
	MILESTONE - LABA/LAMA InhaLErS To prOtect agaiNst the adverse airway Effects of beta-blockers in COPD.  

	 
	Principal Investigator: 
	Dr Catherina Chang 

	 
	Sponsor: 
	Waikato Hospital 

	 
	Clock Start Date: 
	20 August 2020 


 
Dr Catherina Chang was present for discussion of this application.

Potential conflicts of interest

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

Mrs Stephanie Pollard declared a potential conflict of interest and agreed not to participate in the discussion and relinquish voting rights. 


1. The Committee queried the role of GlaxoSmithKline in the study. The Researcher stated they are providing the inhalers but did not have any input on trial design and would not have interaction with patients or perform any analysis. The Committee queried whether they would get access to the source data. The Researcher stated they would not. The Researcher explained they would provide the results to GlaxoSmithKline but they would not be given the dataset for their own analysis. 

2. The Committee queried the risk of rebound hypertension following the withdrawal of beta blockers while in placebo or at the end of the treatment period. The Researcher stated they would select participants in the normal to slightly-high blood pressure range and would exclude any participants with hypertension that requires treatment. The Committee requested a revision to the protocol’s inclusion/exclusion criteria to exclude those with severe hypertension and hypotension, and provide exclusionary systolic and diastolic blood pressure parameters. 

3. The Committee requested the full date of birth is not used in the database as this is too identifiable. Year of birth by itself is permissible. 

4. [bookmark: _Hlk43464467]The Committee requested the Researcher supply a data management plan that complies with Chapter 12 of the National Ethical Standards for Health and Disability Research and Quality Improvement, specifically Standard 12.15a. 

5. The Committee requested the Medsafe data sheets for carvedilol / bisoprolol / LABA/LAMA inhalers.

6. The Committee queried the 14-day washout period and when this would occur. The Researcher clarified it is prior to study entry only and there is no washout between study arms. The Committee requested this be clarified in the PIS. 

7. The Committee suggested the insertion of a statement advising participants they will “receive all the following in random order” and then list the different arms in a bullet point list. 

8. The Committee requested the inclusion of a cultural tissue statement to the PIS. The Committee recommended the following statement: 
“You may hold beliefs about a sacred and shared value of all or any tissue samples removed. The cultural issues associated with sending your samples overseas and/or storing your tissue should be discussed with your family/ whānau as appropriate.
There are a range of views held by Māori around these issues; some iwi disagree with storage of samples citing whakapapa and advise their people to consult before participating in research where this occurs. However, it is acknowledged that individuals have the right to choose.”

9. Please confirm whether a karakia will be available at the time of tissue disposal. 

10. Please include an acknowledgement of the taonga status of Māori data.

11. Please include page numbers in the PIS. 

12. Please include an address for GlaxoSmithKline under the “who pays for the study” section. 

13. Please include an extension number with the Māori health contact number if it is not a DDI. 

14. Please add a clause in the consent form to agree to the statement that ‘your coded information may be used for future medical and/or scientific research related to COPD but not directly related to the current study”. 

15. Please remove the statement that ‘No information that could identify you will be made public or published in any reports” and retain the related statement that “The results of the study may be published or presented, but not in a form that would reasonably be expected to identify you”.

16. Please ensure that all relevant sections about data management (e.g. that data is being given a code) is contained within a single Data Information section 

17. Please revise the statement on page 4 around participation not affecting other treatments as participants will need to washout of their usual inhaler therapy. Advise participants that their usual care from their healthcare provider will not change. 

18. Please include lay-friendly information on the previous trial halting due to severe exacerbations / mortality so participants are aware of this before consenting to the study. 


Summary of ethical issues

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

· [bookmark: _Hlk43819187]Please supply a data governance plan to ensure the safety and integrity of participant data
National Ethical Standards for Health and Disability Research and Quality Improvement, para 12.15).  
· Please supply the Medsafe data sheets for any drugs to be used in the study (Standard Operating Procedures for Health and Disability Ethics Committees, para 43).  
· Please update the study protocol to remove, taking into account the feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 9.7).  
· 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 Devonie Waaka and Mr John Hancock. 
 

	 5  
	Ethics ref:  
	20/NTB/199 

	 
	Title: 
	GS-US-496-5619: A study assessing single doses of the investigational drug GS-3583, in healthy adults. 

	 
	Principal Investigator: 
	Dr  Christian Schwabe 

	 
	Sponsor: 
	Gilead Sciences, Australia and New Zealand 

	 
	Clock Start Date: 
	20 August 2020 


 
Dr Christian Schwabe was present for discussion of this application.

Potential conflicts of interest

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

Dr Devonie Waaka declared a potential conflict of interest and agreed not to participate in the discussion and relinquish voting rights. 

Summary of ethical issues

The main ethical issues considered by the Committee were as follows. 


1. The Committee noted higher doses of the drug used in monkeys resulted in euthanasia. The Researcher confirmed they would be using much lower doses within FDA limits. 

2. The Committee noted the protocol stated samples would be labelled with the patient name and queried the identifiability of blood samples. The Researcher stated this was an error and confirmed they would be analysed locally at LabPLUS using study number and year of birth only. 

Information sheets

Main Participant Information Sheet (PIS): 

3. Please revise the sentence about ‘flipping a coin’ and use an alternative way to explain randomisation. 

4. Please revise the sentence about standardised meals to simply say food will be catered with limited options. 

5. Please revise the sentence about participation affecting benefits as it is unclear what benefits these are referring to (e.g. WINZ or medical insurance etc). 

6. Please remove the sentence about requesting sexual history information as this is not relevant to the research. 

Pregnancy PIS:

7. Please insert the ACC commercial research statement from the HDEC template. 

Optional genomic sub-study / FUR PIS:

8. Please revise the section ‘what if I don’t want to take part?’ to reflect if a participant does not wish to take part and move withdrawal information to a different section. 

9. Please specify how long samples are intended to be used for future research. 

10. Please add information explaining to participants they may withdraw from the study at any time (note verbal withdrawal is permitted). 

11. Please correct the page numbers as all pages are currently labelled page 1. 

12. Please add the full address to the data and tissue management plan. 

13. Please confirm whether a karakia will be available at the time of tissue disposal. 

14. Please include an acknowledgement of the taonga status of Māori data.

15. Please revise the sentence advising participants to “consult with a kaumatua” to “consult with someone you trust”. 

16. Please revise the sentence advising that the sample may be stored for up to 15 years and after concluding sub-study participation the sample can be destroyed by writing to the study doctor. Please clarify whether participants are expected to write to the doctor after 15 years or if the sample will automatically be destroyed after that time. 

Decision 

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


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

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


	 6  
	Ethics ref:  
	20/NTB/200 

	 
	Title: 
	Children's Anti-inflammatory Reliever (CARE) 

	 
	Principal Investigator: 
	Professor Richard  Beasley 

	 
	Sponsor: 
	Medical Research Institute of New Zealand 

	 
	Clock Start Date: 
	20 August 2020 


 
Professor Richard Beasley was present for discussion of this application.

Potential conflicts of interest

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

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

Summary of ethical issues

The main ethical issues considered by the Committee were as follows. 

1. The Committee queried how participants would be identified. The Researcher stated through a database and local GP practices could identify potential participants and send them information about the study. The Researcher confirmed they would not approach patients or access their medical records directly. 

2. The Committee queried the safety protocol for if a young person disclosed, they were pregnant. The Researcher stated they would follow the local child safeguard procedures at the site level and at the very least would insist on the need to inform the GP. The Researcher stated if the young person smoked, they would additionally provide smoking cessation advice. 

3. The Committee queried whether AstraZeneca would have access to the source data. The Researcher stated they were unsure and would provide clarification. 

4. Please simplify the language in the consent clauses for the 12-15-year-old consent form. 

5. Please insert the name and address of the Sponsor into the header on the first page of the Participant Information Sheet. 

Decision 

[bookmark: _Hlk31958867]This application was approved by consensus, subject to the following non-standard conditions:

· 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 provide clarification on AstraZeneca’s access to data to HDEC Secretariat (HDECS@health.govt.nz). If data is provided to them, please get approval for this through the amendment pathway.


	 7  
	Ethics ref:  
	20/NTB/201 

	 
	Title: 
	Eclipse AF 

	 
	Principal Investigator: 
	Dr Ian Crozier 

	 
	Sponsor: 
	Galaxy Medical, Inc. 

	 
	Clock Start Date: 
	20 August 2020 


 
Dr Ian Crozier was present for discussion of this application.

Potential conflicts of interest

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

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

Summary of ethical issues

The main ethical issues considered by the Committee were as follows. 

1. The Committee queried if the Researcher would practice with the equipment before testing it on human volunteers. The Researcher stated the procedure is the same as standard, the only difference is the energy source and so they are comfortable not doing animal work. 

2. The Committee queried whether the study could provide cash instead of vouchers. The Researcher said they would be happy to do so if they could but the DHB policy is to provide vouchers only. 

3. The Committee queried whether the study had been submitted for Māori consultation. The Researcher stated this was underway. The Committee requested an update in the Researcher’s response if available. 

4. The Committee requested the ability to terminate the study for commercial reasons be removed from page 51 of the protocol. 

5. The committee queried whether sending video to the sponsor was mandatory. The researcher stated that this was due to COVID-19 restrictions and agreed that the use of the video for a non-study purpose (e.g. training) should be given as an option on the Consent Form. 

6. The Researcher confirmed that pregnant women would not be receiving the procedure. 

Information Sheet:

7. Please insert a bold FIRST IN HUMAN statement on the first page, albeit with a clarification the procedure itself is not new but the energy source is. 

8. Please remove the option to halt the study for commercial reasons on page 13. 

9. Please revise the sheet to be appropriate to a New Zealand context (e.g. social security number is not applicable). 

10. Please note the advocacy contact is out of date and requested it be corrected to advocacy@advocacy.org.nz

11. Please conduct a general proof-read of the sheet to correct any typos. 

12. Please insert a timetable as it is not currently clear whether the CT, MRI etc can all be done on the same day. 

13. Please clarify the statement “By signing this consent form, you are consenting to the transfer of your information and samples to research organizations and/or core laboratories” as this is not from the HDEC template and it is unclear what these organisations are. 

14. Please include a cultural tissue statement to the PIS. The Committee recommended the following statement: 
“You may hold beliefs about a sacred and shared value of all or any tissue samples removed. The cultural issues associated with sending your samples overseas and/or storing your tissue should be discussed with your family/ whānau as appropriate.
There are a range of views held by Māori around these issues; some iwi disagree with storage of samples citing whakapapa and advise their people to consult before participating in research where this occurs. However, it is acknowledged that individuals have the right to choose.”

Decision 

[bookmark: _Hlk31959024][bookmark: _Hlk31958088]This application was provisionally approved by consensus, subject to the following information being received:

· 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).  
· 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).  
· [bookmark: _Hlk35429098]Please supply evidence of Māori consultation to ensure the study is appropriate for a New Zealand context (National Ethical Standards for Health and Disability Research and Quality Improvement, para 3.7).  

[bookmark: _Hlk31965243]After receipt of the information requested by the Committee, a final decision on the application will be made by Miss Tangihaere Macfarlane and Mrs Stephanie Pollard.
 

	 8  
	Ethics ref:  
	20/NTB/203 

	 
	Title: 
	Volume adjustment of audiobook listening for amblyaudia 

	 
	Principal Investigator: 
	Dr Joan Leung 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	20 August 2020 


 
Dr Joan Leung was present for discussion of this application.

Potential conflicts of interest

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

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

Summary of ethical issues

The main ethical issues considered by the Committee were as follows. 

1. The Committee queried whether the app was patented. The Researcher stated they were unsure and would provide clarification but it was developed by SoundSkills Clinic. The Committee queried who the primary benefactor of the research would be. The Researcher stated the SoundSkills Clinic as it would retain rights to the app. 

2. The Committee expressed concern that the cost of the study was being passed on from the Sponsor to participants who are expecting to pay $300 to participate. The Committee noted not everyone has $300 to pay for the entry and this create significant barriers around equity of access, even if the money is returned at the end of the study. The Committee stated the default presumption is that all costs are absorbed by the Sponsor and participants should not incur any costs to participate in research. The Researcher agreed to revisit this aspect with the company. 

3. The Committee queried whether audiobooks would be purchased. The Researcher stated there are copyright issues which are difficult to get around and their legal advice was they can not obtain a generic license and would need to purchase a new audiobook each time it was used. The Committee suggested discussing with a local community library and ensuring that every participant has a library card as an alternative to this. 

4. The Committee advised there may be the potential for significant whakamā or potential embarrassment with a study of this nature and requested the Researcher be mindful of this. 

5. [bookmark: _GoBack]The Committee requested it be made very clear in any advertisements and the Participant Information Sheet (PIS) that the iPod is loaned and would need to be returned at the end of the study. 

6. The Committee requested a copy of the SoundSkills safety protocol for home and clinic visits. 

7. The Committee requested a cultural protocol for entering homes of Māori participants. 


Information Sheet: 

8. Please make it clear in the PIS that the SSQ will be completed by parents. 

9. The PIS currently implies the researchers will tell a participant’s GP of their participation, please revise if this is not the case. 

10. Please add the name and location of the Sponsor (i.e. SoundSkills) to the front page of the PIS. 

11. Please add a Māori health contact to the PIS. 

Decision 

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


· 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).  
· [bookmark: _Hlk35429459]Please supply evidence of ACC-equivalent compensation available to all participants in the event of injury during the study. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 17.1).  






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:
	06 October 2020, 12:00 PM

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




3. Review of Last Minutes

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

4. Matters Arising


5. Other business


6. Other business for information


7. Any other business




The meeting closed at 4:20pm.
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