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		Minutes






	Committee:
	Northern A Health and Disability Ethics Committee

	Meeting date:
	20 June 2017

	Meeting venue:
	Novotel Ellerslie, 72-112 Greenlane Rd East, Ellerslie, Auckland



	Time
	Item of business

	1.00pm
	Welcome

	1.05pm
	Confirmation of minutes of meeting of 16 May 2017

	1.30pm
	New applications (see over for details)

	
	 i 17/NTA/98
  ii 17/NTA/99
  iii 17/NTA/101
  iv 17/NTA/104
  v 17/NTA/105
  vi 17/NTA/106
  vii 17/NTA/109
  viii 17/NTA/111
  ix 17/NTA/112
  x 17/NTA/116
  xi 17/NTA/117
  xii 17/NTA/120

	6.30pm
	General business:
· Noting section of agenda

	6.40pm
	Meeting ends




	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

	Dr Brian Fergus 
	Lay (consumer/community perspectives) 
	11/11/2015 
	11/11/2018 
	Present 

	Dr Karen Bartholomew 
	Non-lay (intervention studies) 
	13/05/2016 
	13/05/2019 
	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 

	Dr Catherine Jackson 
	Non-lay (health/disability service provision) 
	11/11/2016 
	11/11/2019 
	Present 

	Ms Toni Millar 
	Lay (consumer/community perspectives) 
	11/11/2016 
	11/11/2019 
	Present 

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


 

Welcome

The Chair opened the meeting at 1.00pm and welcomed Committee members.

The Chair noted that fewer than five appointed members of the Committee were present, and that it would be necessary to co-opt members of other HDECs in accordance with the SOPs. Dr Cordelia Thomas confirmed her eligibility, and was co-opted by the Chair as member of the Committee for the duration of 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 16 May 2017 were confirmed.


New applications 

	 1  
	Ethics ref:  
	17/NTA/98 

	 
	Title: 
	MVT-601-3201 

	 
	Principal Investigator: 
	Prof Peter Gilling 

	 
	Sponsor: 
	PPD Global Limited (New Zealand Branch) 

	 
	Clock Start Date: 
	08 June 2017 


 
No member of the research team was present for discussion of this application.

Potential conflicts of interest

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

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

Summary of ethical issues discussed:

1. The committee commented that the application was difficult to read due to formatting issues. 
2. The committee noted that this is the company’s first phase III study but was satisfied that SCOTT review will cover the robustness of the study design.  The committee noted that the evidence of peer review submitted with this application is descriptive from the CRO rather than a scientific review but was satisfied that appropriate review will be carried out by SCOTT. 

The Committee requested the following changes to the participant information sheet and consent forms:

3. Main PIS/CF: page 2, the committee noted the statement: “At the PI discretion an HIV test may be performed”.  Please remove reference to “state law” and state that HIV is a notifiable disease as is Hepatitis in New Zealand. 
4. Pharmacogenomic PIS/CF: page 2 under the heading ‘What are the Risks?’: the committee commended the honesty of the statement that knowledge of certain genetic information could lead to unwanted psychological and financial consequences if it were released to the participant or a third party. 
5. Pharmacogenomic PIS/CF: page 4 under the heading ‘What precautions will be taken to preserve my privacy?’:  The committee noted that the statement “In addition to this form, more detailed information regarding handling of your study data is described in part 4 of the ICF for the main study”. The Pharmacogenomic participant information sheet should be able to stand alone and should not refer to the main participant information sheet. The committee also noted that it could not find the “part 4” in the main information sheet referred to in the statement above.  Please clarify for the committee. 
6. Main PIS/CF: page 3: please move the three paragraphs about the use of remaining samples for future research to the separate information sheet about future research. 
Page 3: “You can request the destruction of your retained samples at any time. To do this, please contact your study doctor in writing.” Withdraw of consent to use samples does not need to be in writing – please amend.
7. Main PISCF Page 6 under the heading ‘You will stop receiving the study drug under the following circumstances’: please clarify the statement around discontinuation if Myovant decides to discontinue the study.  The committee noted that this cannot be stated if discontinuation is for commercial reasons alone.  
8. Main PISCF Page 8 under the heading ‘Risks and possible side effects of relugolix’: The committee queried the relevance of the section with information about the risks in women, please consider removing this section.
9. Main PISCF Page 13: The committee noted the statement that to complete study findings participants’ long term health status may also be recorded unless they object.  Please be more explicit about what this relates to.  For example, will this be long term mortality data or health data via GP, or will you be re-contacting patients?  
10. Page 13: Please replace “50 years” retention of health information with “10 years” as required by New Zealand law. 
11. Page 13: The committee noted the term “racial origin” is not appropriate in the New Zealand context and the term “ethnicity” is used here.  Please clarify whether you are collecting ethnicity or racial data.  If you are collecting ethnicity please state that this will be self-reported as per New Zealand requirements. 
12. Page 13, the committee noted the statement in the second paragraph that states: “If results of this study are published, your identity will remain confidential”.  The committee noted that study results are generally published and asked that the researchers clarify this statement. 
13. Consent forms: please review all consent forms and replace the word “your” with the word “my” 
14. Please remove the provision for a patient’s legal representative to sign on behalf of the patient. In NZ a legal representative cannot consent to research on behalf of an incompetent adult 
15. Please state that blood samples will be going overseas and please also state that the researchers will have access to medical records.

Optional Pharmacogenomics Participant Information Sheet and Consent Form

16. Please include the word ‘optional’ in the title.
17. Page 3: Please state that blood samples will be going overseas and name the laboratory where they will be going. Please also amend the retention of data from 50 years to 10 years. 
18. Consent Form: please revise the statements and only include Yes/No tick boxes for statements that are truly optional. 
19. Please clarify (and justify) whether the optional blood tests apply to the comparator group, as all the indications listed relate to the study drug, and it is an open label study.

Decision 

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

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

This information will be reviewed, and a final decision made on the application, by Dr Christine Crooks and Ms Toni Millar. 

	 2  
	Ethics ref:  
	17/NTA/99 

	 
	Title: 
	Assessment of JUUL 5% Nicotine Salt Based ENDS Products, When Used by Healthy Adult Smokers. 

	 
	Principal Investigator: 
	Dr Chris Wynne 

	 
	Sponsor: 
	PAX Labs, Inc. 

	 
	Clock Start Date: 
	08 June 2017 


 
Dr Richard Robson was present by teleconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of ethical issues (resolved)
The main ethical issues considered by the Committee and addressed by the Researcher are as follows.

1. The differences between this study and the previously approved pilot is the number of participants. In this study n=24 whereas in the previous study n=6.  Secondly, a menthol flavoured product will be used.  The researchers want to learn more than they did in the n=6 pilot to see whether a full trial is warranted.  The main outcome they are looking at is pharmacokinetics (i.e will delivery of nicotine be faster than that of a cigarette).
2. The committee noted that the researchers had answered on question ‘O’ on the application form that nicotine is ‘an approved medicine being used for a new indication through a new mode of administration’ and queried whether nicotine is classed as a medicine.  The researcher explained that it is a scheduled substance under the Medicines Act.  There are moves afoot to change this as ideally it shouldn’t be a medicine as it is not a therapeutic product but currently it is classed as a medicine for regulation purposes. 

The committee requested the following changes to the participant information sheet and consent form:

3. Page 4, study timetable: the committee noted the statement that a blood sample for nicotine will be collected 60 minutes after the participant’s first puff for the first five treatment periods (not all six) only and queried why that is the case.  The researcher noted that this may have been stated in error and will check and clarify. 
4. Page 10: the committee noted the statement about PAX labs, Inc. reducing compensation for injury suffered as a result of negligence of the investigator, research staff, or institution and noted that if the NZ investigator is negligent then a participant would have the power to sue them directly.  
5. Please state that the Northern A Health and Disability Ethics Committee has approved this project.  

Decision 

This application was approved by consensus.


	 3  
	Ethics ref:  
	17/NTA/101 

	 
	Title: 
	The benefits of participating in a dementia-friendly book club at the residential aged care facility: A proposal for a randomised controlled pilot study plus qualitative evaluation. 

	 
	Principal Investigator: 
	Dr  Dalice Audrey   Sim  

	 
	Sponsor: 
	Bupa Care Services NZ Limited  

	 
	Clock Start Date: 
	08 June 2017 


 
Dr Dalice Sim, Dr Gill Claridge and Dr Sally Rimkeit were present by teleconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of ethical issues (outstanding)
The main ethical issues considered by the Committee and which require addressing by the Researcher are as follows:
1. The committee noted that question p.1.2 on page 20 of the application form stated that all participants in the study will give informed consent.  That means that the researchers will need to ensure that participants themselves have given informed consent and in that case can’t include a welfare guardian or enduring power of attorney consenting on their behalf. 
2. The options are:
· Competent participants consent for themselves
· If a person is incompetent, then once the EPOA is activated or a Welfare Guardian appointed then the personal representative steps into shoes of the incompetent person and give informed consent on the person’s behalf and the resident would assent to being in the study. The exception in s18 of the PPPR act does not apply as this is not a medical experiment.  
· The Health and Disability Code of Rights says that a person with diminished competence retains the right to give informed consent to the extent appropriate to their level of competence.
3.  If the resident is incompetent and has no welfare guardian or enduring power of attorney then they can’t be included in the research. 
4. The committee noted that there will be a family support person involved in the study and that they need to give informed consent themselves for their own participation. In addition the residents must agree to their support person discussing them. 
5. The committee noted that the issues around consent and the management of these issues should be very clearly documented in the protocol. 
6. The researcher confirmed that participants who become anxious or distressed will be removed from the book club. The committee queried what process the researchers have in place for this as participants could become frustrated.  It is important that researchers who are clinicians are involved in the study and they will train staff to pick up change early, site it as an incident and then assess participants on a case by case basis.  The committee noted that people with dementia have good and bad days and asked whether they could return after a bad day. The researcher stated that it is up to them if they want to do that.  
7. The committee noted that the protocol does not currently have a process around how to manage adverse events and distress (as above) and this needs to be covered, and reflected appropriately in the information sheet. The protocol also does not currently outline a process for managing disclosure of a mood disorder or depression or concerns about their experience in the Residential Care Facility e.g. related to safety which are all included in proposed study questionnaires.  In the interests of patient safety the researchers will need to include in the protocol how they will manage this.  

Summary of ethical issues (resolved)

8. The committee noted that question r.2.1.1 on page 17 of the application form states that the researchers will be using InterRAI assessment for screening and accessing health information. The committee noted the provision in rule 10 of the Health Information Privacy Code which states that accessing and using health information without consent can be done when it is closely related to the reason it was collected unless a waiver is given by an ethics committee.  The committee agreed that although the researchers intend to use the information for another purpose that the intended research is ethical and appropriate and in the public interest. 

The committee requested the following changes to the participant information sheets and consent forms:

9. The committee recommended that the researchers revise and shorten their short study title. 
10. The committee noted that they understood that the research team have simplified the participant information sheet with the participant group in mind and at the same time more information about the study is needed.  Some of the things noted during the discussion for the researcher included: that there is a risk that people might suffer harm if they become anxious and there needs to be acknowledgement of this in the information sheet and also information about how this will be managed, the information sheet for the family member/carer also needs to clearly state what the participant will be doing and that they will be asked questions about their quality of life. Family members and others in the group will know who participants are and this needs to be stated in the participant information sheet, in the carer information sheet it is stated that their family member will be audio taped but this is not relevant to them this is relevant to people who will be audio taped.
11. The committee noted that the use of sub-headings will make the information sheet easier for participants to read and suggested that the researchers refer to the HDEC participant information sheet and consent form pro-forma that is on the HDEC website: http://ethics.health.govt.nz/ 
12. Please make clear that there are two groups and explain how they will be randomised and also what participants in each group will be getting.  Please also explain that participants in the control group may have the chance to be in the book group following conclusion of the study. 
13. The committee noted that the participant information sheet doesn’t mention that a capacity assessment is being carried out.  Some people might be affronted by being assessed and they should be told in a sensitive way. The committee suggested the researchers could state something along the lines of they will spend half an hour talking to you about whether it is a good thing for you to be in the study without being blunt about being competent. 
14. The researchers have acknowledged that this study is underpowered for the endpoints indicated in the protocol, but also acknowledge that at this point the reason they are doing the study is to look at how people do cope with the assessment processes, the book clubs, and whether completion of questionnaires regarding such things as length of time are arduous. The committee noted that there were a lot of questionnaires. The committee asked that the researchers be clear in the information sheet that this is a pilot study that will look at whether the proposed book clubs might be good people/ that explains that the researchers want to look at the mechanisms of the book club.
15. Please clearly state in the information sheets the relationship to Bupa and what will and won’t be disclosed to them as primary carers. Please also declare that Bupa is funding the study and that Gill and Sally have developed the books that participants will read and have a financial interest in the study. 
16. The committee agreed to decline this application to facilitate review in accordance with the operational guidelines and to allow the researcher to submit a substantially modified protocol and set of information sheets and application to be considered at the next Northern A committee meeting.  

Decision 

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

· All intervention studies should be conducted according to written protocols.  The amount of detail in the written protocol and the extent of protocol review processes should be sufficient to ensure appropriate conduct of the study and to cover the level of risk the study presents to participants. (Ethical Guidelines for Intervention Studies, para 5.41)

· Informed consent is essentially a matter of good communication between people. Information should be provided to potential participants in a form and in a way that assists their informed decision-making.  For example, the information should as far as possible be provided in lay terms. (Ethical Guidelines for Intervention Studies, para 6.22)  Paragraph 6.22 is subject to the principles stated in ‘Free and informed consent – General principles’, paragraphs 6.6-6.21, and ‘Vulnerable people’, paragraphs 5.28-5.35.  For a pro forma information sheet and consent form, see the Health and Disability Ethics Committees website: http://ethics.health.govt.nz/ (Ethical Guidelines for Intervention Studies, para 6.23)

	 4  
	Ethics ref:  
	17/NTA/104 

	 
	Title: 
	Green Lane surgical data back-fill (1958-88) 

	 
	Principal Investigator: 
	Dr TOM GENTLES 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	08 June 2017 


 
Dr Tom Gentles was present by teleconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of ethical issues (resolved)

1. The committee asked the researcher whether he has considered the idea of gaining consent from people to access and include their data in this registry.  The researcher explained that part of the problem is in being able to track patients and knowing where they live, and utility of a data set of this nature is its completeness and usefulness and if it is not complete it is limited. The researcher also noted that there were a very large number of records, and that many would be pre-NHI and so hard to contact.
2. The committee asked the researcher whether he has considered the idea of gaining consent from people to access and include their data in this registry.  The researcher explained that part of the problem is in being able to track patients and knowing where they live, and utility of a data set of this nature is its completeness and usefulness and if it is not complete it is limited. The researcher also noted that there were a very large number of records, and that many would be pre-NHI and so hard to contact.
3. The committee asked whether the data will be de-identified once it is collected as indicated in the application.   Information provided and published will be de-identified, however it needs to be stored identifiably to be matched to other data as indicated in the protocol (mortality, hospitalisations). The committee noted that this is more than audit and is the creation of a retrospective register. The researcher stated that the reason it was intended that data would continue to remain identifiable is in order to see what was happening in a prospective way, and link to the other retrospective register (from 1988 onwards) and at some future time consider a consented prospective register. 
4. The committee asked what storage provisions are in place for identifiable data and who will have access to the data.  The researcher explained that data will be stored in an access database on a DHB server in a password protected file format.  Only the manager and researcher will have access. 

Summary of ethical issues (outstanding)
The main ethical issues considered by the Committee and which require addressing by the Researcher are as follows:

5. The committee asked the researcher whether he has considered the idea of gaining consent from people to access and include their data in this registry.  The researcher explained that part of the problem is in being able to track patients and knowing where they live, and utility of a data set of this nature is its completeness and usefulness and if it is not complete it is limited. The researcher also noted that there were a very large number of records, and that many would be pre-NHI and so hard to contact.
6. The committee asked whether the data will be de-identified once it is collected as indicated in the application.   Information provided and published will be de-identified, however it needs to be stored identifiably to be matched to other data as indicated in the protocol (mortality, hospitalisations). The committee noted that this is more than audit and is the creation of a retrospective register. The researcher stated that the reason it was intended that data would continue to remain identifiable is in order to see what was happening in a prospective way, and link to the other retrospective register (from 1988 onwards) and at some future time consider a consented prospective register. 
7. The committee asked what storage provisions are in place for identifiable data and who will have access to the data.  The researcher explained that data will be stored in an access database on a DHB server in a password protected file format.  Only the manager and researcher will have access. 
8. The committee noted that once the registry is completed that it would be a valuable resource and asked whether the research team have processes in place for third parties and other researchers or clinicians who wish to access the data. The researcher noted that any further use would likely require a separate ethics review process.  The committee noted that it would be useful for the research team to have an agreed governance and data access policy and process in place around how people who want to access and use the data in future for research purposes, and that this is well reflected in the protocol. 
9. The committee queried whether the research team had done any patient consultation to gauge whether there are any sensitivities around the access and use of this information, particularly the access to unconsented medical records which may be sensitive or where patients had died.  The issue of the Green Lane baby hearts was noted, and the Kaitiaki group that manage that tissue, and although this is not linked to the proposed research there may be related public concern. The researcher advised that they have not done any patient consultation.  
10. The committee noted that consultation is an important component of this process as they are intending to access and use health information without consent and public benefit and concern are important. 
11. The committee reminded the researcher that there is a cultural component and there is a need to consult with Maori.  The committee noted that it may well be that the research team find out that outcomes are poorer for Maori as historically they have poorer access and such findings will be of importance to Maori.  
12. It was noted that HeartKids NZ is family and parent driven and patient driven and this could be a start to consultation.  The committee noted that Green Lane has a Kaitiaki group that the research team could consult with.  The committee reminded the researcher that when data about Maori is included then consultation with Maori is mandatory.  Maori consultation takes place as a part of the locality process and it would be useful for the research team to front foot this. 
13. The committee noted that the Maori section in the application was not answered to a high standard. 
14. In the application form the researchers had stated that the study won’t benefit Maori directly.  However, if the research team are collecting data on ethnicity the findings may point to ethnic disparities in access or outcomes.  The researchers will also look at demographic variables that influence outcomes and these findings may be of practical value. In order for this to be robust the committee queried how ethnicity would be measured in the study, for example current ethnicity on the NHI or ethnicity in early hospital records (if any) or changes over time. The committee queried the allocation of deprivation decline in the same manner. How these variables will be assigned and analysed is not clear in the protocol.
15. The committee asked for clarification on the term ‘population based study’.  The researcher noted that most of the studies where burden of disease is described are for selected populations and there is very little in the way of description of activity and burden of disease.  The research team are aiming to have a register that has complete surgical cases ascertained.  
16. The committee noted that it understands what the research team is trying to do but is concerned that there is lack of clear process for management of study and ongoing identifiable data, consideration of use of unconsented data and appropriate consultation.  The committee noted its understanding that the research team wish to create a register and have a prospective consenting register in time but also develop a historical cohort and they need to be explicit about doing that.  There may be public sensitivities around this and the committee would like to see evidence of a process around how this will be handled.  
17. The committee would also like to see that there is a governance structure in place for the registry and a process around the use of registry data evolving and how they will support people to use the data; there is currently no governance structure in place for future use of data. 
18. The committee is supportive of what the researchers are trying to achieve but requests more information as discussed above. 

Decision 

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

· Issues relating to Mãori cultural and ethical values should be addressed in discussion with Mãori concerned, including appropriate whãnau, hapu or iwi.  He Korowai Oranga states: ‘Comprehensive, high-quality Mãori health research and information is necessary to inform the Government and to assist whãnau, hapu and iwi to determine and provide for their own health priorities’ (Minister of Health and Associate Minister of Health 2002, p23). 
· Researchers should have regard to guidelines relating to research involving Mãori such as the Guidelines for Researchers on Health Research involving Mãori (HRC 2010) and NEAC’s resource document Mãori Research Ethics: An overview.  (Ethical Guidelines for Observational Studies, paras 4.4 and 4.6)  

· All observational studies should be conducted according to written protocols that state the aims of the study, the data needed and how the data will be collected, used and protected.  When relevant, the protocol should include a statistical plan indicating the rationale for the number of participants involved. (Ethical Guidelines of Observational Studies, paras 5.11 and 5.12)

	 5  
	Ethics ref:  
	17/NTA/105 

	 
	Title: 
	A study comparing ABT-494 to placebo and adalimumab in subjects with active psoriatic arthritis (SELECT PsA1) 

	 
	Principal Investigator: 
	Dr Douglas White 

	 
	Sponsor: 
	AbbVie Pty Ltd 

	 
	Clock Start Date: 
	08 June 2017 


 
Dr Douglas White and Ms Denise Darlington were present by teleconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of ethical issues (resolved)
The main ethical issues considered by the Committee and addressed by the Researcher are as follows.

1. 17/NTA/105 is closely related to application 17/NTA/106 and the comments made in this discussion for 105 will apply to both studies. 
2. The committee queried whether patients getting placebo will effectively have delayed treatment by 24 weeks.  The researchers explained that the study drug is funded in New Zealand after failure of two previous treatments. There is a hurdle to get onto the study drug here in NZ and the idea of this study is to look at efficacy.  They plan to consent people with mild to moderate disease rather than those with severe disease. Patients in this study can stay on background treatment including other disease modifying drugs and what will be added in is trial is either a placebo or active drug.  
3. The committee noted that the participant information sheet states that there will be a washout period, which suggests that participants will need to come off their medication.   The researchers explained that this will be dependent on what the person is on at the time.  The committee asked that this be made clearer in the information sheet.
4. The committee asked that the information is clarified that at week 16 if patients aren’t feeling well there is an ability to change medications.  24 weeks is worst case scenario. 
5. The committee noted that some of the questionnaires included in this study are done as part of standard of care for this group and that the researchers are also presenting participants with an electronic device.  The committee noted that nine questionnaires seem a lot but also do training.  The committee asked whether participants will be ineligible for the study if they don’t complete the training successfully.  The researchers advised this is not the case and noted that training is a formative rather than summative exercise. A good proportion of questionnaires get presented at each visit.  
6. The researchers confirmed that they had not commenced the research although the application says study start date is 1/5/2017.

The committee requested the following changes to the participant information sheets and consent forms:

7. Please make clear that coming off medication for study participation will be dependent on what the person is on at the time.  Please also state that at week 16 if patients aren’t feeling well there is an ability to change medications.  24 weeks is worst case scenario. 
8. Page 1 under the heading ‘What are the possible benefits and risks of this study?’: the committee asked whether the December 2015 data is the most recent data.  The researcher will take a look and update with more recent information if it exists.   
9. Page 7, second to last paragraph refers to the need to discuss risks outlined in a person’s “local label”.  Please be clearer about what this means.  The committee noted that it this refers to reproductive risks then participants should be talking to their doctor rather that looking to the local label.  The researchers explained that this is in relation to the study drug that is registered for use in NZ and what is intended in the statement is that the local label is another place to look at.  
10. Page 9:  It is important that the participant understands that their personal information will not be passed on to third parties.  Please make clear that their personal detail won’t be passed on.
11. Page 10 under the heading ‘Rights to your information’: Please review the statement in the second paragraph as what it is saying is that patients won’t be able to access their records until the end of the study but New Zealand law states that people can have access to their data at any point. Please explain the following to participants: that no rights are signed away, the consequences of breaking the blind by accessing records, that each request could be discussed on a case by case basis with their study doctor, and either the access is not a threat to the study or otherwise it will result in un-blinding and require withdrawal from the study.
12. Page 10: Please state that participants will have training to use the electronic device. 
13. If you are testing for HIV and Hepatitis please state this and also that they are notifiable diseases 
14. Please confirm how long blood tests in the main study will be stored for (application states 15 years).

Optional Research Information Sheet:  

15. Please amend heading to reflect the study (change <insert type of research>).
16. The committee asked whether the researchers are comfortable having future unspecified research for both studies as at the moment this is blanket consent. Participants need to understand that they are giving up their rights to a say about the use of data in the future.  The optional participant information sheet will need to clearly state where the sample is going.  The committee noted that the application states that the site will retain health information for 15 years but retention for future unspecified research is for 20 years and people can only withdraw via the site.  Therefore you will need to keep information for 20 years to be able to re-identify participants.  
17. Please be clear that additional bloods will be taken in order to be banked.  
18. The committee noted that this Document needs to stand alone and not refer to statements in the main participation sheet about ACC and Privacy. 
19. Page 2 under the heading ‘Risks and discomforts’:  Please state how much blood you are storing. 
20. Please indicate the country, facility and address is possible of the FUR storage facility. Currently says at a designated facility which is insufficient.

Consent form: 

21. Please remove reference to the witness signature as in New Zealand the participant themselves must consent to participation in a study.

Pregnant partner information sheet:

22. The committee reminded the researchers that a mother cannot consent to the researchers gathering information until the baby is born and is legally a person. 


Decision 

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

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

This information will be reviewed, and a final decision made on the application, by the Chair and Dr Christine Crooks.


	 6  
	Ethics ref:  
	17/NTA/106 

	 
	Title: 
	A study comparing ABT-494 to placebo in patients with psoriatic arthritis. SELECT-PsA 2 

	 
	Principal Investigator: 
	Dr  Douglas White 

	 
	Sponsor: 
	AbbVie Pty Ltd 

	 
	Clock Start Date: 
	08 June 2017 


 
Dr Douglas White and Ms Denise Darlington were present by teleconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of ethical issues

Please refer to the discussion noted for application 17/NTA/105 as it applies to this application also. 

Decision 

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

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

This information will be reviewed, and a final decision made on the application, by the Chair and Dr Christine Crooks. 

	 7  
	Ethics ref:  
	17/NTA/109 

	 
	Title: 
	SMART-C 

	 
	Principal Investigator: 
	Professor Ed Gane 

	 
	Sponsor: 
	Kirby Institute 

	 
	Clock Start Date: 
	08 June 2017 


 
Prof Gane and Ms Amy Cole were present by teleconference for discussion of this application.

Potential conflicts of interest

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

Dr Christine Crooks declared a potential conflict of interest, and the Committee decided that she could remain in the room but not take part in the discussion or decision-making for this application. 

The committee requested the following changes be made to the participant information sheet and consent form: 

1. The committee noted that the research is looking at less than standard of care for monitoring and while this is clear in the application it is not clear in the participant information sheet.  The committee recommended that the researchers state the study purpose up front in the information sheet and consider a way to say that intention of this study is  about looking at the benefit of having less rigorous monitoring and they wish to test this.  
2. The committee queried the status of the study being stated as investigator led even though the drug is provided and the researcher is funded by Abbvie.  The researchers explained that the study is investigator led, Abbvie had no input into the study initiation, study question, design or the restrictions on results.  The committee asked that the researchers state in the participation information sheet that this is not a drug sponsored study and that Abbvie is providing the medication.
3. The committee queried whether this study involves the establishing of a biobank as samples are mandatory.  The committee noted that three of the six samples are talked about in the participant information sheet: page 5 talks about samples taken at weeks 4 and 8, and then at the end of the study.  The researchers explained that they are looking at the samples to see whether there is an improvement in the immune response/viral resistance genes.  The committee noted that mandatory tests are stated in the protocol and explained that if they are intending to do future unspecified research on mandatory samples it can’t allow that, FUR must be optional.  The researchers need to be clearer about this aspect of the study. 
4. Please be consistently clear about whether samples are re-identifiable; currently the main PIS says the samples are not re-identifiable (so participants do not have the right to withdraw their samples) whereas the optional study is re-identifiable. The committee expects that the samples should be able to be re-identified as they are coded per protocol.
5. Please state the length of time that samples will be stored in both main and optional participant information sheets. 
6. Page 13 under the heading ‘Could this research be stopped unexpectedly?’ Please remove the bullet point that states: Decisions made in the in commercial interest of the sponsor or by local/regulatory health authorities. 

Optional participant information sheet

7. Page 7, the last statement that talks about attendance at follow up visits is not mentioned in the main participant information sheet or in the body of this information sheet.  Please justify why follow up is required and the nature of follow up and provide this information upfront in the information sheets in the interest of participants being clear about what participants are being asked to agree to.
8. The committee noted that the participants could benefit viewing the flow chart from page 17 in the study protocol that outlines the two different arms of the study.  If possible this could be included in the participant information sheet. 
9. Page 12: In relation to the screening tests please state the HBV and HIV are both notifiable diseases. 
10. Page 16: Please review and reformat the bullet points. 
11. Confirm the number of samples included – currently says 1-3, plus leftover blood, the main PIS refers to 6 mandatory FUR samples.

Decision 
This application was provisionally approved by consensus subject to the following information being received. 

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

This information will be reviewed, and a final decision made on the application, by Dr Karen Bartholomew and Dr Cordelia Thomas. 
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	Ethics ref:  
	17/NTA/111 

	 
	Title: 
	Paediatic ctDNA 

	 
	Principal Investigator: 
	Prof Parry Guilford 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	08 June 2017 


 
Prof Parry Guilford was present by teleconference for discussion of this application.

Potential conflicts of interest

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

Dr Kate Parker declared a conflict of interest and the committee agreed that she could stay in the room and take part in the discussion and decision-making for this application as although she has a working relationship with a co-investigator, she has no involvement with or knowledge of this particular study.

Summary of ethical issues (resolved)

The main ethical issues considered by the Committee and are as follows:

1. The committee asked whether just one 10ml sample will be taken in this study as statements about this differ in the application and it is unclear in the information sheet.  The researcher stated that the intention is that samples will be taken through the course of treatment but sometimes the researchers will only be able to get one sample. This needs to be clarified in both the protocol and the information sheet.
2. The samples will be coded and the researchers will not have access to individuals’ health information but the data will be re-identifiable if needed and there will be a real ability to withdraw samples if needed. 
Summary of ethical issues (outstanding)

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

3. The committee queried whether the samples will be stored in a Biobank (beyond the length of the study or for future unspecified use) or not as this is currently not clear in the study protocol or in the information given in this application.   The researcher explained that the samples will be stored in a lab in Dunedin and held for this research project only for checking markers (relatively specified markers, but some may be unspecified at this stage), but related to this research only.  The samples will not be stored for use by another researcher for another project.  The researchers intend to use the samples only if needed within 6 months of collection but they may keep for up to five years to test for other markers in relation to this study only. The samples will not be kept beyond the life of this project.  The researchers hope to get enough information from the first samples but may need to do a repeat assay with different marker.  The committee reiterated that information is not clear currently in the protocol or information sheets for participants.   
4. The committee asked what processes are in place should there be clinically relevant or incidental findings around heritable conditions.   The researcher explained that all of the work will be on cancer genes so they may not see other genes.  They plan to sequence 600 cancer genes and none of those are involved in conditions outside of cancer.  The committee noted that this needs to be clearly stated reflected in the protocol.  The committee asked whether the researchers will seek specific consent from families to have clinically relevant information (indicated on the protocol to be disclosed with a genetic counsellor if found) disclosed and asked that this be clear in both the protocol and the information given to participants. The protocol should outline what potential clinically relevant information might be disclosed, how this will be determined (eg by the study team, independent clinicians, an advisory group) and how disclosure will be managed. Likewise the protocol should outline what information will not be disclosed (incidental findings) and that this is also clear in the information sheet.   

The committee requested the following changes to the participant information sheet and consent forms:

5. The committee noted that it does not appear that the information for participants as presented currently, covers off all aspects of this study.  The information presented talks about circulating tumour DNA in paediatric cancers but does not talk about other genetic analyses (eg changes in tumour mutations over time) or that the researchers will be taking more than one sample and recording health information related to treatment and outcome. It is noted that the study is also looking at archived samples and this is noted.  
6. The information for participants notes the risks in regard to taking blood samples but not in regard to disclosure and interpretation of results.
7. The length of time the tissue stored, where the tissue is stored and what study related testing might be performed needs to be clearly outlined.
8. The information sheet needs to have a clear privacy and confidentiality section. Please consider using the HDEC template (and review the content of the Future Unspecified Use template even if it does not directly apply) to ensure that parents can be fully informed. 
9. Compensation statement: please remove this statement and replace with the following: If you were injured in this study, which is unlikely, 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.
10. The committee asked that the researchers include a cultural statement for Maori around the collection, storage and use of tissue and suggested that the researchers find out whether Tikanga principles apply at their site. 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/whanau 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 prior to participation in research where this occurs.  However, it is acknowledged that individuals have the right to choose.”
11. Consent form for parents/caregivers:  please provide specific statements about what they are consenting to.  For example, consent for researchers to access their child’s health record, access to archived tissue, consent to conduct genetic analysis, consent to have disclosure of clinically relevant results, permission to continue to use previously collected data if they withdraw from the study.
12. Please ensure that the withdrawal rights with respect to the study and the samples are clearly stated, including that the samples are coded and re-identifiable.
13. Please revise the entire parent/caregiver information sheet so that it is written for the parent to be informed and consent on behalf of their child.  For example replace: “You are invited to take part in a pilot study…” with “Your Child is invited to take part in a pilot study…”
14. Information sheets for children:  the committee noted that it would expect that the information sheets are age appropriate and it this regard it noted that pictures for the 7-10 year olds may be appropriate.  The information sheets for the 7-10 year olds and 11-15 year olds looked similar. 
15.  The information sheets for participants aged 16 years and older looked similar to another which the committee assumed is the information sheet for participants who turn 16 and are still in the study to re consent to taking part. If this is the case then that information sheet needs to be clearer about the fact that it is for re consent.   The committee asked that a title stating that it is a re consent form needs to be included.  It also needs to state with sensitivity that they may not know that their parents consented to them being in the study and that they are now old enough to consent to their participation in the study.  
16. The committee asked how the researchers will follow up on re-consenting participants to the study after they turn 16 years old or if a young person’s treatment is finished earlier how they will make the approach to them. The process needs to be made clear in the study protocol in the interests of a clear consenting process. 
17. CtDNA clinical management results: the committee noted that the Health Information Privacy Code states that a parent can ask for any information, including research CtDNA results, and the committee asked the researchers how they will manage this process should it arise.  The committee suggested that the researchers talk with Amanda Lyver about this process and state it in the study protocol.  Please explain the following to participants: that no rights are signed away, the consequences of breaking the blind by accessing records, that each request could be discussed on a case by case basis with their study doctor, and either the access is not a threat to the study or otherwise it will result in un-blinding and require withdrawal from the study. 
18. The committee asked that the researchers revisit the information sheets for children 7-10 and 11-15 years of age and consider simplifying the wording.  For example of page 1 of the 7-10 year old information sheet under the heading ‘What is involved in the study?’ the researchers could note they would like to take some extra blood from your port each time you have a treatment for the course of your treatment to make things simpler and clearer from the child’s perspective. Another example from Page 2 under the heading ‘Are there benefits to taking part in the study’ would be to say that they might help people with cancer 
19. The committee noted that the researchers stated in their application form that they plan to keep the data for 10 years and asked that they provide for storing data for 10 years after a child turns 16 years old and state this in the participant information sheets.
20. The committee asked how often the bloods will be taken.  The researcher stated that ideally a sample will be taken each time the children come in for treatment but at the same time they will aim to be flexible depending on where the children are at.  The committee asked that the researchers make clear in the information sheet that samples will be taken every time but no more than every four weeks and only from the central line (not peripheral).
21. Please clarify whether there is a minimal age for children who will be in the study. 

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

· All intervention studies should be conducted according to written protocols.  The amount of detail in the written protocol and the extent of protocol review processes should be sufficient to ensure appropriate conduct of the study and to cover the level of risk the study presents to participants. (Ethical Guidelines for Intervention Studies, para 5.41)

· Informed consent is essentially a matter of good communication between people. Information should be provided to potential participants in a form and in a way that assists their informed decision-making.  For example, the information should as far as possible be provided in lay terms. (Ethical Guidelines for Intervention Studies, para 6.22)  Paragraph 6.22 is subject to the principles stated in ‘Free and informed consent – General principles’, paragraphs 6.6-6.21, and ‘Vulnerable people’, paragraphs 5.28-5.35.  For a pro forma information sheet and consent form, see the Health and Disability Ethics Committees website: http://ethics.health.govt.nz/ (Ethical Guidelines for Intervention Studies, para 6.23)
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	Ethics ref:  
	17/NTA/112 

	 
	Title: 
	Clinical Application of pharyngeal high resolution manometry. 

	 
	Principal Investigator: 
	Dr Kristin Gozdzikowska 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	08 June 2017 


 
Dr Kristin Gozdzikowska was present by teleconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of ethical issues (outstanding)

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

1. The committee explained that the information sheet and consent form for participants needs to be clearer and recommended that the researcher refer to the pro-forma on the HDEC website for guidance on what to include. This can still be written in invitational and lay language. The committee noted specifically that the purpose of this study being conducted in patients is not clear in the protocol or in the information sheet. Please state this up front in the information sheet in lay language, and also note that this is a pilot or exploratory study.    
2. The committee noted that the protocol submitted with this application is brief and doesn’t contain a rationale for why the researchers are selecting this group of patients, how the researchers will assess if the patient is well enough to consent, the consenting process, the data handling process, management of any adverse events and study related risks.  The committee noted the need for these processes to be included in the protocol. 
3. The committee noted that this is a pilot study and asked whether the researchers need to recruit patients who are acutely unwell.  The researcher explained that a study has been done in healthy people and they and now want to mirror that study.  In order to see the parameters they need to include patients in the research however they will not be acutely unwell.    
4. There will be no clinical benefit to patients in this trial and it is non-therapeutic, although there may be potential benefit to future patients, this should be clearly outlined in the information sheet. 
5. The committee sought clarification from the researcher about the recruitment process. It noted that the study protocol states that the therapist will approach the patient and elsewhere in the application it states that a letter will be sent to participants as a first approach.  The researcher explained that patients are referred from different pathways; DHB and ACC and can refer patients and people can also self-refer.  Those who self-refer will be sent a letter.  Otherwise a therapist not related to the study will approach people to ask them if they are interested. Please clarify these in the protocol.
6. The committee asked how researchers will decide what level of injury is appropriate for consent; what assessment or tools will be used.  The researcher explained that they will not seek consent from participants immediately following an injury. The specifics of this need to be outlined in the protocol.  A large sample size is not needed for this study and the researchers will only consent those who can consent for themselves.  
7. X-ray is standard practice and will be the control group in this study, both tests being conducted in the same person. The X-ray is a two dimensional motion picture and will be compared against the manometry.  The manometry is measured at millisecond level and the idea is that the “hard numbers” gained will give a clearer picture of what is happening. 
8. In summarising the committee noted that it is supportive of the application in terms of what the researchers are trying to achieve.  It would like to see a more detailed protocol and a new participant information sheet and consent form with all of the required information.   As the committee would only be able to approve or decline any response given following the meeting in accordance with its operational guidelines it agreed that it would decline the application to allow the researcher to make the changes requested and resubmit the application.  
9. Please confirm what “clinically significant” results might be in relation to the research that participants might receive, as noted in the application p.2.7.
10. Please outline if there is any conflict of interest with potential participants as the investigator works at the Rose centre. 

The committee requested the following changes to the participant information sheet and consent form:

11. The committee noted that researchers need to be explicit that if patients don’t want to participate that their care will not be affected.  The information sheet needs to clearly state that the current standard of care is the X-ray and that they do not have to agree to the manometry.  
12. Please be clear about what the inclusion/exclusion criteria for the study are. 
13. Please include information on compensation (standard ACC wording see HDEC template), disclosure of funding, all participant rights, a privacy and confidentiality section including length of data storage and data safety.
14. The committee noted that it is supportive of the research and that its comments are centred on making sure information is right for participants.  It asked that in addition to using the HDEC pro-forma as a guide for rewriting the information sheet and consent forms that the researcher look at using conversational language throughout and that it be clearly stated that the study is non therapeutic and will be helping to get data for new kinds of tests that will be helpful in the future.   
15. Consent form: Please include yes/no tick boxes only for statements that are truly optional.  Please provide a statement that provides for consent for researchers to access health information to assess inclusion to the study.

Decision 

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

· All intervention studies should be conducted according to written protocols.  The amount of detail in the written protocol and the extent of protocol review processes should be sufficient to ensure appropriate conduct of the study and to cover the level of risk the study presents to participants. (Ethical Guidelines for Intervention Studies, para 5.41)

· Informed consent is essentially a matter of good communication between people. Information should be provided to potential participants in a form and in a way that assists their informed decision-making.  For example, the information should as far as possible be provided in lay terms. (Ethical Guidelines for Intervention Studies, para 6.22)  Paragraph 6.22 is subject to the principles stated in ‘Free and informed consent – General principles’, paragraphs 6.6-6.21, and ‘Vulnerable people’, paragraphs 5.28-5.35.  For a pro forma information sheet and consent form, see the Health and Disability Ethics Committees website: http://ethics.health.govt.nz/ (Ethical Guidelines for Intervention Studies, para 6.23)
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	Ethics ref:  
	17/NTA/116 

	 
	Title: 
	MK-3682-021: Study of Efficacy and Safety of MK-3682B in Subjects with HCV Direct-Acting Antiviral Failures  

	 
	Principal Investigator: 
	Prof Edward Gane 

	 
	Sponsor: 
	MSD (New Zealand) Limited 

	 
	Clock Start Date: 
	08 June 2017 


 
Prof Ed Gane and Mrs Kelly Armstrong were present by teleconference for discussion of this application.

Potential conflicts of interest

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

Dr Christine Crooks declared a potential conflict of interest, and the Committee decided that she could stay in the room but would not be involved in the discussion or decision-making for this application. 

Summary of ethical issues (resolved):

1. The sponsor has requested that review is held in closed review for phase I and II studies.  The committee noted its view that it is not necessary for such studies to be held in closed session.  
2. The committee queried whether participants will get continued access to the study drug if it is shown to be beneficial for them.  The researchers explained that prolonged treatment doesn’t work and if the study drug is effective participants would receive benefit by the end of the duration of the study.  
3. The committee noted that it did not have any significant ethical concerns.  The comments that the committee had were in relation to the participant information sheet.  As this application is related to application 17/NTA/117 the comments apply to both studies.

The committee requested the following changes to the participant information sheet and consent forms:

4. Page 4: the committee noted that some of the blood sample section information stated could be confusing for the layperson to understand, namely around the different types of laboratory testing.  For example, biomarker testing is not defined.  The distinctions between the tests are currently unclear and could be confusing for participants.  
5. The committee noted that the future unspecified research appears to be related to other biomarker testing other than what is mandatory.  The biomarkers will be unspecified and the committee asked why they are not included in the future unspecified research information sheet and why are they mandatory.   
6. The optional participant information sheet for future unspecified research includes molecular and serological proteins and biomarkers.  The protocol states that they are mandatory.  The participant information sheet says the biomarker samples are retained for up to 15 years and this is not clear.  Please make clear what future unspecified research is and what is mandatory. Only samples necessary to answer the study question and well outlined in the protocol could be considered mandatory.  The committee suggested that the researchers consider putting things related to same idea in same paragraph. 
7. The privacy section in the optional information sheet beginning on page 3 refers to privacy aspects that relate to the main study and should be stand alone.  Participants just need to know the specific privacy and confidentiality relevant for FUR; that their samples will be de-identified and sent off for long-term storage. 
8. The opening paragraph in the main participant information sheet states that people are being asked to take part in a research study for up to 46.5 weeks – please state that this will involve 16 weeks on treatment and 23 weeks follow up.
9. Page 1: Number of participants, the application says 10 and the information sheet says 5 please make consistent.  5 is current allocation but potential to recruit more.  PAF included this possibility. 
10. Page 3: group allocation delete in the second para you won’t know what group you are in.
11. Please make clear how long the visits will take. 
12. Page 4: information about blood tests for liver lab results that are not normal.  Please include a subheading here to separate the information out in the interest of clarity for the reader.   
13. Page 5 under the heading ‘What are my options if I am not in the study?’ Please include the work word ‘if’ at the start of the first sentence. 
14. Please make clear what samples will be used and what will happen to them if the person withdraws from the study.
15. Page 6: please revisit the information given about the tests and consider reducing it.  For example, some information around the FibroScan could be deleted. 
16. Liver biopsy: please consider removing the words “spread of cancer cells, called cancer seeding”, given that this is not cancer research.  
17. FibroTest: please delete the words “and hence requires a blood sample” as this is self-evident.  
18. Page 7 under the heading ‘What side effects could the study drug(s) cause?’:  please include a frequency indication of side effects. 
19. Please include the exclusion criterion of acute Hep B infection as noted in the protocol. 
20. The committee asked what the risk of reactivation is for the patient. The researchers noted that the FDA has a black box warning of the potential risk that the immune system no longer protects when the virus is suppressed. It is thought however that the risk is negligible.  The committee asked that the researchers state that this may be a reason a person cannot be in the study so that they aren’t surprised. 
21. Page 9 under the heading ‘Could this study be stopped unexpectedly?’:  please remove the bullet point that states for decisions made in the commercial interests of the sponsor. 
22. The committee noted that its main concern about the information sheet for future unspecified research is that it contains no scope of what people are consenting for.  The way in which it is written is blanket consent.  If it is not intended to be this broad then please clearly articulate what is scope of future unspecified research in terms of disease and medication pharmacogenomics. 
23. Please make clear that people are giving up the right to having a say over their samples should they consent to having them used in future unspecified research. 
24. Please confirm in the information sheet the location of storage for future unspecified research, it currently says Singapore and then a “sponsor designated facility.”
25. The committee noted that it would be helpful for participants to know whether there is a maximum amount for cover of travel costs.  The researchers explained that travel costs are usually explained to participants over the phone.  The committee asked that the researchers state in the participant information sheet that travel costs will be explained to participants over the phone so that they won’t expect a set amount.  



Decision 

This application was provisionally approved by consensus subject to the following information being received. 
· Please amend the information sheet and consent forms, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).

This information will be reviewed, and a final decision made on the application, by the Chair and Dr Catherine Jackson.
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	Ethics ref:  
	17/NTA/117 

	 
	Title: 
	MK-3682B-037: MK-3682B in Hepatitis C Virus Genotype 3 participants 

	 
	Principal Investigator: 
	Prof Edward Gane 

	 
	Sponsor: 
	MSD (New Zealand) Limited 

	 
	Clock Start Date: 
	08 June 2017 


 
Prof Ed Gane and Mrs Kelly Armstrong were present by teleconference for discussion of this application.

Potential conflicts of interest

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

Dr Christine Crooks declared a potential conflict of interest, and the Committee decided that she could stay in the room but would not be involved in the discussion or decision-making for this application. 

Summary of ethical issues (outstanding)
The main ethical issues considered by the Committee and which require addressing by the Researcher are as follows:
1. Please see the discussion recorded for application 17/NTA/116 as it also applies to this closely related application. The committee made additional comments in regard to this application that it would like the researchers to address as noted below. 
2. The committee noted that participants will be asked questions about the signs and symptoms of depression and asked the researchers will process/es they have in place should participants show signs of this.  The committee noted that this is a safety issue and would be useful to document the process for managing this in protocol so that it is clear how it will be managed. 

The committee requested the following changes to the participant information sheet and consent forms:

3. Page 2: the formatting is confusing to follow.  Please indent the paragraph where bullet points become open circles.
4. The committee asked why the start group will be deferred. The researchers explained that they will be randomised to placebo for safety.  The committee asked that this be made clear in the section where placebo is discussed on page 2. 
5. The committee recommended that the researchers state the volume of blood samples to be taken as this may be useful for participants to know. 
6. The committee noted that the pregnancy section in the information sheet for study 117 is clearer and asked that the researchers revise this to see whether they should be the same in both information sheets. 
7. Please include a Maori cultural statement regarding use of tissue for future unspecified research. 

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

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

This information will be reviewed, and a final decision made on the application, by the Chair and Dr Catherine Jackson. 
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	Ethics ref:  
	17/NTA/120 

	 
	Title: 
	Kids THRIVE 

	 
	Principal Investigator: 
	Dr Anusha Ganeshalingham 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	08 June 2017 


 
Dr Anusha Ganeshshalingham, Dr Stuart Dalziel, Ms Miriam Rea and Ms Claire Sherring 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 ethical issues (resolved)

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

1. The committee asked the researchers why they are seeking to do this study in an emergency setting when they have already referenced work in an elective setting.  The researchers explained that two studies already done in adults in an emergency setting showed conflicting results; one study showed benefit and the other showed no benefit.   The researchers stated that in an emergency department setting only 70 percent of intubation is successful the first time and they want to see whether delivery of high flow oxygen can show an improvement and maintain oxygenation better because clinicians will be under less pressure. 
2. The researchers explained that results from elective surgery studies showed improved apnoea time.  Clinicians/operators of the intubation will not continue with intubation when oxygen stats drop and if the delivery of high flow oxygen can prolong the time before stats start dropping then the operator won’t be so stressed and will be more likely to succeed with the procedure. 
3. The committee asked the researchers why they are including seeking delayed consent from a parent/caregiver for their child to be in the study.  The researchers explained that in an emergency setting they will sometimes have time to talk to parents but if they are unable to do this then they ideally don’t want to place undue stress on families by asking them to consent to their child participating in research.  With this in mind they would like to include the child and then get consent.  The committee asked whether there were any issues raised about this approach.  The researchers noted that sites in Australia have approval to do the study with delayed consent and that most of their recruitment is via this method. 
4. The committee explained that in New Zealand the law does not provide for delayed consent for participation in research so the research would be unconsented.  The researchers can legally enrol the children when their parents/caregivers are able to give consent before they are enrolled into the study.  Getting delayed consent after a child has been in the study would be a breach of the Health and Disability Code of Rights. The committee explained that emergency treatment without consent is legal but enrolling a child in research without consent is not consistent with the Code.  
5. The committee queried, given the results of the elective surgery group, whether delivery of the high flow oxygen is considered standard treatment.  If so, the researchers could deliver it to children in emergency settings as part of standard of care and could audit for quality assurance purposes.  If this mode of delivery to children in other settings is standard treatment or beneficial the committee asked why the researchers don’t use it in emergency settings/extrapolate their experience from that to an emergency setting.    The researchers noted that a point of difference between standard and emergency settings is that the child is often more stable when they are in a standard setting than when they come in to an emergency setting and they wish to have robust results before introducing a new intervention, even a low risk intervention such as this.   
6. The committee queried why the previous study results are not generalisable or in other words why they are considered different in an elective/vs. emergency setting.  The researchers explained that in an elective setting they only anaesthetise well patients and this group of children are at major risk and are a different patient set.  Previous study results suggest high flow oxygen might work and the principles are the same but need to be formally tested.  The researchers noted that the PICU environment is completely different to an emergency environment.
7. The committee stated that it would approve the study only in cases where prospective consent from parents can be gained on behalf of their child. A suggested approach for gaining prospective consent from parents was to do so when their child is admitted to PICU as a way of not having to seek consent in the moment of an emergency requiring intubation.  
8. The committee noted a comment in the peer review document about research nurses being employed one day per week on average and given the infrequency of intubation the query about whether recruitment will occur within rostered research nurse hours.  The researchers explained that research teams have a “champion” who can step in and do the straightforward procedures.  Randomisation to the trial will be in the form of envelopes that are placed with the equipment that is set up for high flow oxygen. The video is set up and ready to go on an ipad device.  
9. The committee asked whether the results from Australia are similar to New Zealand.  The researchers noted that Australia sees a different population as they don’t see a Maori and Pacific Island population.  The researchers noted that they would wish to deliver best practice for our population and include data for Maori and Pacific Island children in addition to data from European children. 
10. The committee noted that some people will be able to consent outside of the PICU setting/consent prospectively as shown in Australia.  
11. The committee queried what the process was on the event of a death of a child.
12. The committee queried the addition of the video. The researchers stated that the intervention needed to be documented and assessed as part of the research question, and that a video was the best way to do this, but that it was optional for parents.

Summary of ethical issues (outstanding)

13. The main ethical issues considered by the Committee and which require addressing by the Researcher are as follows:
14. The committee noted that if the researchers wished to continue with seeking delayed consent they would need to seek legal advice about the legality of doing so.  The committee further added in cases of seeking delayed consent that the clinician would bear any risk associated with this approach.   The committee reiterated that if the researchers wish to continue with this study protocol then it is only giving ethical approval for cases where the researchers can get prospective consent from parents. 

With the gaining of prospective consent in mind the committee turned its focus to the participant information sheet and consent from and requested the following changes:

15. Page 3 under the heading ‘What are my rights? What if I change my mind?’: the committee noted the statement that if a participant changes their mind about being in the study and pull out they can request that all information already collected about their child including the video will be destroyed and explained to the researchers that if they wish to keep the information they can state to potential participants here that if they pull out of the study that the researchers will keep the data gained up to that point.  Please also reflect this in the consent form. 
16. Page 4 under the heading ‘What happens after the study?’: Please state that all information collected as part of the THRIVE study will be kept for 10 years after the child turns 16 years old. 
17. Page 5. Please confirm what the GP receiving “significant abnormal results” might mean given the nature of the intervention and research, and that other clinical information was available on the discharge summary.
18. Please refer to “you and your child” in the parent/caregiver information sheet and consent forms as the parent/caregiver will be giving informed consent on their child’s behalf for them to take part in the study.  
19. The information sheet should state that clinical data collected will be physiological parameters involved in the intubation process and like video to see what parameters are and adverse events for the first 24 hours after intubation.  

Decision 

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

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

This information will be reviewed, and a final decision made on the application, by Dr Cordelia Thomas and Dr Karen Bartholomew.

General business

1. [bookmark: _GoBack]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 July 2018

	Meeting venue:
	Novotel Ellerslie, 72-112 Greenlane Rd East, Ellerslie, Auckland



No apologies were tendered for this meeting.
	 
The meeting closed at 6.30pm
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