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		Minutes






	Committee:
	Northern A Health and Disability Ethics Committee

	Meeting date:
	19 March 2019

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



	Time
	Item of business

	1:00pm
	Welcome

	1:05pm
	Confirmation of minutes of meeting of 19 February 2019.

	1:30pm
	New applications (see over for details)

	1:30 – 1:55
2:10 – 2:35
2:35 – 3:00
3:00 – 3:25
3:25 – 3:50
3:50 – 4:15
4:15 – 4:40
4:40 – 5:05
5:05 – 5:30
5:30 – 5:55
5:55 – 6:20
6:20 – 6:45
	 i 18/NTA/222
  ii 19/NTA/31
  iii 19/NTA/34
  iv 19/NTA/36
  v 19/NTA/37
  vi 19/NTA/39
  vii 19/NTA/40
  viii 19/NTA/41
  ix 19/NTA/42
  x 19/NTA/43
  xi 19/NTA/44
  xii 19/NTA/45

	
	Substantial amendments (see over for details)

	1:55 – 2:10pm
	 i LRS/12/06/020/AM06

	6:45pm
	General business:
Noting section of agenda


	7:00pm
	Meeting ends




	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

	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 
	Apologies 

	Mrs Helen Walker 
	Lay (consumer/community perspectives)
	01/07/2015
	01/07/2018
	Present 

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

	Assc Prof Nicola Swain 
	Non-lay (observational studies)
	27/10/2015
	27/10/2018 
	Present 

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



Welcome
 

The Chair opened the meeting at 1:00 pm and welcomed Committee members, noting that apologies had been received from Dr Christine Crooks and Dr Kate Parker. 

The Chair noted that it would be necessary to co-opt members of other HDECs in accordance with the Standard Operating Procedures.  Mrs Leesa Russel and Assc Prof Nicola Swain confirmed their eligibility, and were co-opted by the Chair as members 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 19 February 2019 were confirmed.



New applications 


	 1  
	Ethics ref:  
	18/NTA/222 

	 
	Title: 
	INTENT 

	 
	Principal Investigator: 
	Dr Shay McGuinness 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	24 January 2019 


 
Dr Shay McGuinness was present in person for discussion of this application.

Potential conflicts of interest

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

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

Summary of Study

1. The study investigates whether the use of a pre‐tested supplemental parenteral nutrition strategy in the ICU and an intensive nutrition intervention after discharge to the hospital ward is feasible in critically ill patients with at least one organ system failure.

2. The study seeks to develop a research program that will determine whether optimisation of energy to critically ill patients over the entire period of hospitalisation improves clinically‐meaningful outcomes.

3. As participants will be critically ill and potentially unconscious the study involves the enrolment of participants without their consent. 

Summary of resolved ethical issues 

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

4. The Committee thanked the Researcher for attending in person and asked them to describe the study. 

5. The Researcher explained a pilot study involving 100 participants (75 from New Zealand and 25 from Australia) gave an increased amount of protein and energy to patients in ICU. The Researcher stated there was no signal of harm or proven benefit observed. The Researcher clarified they would be reluctant to say there was a benefit due to the small size but would estimate there would be an overall benefit with increased protein and energy and so there was need for further study. The Researcher stated once patients were transferred from ICU to ward and the intervention stopped there was a decline in benefit over time. The Researcher stated a second pilot was necessary to continue the intervention from ICU to ward. 

6. The Committee advised that, for incompetent patients this is a non-consensual study and the Researcher must abide by right 7 (4) of the Health and Disability Commissioner (Code of Health and Disability Services Consumers' Rights) Regulations 1996. The Researcher must be satisfied it is in the individual’s best interest to participate in the research and not that of the community. The Committee advised that the Researcher may discuss with family/ views of other suitable persons who are interested in the welfare of the individual  to ascertain what the individual’s views might be but this cannot be construed as consent or assent. The Researcher may determine that it is in the best interests of the patient to participate in the research, reasonable steps having been taken to ascertain the views of the consumer and either the patient’s views have been ascertained, and having regard to those views, the researcher believes, on reasonable grounds, that the participation in the research is consistent with the informed choice the patient would make if he or she were competent; or if the patient’s  views have not been ascertained, the researcher takes into account the views of other suitable persons who are interested in the patient’s welfare and available to advise the researcher

7. The Committee queried how participation in the study may be in an individual’s best interest. The Researcher stated as it was a randomised trial the intervention would be studied in the intervention group but the control group would also benefit from extra attention as would the comparative group. The Researcher elaborated this would not be ‘just extra eyes’ from research staff but would involve a dietician managing participant care, in both arms The Researcher stated feeding on the wards was particularly bad as DHBs do not fund enough dietician time to manage patients recovering in the ward. The Researcher noted the study was well funded and would be able to support a FTE dietician to manage both groups. The Researcher stated they believed the dietician’s involvement meant the control group would receive superior care to standard treatment. 

8. The Committee accepted that in this case the control group could receive better care than standard treatment and acknowledged that it may be in an unconscious individual’s best interest to participate because in the intervention arm, the studies to date (albeit under-powered) suggested a benefit. The Committee reminded the Researcher that it was their responsibility to make the judgement and they would need to be comfortable testifying that it was in the individual’s best interest. 

9. The Committee queried the proportion of people who do not agree to participate upon regaining consciousness. The Researcher stated it was low and based on previous work estimated it would be about 5%. The Researcher stated of those who do refuse to continue around 25% additionally ask for their data to be removed. The Researcher explained that those who refuse further participation usually do because they do not want further contact from the hospital. 

10. The Researcher stated the larger issue is the proportion of participants who consent to their data use but do not sign the form before they are discharged from hospital. The Researcher stated there was a difference between the regaining of consciousness and the regaining of the capacity to consent and it can be a while before a participant can properly read and understand the consent form. The Researcher stated it can be difficult following these discharged participants up. 

11. The Committee noted that Baxter is providing the nutrition at no cost and the  study  is  funded  by an  unrestricted  grant  from  BAXTER. The Committee queried whether the study was for commercial benefit and what control the sponsor would have over publication. The Researcher stated they were entitled to see the results and any published material but could not request changes. The Committee stated it was satisfied the study was not for commercial benefit and participants would have regular access to ACC. 

12. The Committee noted the independent peer review was as robust as it could be, having received an endorsement from the ANZICS Clinical Trials Group. 

Summary of outstanding ethical issues

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

13. The Committee queried whether data from the study would be included in the ANZICU database or only the study’s database. The Researcher stated the same data would go into both, but nothing extra would go into the ANZICU database. The Researcher confirmed any data going into the ANZICU database would be going in even if the study was not taking place. The Committee requested a statement in the Participant Information Sheet and Consent form (PISC) explaining this. 

14. The Committee noted that some data may be used for future research. The Researcher stated it would be used for designing the large definitive trial. The Committee requested a statement in the PISC explaining this. 

15. The Committee queried whether individual sites could stop the study as this should be reserved for the CI. The Researcher stated this was not the intention. The Researcher stated the co-ordinating centre is a trial managing centre and not a site. The Researcher confirmed independent DMSC. 

16. The Committee advised that participants do not need to complete a form to withdraw and can withdraw verbally. The Committee requested a statement on the PIS to explain this. 

17. The Committee queried whether Māori consultation had taken place. The Researcher stated the study had approval from the Māori Research Committee at ADHB but acknowledged they did not have much input into the design of the study. The Researcher stated Māori were over represented in the study population and if the research develops into a larger study this would warrant a more prolonged consultation process.

18. The Committee requested an amendment to the protocol to demonstrate in detail how participation would be in an individual’s best interest and amendments must be made to all Participant Information Sheets to reflect that.  The current wording is not acceptable.   

19. The Committee queried whether extra information in the questionnaire such as marital status was necessary and to remove if not. 

20. The Committee requested that the PIS clearly state that some studies had shown harm and to provide relevant information about the risks in that regard. 

21. The Committee and the researcher agreed to further discuss, on a general basis, the table of scenarios provided in the Researchers’ cover letter which has been developed by ICU researchers in New Zealand for guidance in all ICU research.  The Committee noted that it had concerns about some of the scenarios. 

22. Please ensure only the unique study number is used on study documentation – patient initials, date of birth etc should not be used.  

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

23. The Committee noted asking whether the participant ‘would not object to participating’ is a negative way to frame it and suggested wording which more closely parallels the language of right 7(4) which is that the person interested in the welfare of the person believed participation in the research is consistent with the informed choice the person would make if he or she were competent. 

24. The Committee requested the statement “We will also consider whether it is in their best interest to be enrolled into the study” on the relative’s PIS to be amended to state “We have considered” in the past tense as this determination will need to have been made already.  

25. The Committee noted the ACC statement is not the most recently approved one and suggested the Researcher use the latest statement available on the HDEC template.
https://ethics.health.govt.nz/system/files/documents/pages/piscf-template-february-2019-v2.doc

26. The Committee requested the inclusion of information advising participants of their right to access and correct information held by the study about them. 

27. Please advise participants that Baxter can access data in certain circumstances.  

28. Please advise participants whether individual results may be returned.

29. The participant consent form should have an optional consent for contacting their GP if necessary.

30. The main PIS does not mention length of storage of data and neither PISs mention place of storage (Mount Iron facility – in Australia).  Please amend accordingly.



Decision 

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

· Please supply an updated protocol and participant information sheet and consent form, taking into account the suggestions made by the Committee. 

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




	 2  
	Ethics ref:  
	19/NTA/31 

	 
	Title: 
	The PRESERVE pilot study (Prevent delirium through Eating and drinking, Sleep, Exercise, Reorientation, Vision and hearing, and Enabling family) 

	 
	Principal Investigator: 
	Dr Aileen Collier 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	28 February 2019 


 
Dr Aileen Collier 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 Study

1. The study investigates if a non-pharmacological delirium prevention intervention is feasible and acceptable for participants with advanced cancer receiving palliative care

Summary of outstanding ethical issues

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

2. The Committee expressed concern that the study as proposed is a site-level intervention without participants giving informed consent. The Researcher stated there was no ‘intervention’ and the study would be following the standard of care and so would be no different to consenting for usual care.

3. The Committee stated the application read as an intervention without informed consent to participate. The Researcher stated it was not. The Committee explained that if it is just routine care then the Researcher could ask permission to interview participants. The Committee explained that if anything would be changed in order to study then it would be an intervention study and informed consent was required. 

4. The Committee stated it was confusing as the protocol was written as an intervention to test feasibility for an RCT. The Researcher stated it was a feasibility study because the intervention was not known so the study would identify it and whether it was acceptable.  

5. The Committee stated the Researcher could do a qualitative study on experiences with standard of care or a protocolised intervention but the application as submitted is not clearly one or the other. 

6. The Committee stated that proxy consent is incompatible with New Zealand law and so the study could not be approved unless it is amended to seek informed consent. 

7. The Committee suggested the Researcher consult with the University of Auckland and the HDEC Secretariat to ensure that the study is consistent with New Zealand law. 



Decision 

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

· Please provide a protocol with clear study questions that identify the participant population, the intervention and the main outcome of interest (Ethical Guidelines for Intervention Studies paragraph 5.2) 

· Please provide a protocol detailing how the study will manage the consent process. The guidelines indicate that people with diminished competence about their participation are entitled to make informed decisions to the extent appropriate to their level of competence. It is the investigator’s responsibility to ensure all applicable legal standards are met. (Ethical Guidelines for Intervention Studies paragraph 6.24 – 6.29)
· 

	 3  
	Ethics ref:  
	19/NTA/34 

	 
	Title: 
	Preventing Smoking Relapse to Extend Breastfeeding 

	 
	Principal Investigator: 
	Doctor Marewa  Glover 

	 
	Sponsor: 
	Foundation for a Smoke-Free World

	 
	Clock Start Date: 
	07 March 2019 


 
Dr Marewa Glover 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 Study

1. The study aims to extend breastfeeding in young Māori mothers that have stopped smoking.

2. The study investigates the feasibility of vape kits, with both nicotine and with no nicotine, to prevent relapse from smoking and the acceptability of the method for the participants. 

Summary of resolved ethical issues 

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

3. The Committee queried how the study was designed. The Researcher stated it was an innovative way of reducing harm from smoking and important for Māori health. The Researcher stated it was a feasibility study to see whether the method could work to prevent relapse to smoking and maintain breastfeeding for as long as possible. 

4. The Committee noted that the study had two goals, increasing breastfeeding and offering vaping as a harm reduction tool. The Committee expressed concern at the absence of other cessation approaches before vaping. The Researcher stated all of the participants would have stopped smoking at the time of recruitment as the study is designed to prevent relapse. The Researcher stated gum, patches and lozenges are typically used for initial cessation and there is not a lot of evidence in the literature about using them for relapse prevention. The Researcher stated there is recent research on the use of vaping to prevent a return to smoking. The Researcher stated the study population is at high risk of relapse. The Researcher stated nicotine gum and patches have been available since 2006 and if they worked effectively the research would not be necessary but they have not had the desired impact in this high risk group. The Committee also noted that the research assistant will only encourage vaping if the participant begins to experience strong cravings to smoke

5. The Committee queried whether any chemicals from the vaping could be present in the breastmilk. The Researcher stated the recent literature suggests that to mitigate this the mother only vapes after a feed to allow her body more time to metabolise any ‘toxins’ before the next feed. The Committee queried whether this was the same with nicotine patches. The Researcher stated nicotine was in the system for as long as the patch was applied with no respite as it was used as a cessation aid and not for relapse prevention. The Researcher stated they believed vamping as a harm reduction tool is the best way to potentially eliminate smoking tobacco. 

6. The Committee queried the age range of participants, specifically the potential inclusion of 16 year olds and noted the Smoke-free Environments Act 1990 places restrictions on selling vaping products to children and young people under the age of 18. The Researcher stated they would be happy to change the inclusion criteria from 16 to 18 years old. 

7. The Committee expressed concern that as the participants would have stopped smoking by the time of the study there may be a risk that they take up vaping as a result when they otherwise would not. The Researcher stated the primary message of the study was to abstain and ideally the vape-kit would not be used. The Researcher explained that if it was to be used then the participant should first try to use the e-liquid without any nicotine and only use the e-liquid containing nicotine as a last resort. The Researcher acknowledged it was a feasibility study to see whether the method has the potential to be effective. The Committee asked that the objectives of the study be clarified in the PIS. 

8. The Committee noted the compensation added up to a reasonable amount and queried whether it could be perceived as inducement. The Researcher stated they believed it an appropriate amount for the burden of participation. The Researcher elaborated that previous experience has shown that as soon as participants revert to smoking they drop out of the research and as retention was important for the study it was considered appropriate compensation.

9. The Committee expressed concern that with a 45% chance of relapse 55% of participants may not and would be provided with a vape-kit. The Researcher stated those statistics would have been regarding the entire population whereas the study population has a much higher risk of relapse. The Researcher stated this was a feasibility study to determine the acceptability of the method with Māori mothers and whether it may help.  

10. The Committee discussed whether it was possible for the individual’s risk of relapse to be considered prior to enrolment as part of screening.  For example, questions in the baseline questionnaire (questions 7, 8 and 9) help assess risk of relapse but they are only asked once enrolment is completed. Determining individual risk of relapse prior to enrolment would help to ameliorate the concerns that a person might take up vaping who otherwise would neither relapse to smoking nor start vaping.   

11. The Committee expressed concern about the duration of the study (8-9 weeks) given that the protocol suggests that of postnatal women who attempt to quit smoking, 45% relapse within 3 months of delivery; 60–70% relapse within 6 months, whilst almost 80% relapse within the first year of the birth of their child.  The researcher stated if the study results were positive then they would look at a larger and longer study. The Researcher stated it was not just about preventing relapse to smoking but also about extending breastfeeding. 

12. The Committee expressed concern at vaping product getting in to the breastmilk. The Researcher stated this was a concern just as it would be with a cigarette or nicotine patch. The Researcher confirmed no other ingredients of the e-liquid would be present in the breastmilk as it consisted of glycerine and glycol carrier used in other medications. 

13. The Committee queried whether the study would focus only on the mothers or if their infants would have any involvement. The Researcher confirmed only the mothers would be participants. The Researcher stated a future study may involve children but for now the focus is on breastfeeding and relapse prevention. 

14. The Committee queried whether the Researcher had any concern about participants becoming addicted to vaping. The Researcher stated it was not a high concern when compared to smoking and cited very high rates of returning to smoking after pregnancy. The Researcher stated in this scenario replacing cigarettes with vaping is an improvement – the focus is on harm reduction. The Researcher stated ideally participants would do neither but as the statistics show this is not what is occurring.

15. The Committee expressed concern that even if vaping is presented as a harm-reduction method there is not sufficient evidence that it is safe in the long term. The Researcher stated there have been over 900 published studies on vaping and while we may not know the very long term effects we do know for certain that smoking is significantly harmful and very likely the more detrimental of the two. 


Summary of outstanding ethical issues

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

16. The Committee queried how the study was funded. The Researcher stated funding was provided by the Foundation for a Smoke-Free World. The Committee queried involvement from the tobacco industry in the foundation. The Researcher stated Phillip Morris International (PMI) provided funding to the foundation but emphasised that it was operated independently. The Researcher confirmed their independence and stated neither the foundation nor PMI would have any control over the research. The Committee requested that for reasons of transparency and to prevent any concerns over a perceived conflict of interest that the Researcher should include an explanation of this on the Participant Information Sheet. 

17. The Committee advised it would need to view and approve any advertisement material prior to use for recruitment. 

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

18. The Committee requested a statement on the PIS indicating that this was a feasibility study 

19. The Committee requested the addition of information explaining the risks of nicotine in the body during a feed and to emphasise that vaping was a harm reduction method and not a zero-harm solution. 

20. Please ensure unique study numbers will be assigned for participants.  Participant reimbursement forms include the name – they should only use the participant’s unique number.  Similarly, with all questionnaires.  

21. All risks associated with vaping should be explained in the PIS - just because the study is short-term does not mean that some participants won’t vape in the longer term and they should be told of all the risks associated with vaping.  

22. Please advise participants that there may be audio recording of interviews and transcribing.  

23. Please note that storage of data must be for 10 years

24. Please consider the nature of the question in the questionnaires “Imagine a person vaped every day for 20 years, what would be the risk of them developing a vaping-related disease?”  At the current time, there is no evidence of vaping diseases at 20 years.  What is meant by ‘vaping disease’?  Please also consider how participants are able to answer this question when they have not been provided with any guidance in the PIS about long term effects of vaping?  They have only been told about the short term effects of vaping (of which there are said to be none).



Decision 

This application was provisionally approved by vote, with 5 for and 1 abstention, subject to the following information being received:

· Please supply an updated protocol and participant information sheet and consent form, taking into account the suggestions made by the Committee. 
· Please supply any advertising material intended for recruitment. 


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

 

	 4  
	Ethics ref:  
	19/NTA/36 

	 
	Title: 
	Breathlessness Exertion and Morphine Sulphate (BEAMS) 

	 
	Principal Investigator: 
	Dr Michael  Epton 

	 
	Sponsor: 
	Flinders University 

	 
	Clock Start Date: 
	07 March 2019 


 
Dr Malina Storer 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 Study

1. The study investigates the safety and efficacy of extended release morphine to reduce the sensation of breathlessness in people with chronic obstructive pulmonary disease.


Summary of resolved ethical issues 

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

2. The Committee complimented the Researcher on a well prepared application and noted they had taken on many of the Central HDEC’s recommendations with good responses. 

3. The Committee queried what appeared to be surplus questionnaires regarding sleep. The Researcher stated these may have been submitted by mistake. The Researcher clarified they were no longer testing sleeping but would ask some questions. 

4. The Committee noted the study would involve extensive data analysis with lots of data linking that could build detailed pictures of individuals. Data linking raises privacy issues.  The Committee requested information advising this be added to the PISC. 

5. The Committee queried whether the blood samples would be screened for HIV. The Researcher stated they would not. 

6. The Committee queried whether the extended release morphine was available in New Zealand for clinical use. The Researcher stated it was not and SCOTT approval for off-license use has been obtained. The Committee requested the Researcher add information explaining this to the PISC. 


Summary of outstanding ethical issues

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

7. The Committee noted the Fitbit was a proprietary device and queried privacy aspects of its data use. The Researcher agreed to follow up and find out the details. 

8. The Committee advised that the Researcher ought to use a study ID only and not participant initials as this is potentially identifiable. This applies to all study documentation including Caregiver’s Status and Demographics Form

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

9. The Committee requested the inclusion of a cultural tissue statement in the main PIS.

10. The Committee considered some of the wording regarding burden for caregivers on the caregiver PIS negatively phrased and suggested a revision of the tone of the language. 

11. The Committee noted a statement regarding follow-ups on the main consent form following the signature box. The Committee requested this be moved to before the signature box.

12.  In relation to the consent for the researchers to access medical records post withdrawal, please explain in the main PIS – it cannot appear for the first time in the Consent Form.  Consider also how this impacts on the statement that no further data will be collected post withdrawal – there should be no inconsistency.

13. The Committee queried whether the study population would be expected to become pregnant during the study. The Researcher stated this would be extremely unlikely. The Committee advised that the information regarding pregnancy could be removed from the main PIS. 

14. The Committee requested the ACC statement in the main PIS be updated with the latest version available on the HDEC template.
https://ethics.health.govt.nz/system/files/documents/pages/piscf-template-february-2019-v2.doc

15. The Committee noted the ethnicity question is incorrectly phrased and requested the Researcher use the latest Census categories from Statistics New Zealand. 


16. The Committee requested details of the six month extension be added to the diagram in the main PIS. 

17. The Committee requested a statement that Flinders University is located in Australia in all PISs. 

18. The Committee requested confirmation that caregivers won’t be asked burden questions in the presence of the participant and asked that the main PIS contain information about the fact that caregivers will be asked questions including what kind of questions and whether they can refuse for a care giver to participate. 

19. The Committee requested an optional box in the main Consent Form to notify the participant’s GPs about any medically relevant findings and also an explanation should be included in the main PIS. Please also consider this issue for the caregivers’ PIS and Consent Form, especially if depression is detected in caregivers and address the plan for managing the same.  

0. Please refer to HDEC template for both Consent forms – parts are missing – eg, consent to continued use of data on withdrawal – this needs to be covered in both PISs as well as being in the consent forms.  Please also address in both CFs and PISs the question of return of individual results and of the study results 
https://ethics.health.govt.nz/system/files/documents/pages/piscf-template-february-2019-v2.doc

20. The Committee requested that the main PIS include information about the proposed linking and the extent of it (eg, for Health service utilisation and long term outcomes analyses which will include data on number of inpatient admissions and days spent in hospital, ED presentations etc)


Decision 


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


· Please supply an updated protocol and participant information sheet and consent form, taking into accounts the suggestions made by the Committee.
· Please provide information regarding privacy aspects of the Fitbit and data use. 

After receipt of the information requested by the Committee, a final decision on the application will be made by Ms Rochelle Style and Dr Nicola Swain. 


 

	 5  
	Ethics ref:  
	19/NTA/37 

	 
	Title: 
	SMA Prev 

	 
	Principal Investigator: 
	A/Prof Richard Roxburgh 

	 
	Sponsor: 
	Biogen 

	 
	Clock Start Date: 
	07 March 2019 


 
A/Prof Richard Roxburgh was present in person for discussion of this application.

Potential conflicts of interest

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

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


Summary of Study

1. This epidemiology study investigates the incidence, prevalence and disease profile of spinal muscular atrophy (SMA) in New Zealand; its demographic and geographic distribution and the direct and indirect costs of living with SMA in New Zealand..

2. Ascertainment will come from a variety of sources, including the New Zealand Neuromuscular Disease Registry (NMD Registry), the Muscular Dystrophy Association, hospital records, Genetic Health Services NZ, Ministry of Health databases and the NZ Paediatric Surveillance Unit.  

3. The researchers seek access to extensive information (clinical notes, genetic results) and also extensive linking through the IDI to a vast array of information about individual participants, including social welfare information, household income, education, marital status, number of children.  

4. The study proposes to use the IDI to investigate the burden attributable to the disease to give an estimate of potential benefits of treatment.  


Summary of resolved ethical issues 

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

5. The Committee thanked the Researcher for attending in person and requested an overview of the study. 

6. The Researcher explained that a review of the literature suggests New Zealand may have around 120 or so individuals with spinal muscular atrophy, however a review of the NMD Registry and patient support database shows around 60 – 70. The Researcher estimated about 50 individuals are missing from the NMD Registry. The Researcher explained this was due to the nature of the registry as it was voluntary and up to the neurologist whether they mention it to their patients or not. The Researcher stated it would be worthwhile to identify people who are not on the NMD Registry but who have the diagnosis. 

7. The Committee noted the Researchers seek to access the health data of people with SMA without their consent. The Researcher asked for the definition of ‘secondary use’. The Committee explained that the Health Information Privacy Code 1994, rule 10, limits the use to which identifiable health information may be put.  In particular, it provides that health information obtained in connection with one purpose must not be used  for any other purpose unless certain conditions are met, including that (i) a person authorises the use of the information for another purpose; (ii), the other purpose is directly related to the purpose in connection with which the information was obtained; (iii) the information is used for research purposes (for which approval by an ethics committee, if required, has been given) and the information will not be published in a form that could reasonably be expected to identify the individual concerned  In this study, the Researcher was proposing to use identifiable health information for a purpose not directly related with why it was originally obtained which makes it a secondary use of health information which can only be done if it fulfils certain conditions in both the HIPC and the NEAC Observational Guidelines which allow waiver of consent in certain circumstances. 

8. The Committee asked the Researcher to explain the IDI phase of the study. The Researcher stated this would involve taking the NHIs of the population with SMA and using Statistics New Zealand’s IDI to determine the impact of the condition. 



Summary of outstanding ethical issues

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

9. The Committee stated it did not believe in this case the researchers had justified a waiver of consent pursuant to guideline 6.43 of the NEAC Observational Guidelines because, amongst other things, the numbers of potential participants (50) are not such that it would be impossible to contact them.   The Researcher stated as it was an epidemiological study it required the participation of everyone in the country with the diagnosis. The Researcher elaborated that if people declined to participate it would undermine the scientific validity of the study by biasing the dataset and would no longer be an epidemiological study. 

10. The Committee also expressed concern the that the NMD Registry has its own participant information sheets and consent forms(on the website) which suggests that participants may have consented to a variety of different options regarding what can and cannot be done with their health information.  The Committee was concerned that NMD Registry participants’ choices must be honoured.  The NMD Registry PIS says, amongst other things, “If a clinical trial or other research study is identified for which you might be eligible the New Zealand Registry will “de-code” the data to find your personal details and then contact you.” The NMD Registry consent form includes options like: “I consent to my / my child’s genetic test results being held with my clinical and personal information in the registry for the purpose of research and planning of clinical trials.” “I consent to the registry curator reviewing my / my child’s medical notes to obtain information relevant to this registry”.  The Researchers explained that ethical approval for the NMD Registry was given in about 2003 at which time the consent form did not make the various research possibilities optional – they were standard requirements.  The Researchers explained that this meant all NMD Registry participants would have consented to all of the relevant statements regarding the research uses to which their health information could be put.  


11. The Committee requested the Researcher write a letter to justify a waiver of consent consistent with the requirements outlined in the Guidelines for Observational Studies, section 6.43.
https://neac.health.govt.nz/system/files/documents/publications/ethical-guidelines-for-observational-studies-2012.doc

12. The Committee expressed concern that even though the IDI is de-identified it involves substantial data and the research is focusing on a small identifiable cohort. The Researcher explained that identifiable information such as NHIs are only used on the input and the results come out en masse de-identified. The Researcher confirmed individuals could not be personally identified by the IDI output dataset. 

13. The Committee was still concerned about the extensive data linking and that it may be possible to identify individuals based on attributes such as geographic location. The Researcher agreed this was a risk and would need to be careful with how the data was reported. The Committee requested a revision of the protocol to include a detailed explanation of how this risk would be mitigated. 

14. The Committee queried funding for the study and whether it had a commercial interest. The Researcher stated Biogen have a funding program open to applicants but the study was independently designed with no ‘meddling’ by the Sponsor. The Researcher stated the Sponsor simply has a scientific interest in the research and identified the study as “investigator-initiated, Biogen-funded”. 

15. The Committee queried a statement in the application in response to question B.2.2.1 that the Sponsor had reviewed the study and requested changes. The Researcher stated they had given feedback but was not aware of any substantial changes. The Committee queried whether the Sponsor had control over publication. The Researcher stated they had a contract with the University that they would have access to the study results prior to publication but this was about protecting trade secrets rather than interfering with publication. The Researcher stated as they would not have any access to Biogen secrets this would not be a hindrance to publication. The Committee requested clarification on the Sponsor arrangement and what changes they had requested in question B.2.2.1. 

16. The Committee requested additional information in the protocol to formalise the process regarding publication.

17. The Committee queried why the data would only be kept for ten years and then destroyed. The Committee suggested that it would be valuable to keep. The Researcher stated they would weigh up the options and agreed it could be useful for future research. 


Decision 


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


· Please provide an updated protocol clarifying the sponsor arrangement. 
· Please provide a letter to the Committee outlining how the study fulfils its ethical obligations in the absence of informed consent, as per the Guidelines for Observational Studies, 6.43. 

After receipt of the information requested by the Committee, a final decision on the application will be made by Ms Toni Millar and Dr Karen Bartholomew. 
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	Ethics ref:  
	19/NTA/39 

	 
	Title: 
	ESG for fatty liver disease and metabolic syndrome 

	 
	Principal Investigator: 
	Dr David Orr 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	07 March 2019 


 
Dr David Orr 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 Study

1. The study is a pilot trial of Endoscopic Sleeve Gastroplasty (ESG) to treat patients with NAFLD due to metabolic syndrome (Obesity, insulin resistance, dyslipidaemia, hypertension).

2. Endoscopic Sleeve Gastroplasty is a new weight loss procedure pioneered in 2012. ESG is an incisionless procedure that uses an endoscope to suture the stomach. The stomach volume is reduced by 50-70%.

Summary of outstanding ethical issues

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

3. The Committee requested a formal study protocol. The Committee advised that the standard requirements of a protocol include the methods and objectives of the study, any ethical issues, the harms and benefits of the study, a proper literature review and a data management plan. The Committee recommended the Researcher consult the HDEC website for guidance.

4. The Committee queried where funding for the study was coming from and requested identification of the sponsor. 

5. The Committee queried whether the manufacturer of the device had any involvement or commercial interest in the study.

6. The Committee reasoned that there were no clear end points or specific research question and requested this be included in the protocol. 

7. The Committee expressed concern that the study proposes to use participant tissue for Future Unspecified Research (FUR) without a separate consent form for this purpose. 

8. The Committee noted several types of blood tests were mentioned in the application but absent anywhere else. The Committee requested the Researcher to correct this.

9. The Committee advised that an independent data monitoring committee was required and requested information detailing this be included in the protocol. 

10. The Committee expressed concern that the study would involve a higher representation of Māori and Pacific people but appeared to have minimal Māori consultation and cultural support available. 

11. The Committee requested the study the Researcher identify the study as a pilot on the Participant Information Sheet. 

12. The Committee queried what would happen to a participant’s tissue in the event they withdraw from the study or withdraw consent for future use. The Committee requested the protocol be updated with details on how to manage this. 

13. The Committee expressed concern that the PIS sheet lacked any information regarding alternative options or the standard of care and requested this be added. 

14. The Committee was not certain whether the intervention was a new procedure in New Zealand or a new indication for a procedure routinely performed and requested information in the protocol. 

15. The Committee noted the procedure was not currently funded by the DHB and queried how applicants would be recruited. 

16. The Committee noted the management of data storage is insufficient and requested this be brought up to standard. Specifically, the storage of participant NHI in an Excel spreadsheet is unacceptable and a unique study ID should be used instead. 

17. The Committee queried whether participants would be selected based on whether they had medical insurance. 

18. The Committee queried whether any future unspecified research would involve the blood or liver tissue samples. 

19. The Committee noted a $20 fuel voucher is inadequate given the cost of travel and parking. 

20. The Committee considered the study a missed opportunity to integrate Kaupapa Māori Research. 

21. The Committee noted the peer review supplied is a letter to the DHB and not a proper peer review. The Committee requested an independent peer review and suggested the Researcher seek guidance from the HDEC website at: https://ethics.health.govt.nz/system/files/documents/pages/HDEC-Peer-Review-Template.docx

22. The Committee considered two years an insufficient follow-up period and advised that four or five years would be the minimum acceptable. 

23. The Committee noted that regular bariatric surgery is part of an overall programme involving a dietician, psychosocial support and a rehabilitation program to mitigate the potential risk of relapse into overeating following surgery. The Committee queried whether any of this support would be available for study participants. The Committee reasoned that a research procedure should have additional support beyond the standard of care. 

24. The Committee noted there is a high attrition rate for follow-up and queried whether the study would have the resources to follow-up participants. 

25. The Committee noted a lack of data management and requested an update to the protocol to include a plan for maintaining the study data. 

26. The Committee noted an MPS certificate for the Coordinating Investigator was not supplied.

27. The Committee noted the absence of a case report form and queried what data the researchers would be collecting. 

28. The Committee requested more information regarding the cost of the procedure. The Committee expressed concern that the primary focus may be on a lower cost procedure rather than a superior outcome for patients. 

29. The Committee queried a potential conflict of interest with the CI fulfilling the role of treater, researcher and surgeon. The Committee queried whether the CI is the only surgeon to perform the procedure privately. 

30. The Committee noted the lack of independent monitoring as the CI who is the surgeon is also the study monitor. The Committee requested independent monitoring. 

31. The Committee requested an update to the protocol to include provisions of how / when to halt the study. 

32. The Committee noted the lack of a safety plan and requested the inclusion of one in the protocol. 

33. The Committee requested the Researcher identify the standard of care in the protocol.


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

34. The Committee noted the Participant Information Sheet and Consent Form was lacking important information. The Committee requested the Researcher adapt the template available on the HDEC website:
https://ethics.health.govt.nz/system/files/documents/pages/piscf-template-february-2019-v2.doc

35. The Committee requested a statement clarifying that the procedure is experimental surgery.

36. The Committee noted the ACC statement was out of date and requested the current version available from the HDEC template. 

37. The Committee requested an inclusion of a table clearly listing all the procedures (bloods, biopsies etc.) required. 

38. The Committee requested an explanation of the risks associated with any screening interventions (e.g. a liver biopsy). 

39. The Committee considered the stated risks for the intervention minimal and requested additional information for participants to fully understand. 
Decision 


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

· Investigators are responsible for designing and conducting studies to maximise the validity and quality of participants’ informed consent. Please supply updated participant information sheets with the changes requested by the Committee. (Ethical Guidelines for Intervention Studies paragraph 6.13)

· The Guidelines indicate that all intervention studies should be conducted according to written protocols. Please provide a protocol detailing all the information requested by the Committee and otherwise required. (Ethical Guidelines for Intervention Studies paragraph 5.41)

· The Guidelines require HDECs to approve research that is scientifically valid and peer reviewed. Please provide independent peer review to confirm the scientific merit of the study. Ethical Guidelines for Intervention Studies appendix 1)

· The Guidelines indicate that every intervention study should ensure the safety of participants. Please supply a monitoring plan outlining how participant safety will be managed. Ethical Guidelines for Intervention Studies paragraph 6.38)

· The Guidelines indicate that an independent Data Monitoring Committee should have its membership limited to individuals free of any significant conflict of interest in relation to the study. Ethical Guidelines for Intervention Studies paragraph 6.53)
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	Ethics ref:  
	19/NTA/40 

	 
	Title: 
	High Technology Augmentative and Alternative Communication (AAC) in Post Stroke Aphasia 

	 
	Principal Investigator: 
	Mrs Shannon Taylor 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	07 March 2019 


 
Mrs Shannon Taylor 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 Study

1. The study aims to contribute to speech language therapists’ understanding of how people with aphasia use high technology augmentative and alternative communication.

Summary of outstanding ethical issues

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

2. The Committee expressed concern that there appeared to be no research site or research support in New Zealand. 

3. The Committee was unclear on the process of how the Researcher would recruit participants and noted there was no process to determine their ability to provide informed consent. The researchers identified competence as an ethical issue given the cognitive challenges faced by PWA who may experience difficulty understanding information provided about the study and that, while cognitive assessments are planned, they have not been provided to the Committee for its review.    

4. The Committee queried who the experienced speech language therapist was. 

5. The Researchers identified that psychological distress and/or fatigue is an ethical issue and that some of the questions may be stressful or upsetting for participants. The management plan for distress/fatigue is to stop the interview but the Researchers have not provided a plan for what happens if the distress continues. The Committee requested the Researchers amend the protocol to manage this. 

6. The Committee reasoned that given the possibility of distress, fatigue etc. participant’s GPs should be told of participation in the research – please make this clear in the PIS for people with aphasia. 

7. Please clarify the number of participant categories and dyads. 

8. Please confirm ethnicity will be collected as per New Zealand census categories.
9. Please include a safety management plan in the protocol for Researchers going into participant homes. This does not appear to have been planned for.

10. The Committee queried whether the study involved standard practice and if not asked for a clarification of the statement “we are going to introduce it”. 

11. The Committee advised that any advertising material would need to be reviewed and approved prior to use. The clinician survey will be distributed via email to members of special interest group mailing lists (page 7, protocol).  The researcher must ensure that the conditions of these mailing lists do not preclude them being used for research

12. The Committee advised that a medical practitioner would need to take part and that locality approval would be required. 

13. The Committee noted information missing on the Participant Information Sheet and advised the sheet must be “NZ’ised” and recommended the Researcher consult the HDEC template to ensure all appropriate information is included. For example, HDEC contact information, Māori contact support numbers, rights of access and correction, destruction of documentation and  length of storage , data won’t be used if withdrawn etc.  Remove statements to the effect that the study won’t affect your relationship with the University of Queensland and provide New Zealand contact numbers
14. https://ethics.health.govt.nz/system/files/documents/pages/piscf-template-february-2019-v2.doc

15. The Committee was uncertain whether participants would be in the intervention or would they just be evaluating it somehow and sought clarification. 

16. The Committee noted the supplied peer review was not independent and requested this be undertaken. 

17. The Committee noted there has been no Māori consultation – the Researchers state that this is because the study doesn’t involve Māori as a particular population group (p.4.3.1) and yet later in the app the researchers postulate that ethnicity and culture may play a part (f.1.2).  Please undertake Maori consultation

18. Please provide a separate participant information sheet for the families of the people with aphasia for the Committee’s review and mention in the main PIS that the study may involve caregiver/family, with their permission. The Committee requested the Researchers clarify which caregiver / family members they are wanting to be involved. 

19. The Committee advised the protocol needs improvement around data management in terms of the allocation of unique study numbers etc. and also where data will be stored and how it will be destroyed.  This is particularly important given the Trans-Tasman nature of the research.

20. Please consider how the survey answers may not be anonymous for some SLTs whose demographics make them identifiable

21. The PIS says there is no ‘danger’ in participation – this is different to risks.  The risks mentioned in the application must be mentioned - psychological distress and/or fatigue - some of the questions may be stressful or upsetting for participants. 

22. The Committee noted much of the application was not up to standard and expressed the opinion that the applicant’s supervisor had let them down by not offering an appropriate appraisal, particularly given the New Zealand context. 

Decision 


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

· Please provide a protocol with clear study questions that identify the participant population, the intervention and the main outcome of interest (Ethical Guidelines for Intervention Studies paragraph 5.2) 

· The Guidelines require that investigators choose a method of approaching participants that meets applicable ethical and scientific standards. Please provide evidence of how participants will be recruited and the consent process managed. (Ethical Guidelines for Intervention Studies paragraph 6.2)

· The Guidelines indicate that studies must take place in a locality of an adequate standard to ensure safe and appropriate conduct. Please supply an updated protocol to specify where the study will take place and ensure locality approval is obtained. (Ethical Guidelines for Intervention Studies paragraph 5.46)
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	Ethics ref:  
	19/NTA/41 

	 
	Title: 
	Investigating genetic causes on non-immune hydrops fetalis 

	 
	Principal Investigator: 
	Dr Polona Le Quesne Stabej 

	 
	Sponsor: 
	University of Auckland 

	 
	Clock Start Date: 
	07 March 2019 


 
Dr Polona Le Quesne Stabej was present in person and Dr Patrick Yap 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 Study

1. Non-immune hydrops fetalis (NIHF) is a condition characterized by an abnormal accumulation of fluid in at least two different foetal organ spaces. The causes of NIHF are often unclear even after extensive investigations, making appropriate reproductive counselling difficult. It is likely that majority of NIHF cases have a genetic basis.

2. The study involves performing whole exome (protein-coding regions of DNA) sequencing in the NIHF-affected infant and parents to identify the underlying genetic causes and facilitate discovery of new genes associations with NIHF.

Summary of resolved ethical issues 

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

3. The Committee thanked the Researcher for attending in person and complimented them on a well prepared application and detailed protocol. 

4. The Committee stated it was an important study and was well explained in the Participant Information Sheet and Consent Form (PISC). 

5. The Committee queried how participants would be recruited. The Researcher explained the recruitment process would only begin once clinicians had performed all standard care and so the parents would have already received counselling on possible causes. The Researcher stated the study would not contribute to any decision-making process by the parents regarding the pregnancy. The Researcher explained if the parents made the decision to find out the cause of hydrops fetalis they would go through clinical genetics where the geneticist would arrange testing in a clinical setting to find a possible cause. If clinical genetics cannot establish the cause the parents would then be offered the opportunity to participate in the research and receive triple exome testing.

6. The Committee queried how the study would recruit babies that are now deceased. The Researcher stated if the baby survived at birth the microarray would have been done as this was standard of care for all babies with hydrops (immune or non-immune) to look for a molecular cause. The Researcher explained that after the microarray the DNA would have been stored, so if the parents decided to participate the triple exome testing could still occur. 

7. The Committee queried how parents with deceased babies would be approached. The Researcher stated the referral would be done by the paediatrician or microarray clinician and the informed consent process would be managed through the clinical genetic service. 

8. The Committee queried whether the clinicians would first check whether the parents would wish to be contacted about future research. The Researcher confirmed they would. 

9. The Researcher stated in the event of a termination of the pregnancy due to hydrops fetalis the clinician would contact the parents and invite them to participate in the research. 

10. The Committee queried the possibility of future research. The Researcher stated they would strive to periodically re-analyse the exomes within 5 years due to rapid advances in the field as more genes may be identified as a cause. The Researcher confirmed the data would be kept de-identified but would be re-identifiable should the participants need to be contacted. The Researcher stated after 5 years they would contact the participants to re-consent to the use of their data as some may have changed their mind or forgotten. The Committee requested the Researcher include further information regarding this in the PIS and to update the protocol. The Researcher agreed. 

11. The Committee advised that all data would need to be kept for 26 years (10 years after the child has turned 16). 

12. The Committee queried whether participant data would be used for any additional future research. The Researcher stated they sometimes share genetic information with other researchers or submit it to a database as this may allow other researchers to identify variants. The Researcher confirmed the genetic information was de-identified and would not include any personal information about the participants. 

13. The Committee considered the language regarding future unspecified research broad and requested it be clarified to narrow the scope. The Researcher agreed and stated it would have a very specific purpose.

14. The Committee queried whether participation in future unspecified research was mandatory or optional. The Researcher stated it was optional but would help a lot as sometimes very rare variants are identified but without sufficient evidence to establish them as causative. The Committee requested an update to the PIS to clarify that participation in future research is optional. 

15. The Committee queried whether the consent form was for both parents. The Researcher stated once the baby is born both parents would sign. The Committee requested the consent form be updated for parents to consent for themselves as participants. The Committee advised this could be on the same form as long as they have separate signature boxes. 

16. The Committee queried the process of genetic screening. The Researcher stated they would first sequence the baby and if an obvious cause was discovered they would not need to screen the parents and would only do so if the variant could not be found in the baby. The Researcher stated they would begin with a targeted array of known variants and then broaden this out. The Researcher confirmed some variants (e.g. those related to cancer) would be excluded to avoid incidental findings. 



Summary of outstanding ethical issues

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

17. The Committee noted the protocol was lacking detail on the management of incidental findings and requested this be updated. 

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

18. The Committee requested the inclusion of Macrogen’s contact details in the PIS. The Committee advised that should the partner lab change in the future this can be updated through the HDEC amendment pathway. 

19. The Committee noted the PIS uses inconsistent terminology when referencing what findings might be made available to participants – on the one hand, incidental findings which could ‘benefit your whanau/family’ and, on the other hand, incidental findings which ‘could be significant to you or your family’.  What is of benefit to a family may be highly subjective.  Similarly, with what is of significance to a family. The consent form wording around the incidental findings introduces another phrase ‘potential to affect my/the future health of my family/whanau’.  Please amend the wording in the PIS and consent form to refer to the actionability of the findings.  

20. Please amend the PIS and consent form (The Future Unspecified Research (FUR) must also be included in the consent form) regarding the FUR to narrow it as much as possible – e.g., limited to NIHF.  Please also note that the FUR is not mandatory. 

21. Please explain in the PIS what data banks the genetic information will be kept in and where they are located.

22. The Committee requested a careful proof-reading of the PISC to correct any errors in the text. 

23. The Committee noted a potential breach of privacy was a possible risk of participation in the study and requested this be included in the risks section of the PISC. 

24. Please make it clear in the PIS that the chance of finding a definitive diagnosis for the individual family is very low with 80% remaining unknown/uncertain (especially under the Benefits of Participating in the study”). Also make it clear that this research is aiming to find novel genes for NIHF.

25. Mention that pre-genetic counselling will be undertaken PRIOR to the consent form being completed.  

26. The heading ‘what will happen to my samples’ should also cover what happens to the baby’s samples, or there should be a separate heading for the baby’s samples.  

27. Please also note that the proposed continued testing of samples for 5 years will only occur subject to funding and staffing resources.

28. Please suggest to participants that they could obtain independent advice about the potential impact for them on insurance etc.  
29. Please refer to the location of the offshore labs where the WES may be undertaken. 

30. Please include in the PIS does not mention rights of access and correction to information. 

31. Please amend the CF to make it clear that it relates to both the parents AND the baby – use ‘and’ instead of ‘/’. 

32. Please do not use the term ‘anonymised’ – the data has only been de-identified.  

33. Please address disposal of the adults’ samples in the consent form. 


Decision 


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


· Please provide an updated protocol and participant information sheet and consent form, taking into account suggestions made by the Committee.  

After receipt of the information requested by the Committee, a final decision on the application will be made by Mrs Helen Walker and Dr Nicola Swain. 
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	Ethics ref:  
	19/NTA/42 

	 
	Title: 
	SCARLET-2 

	 
	Principal Investigator: 
	Dr Colin  McArthur 

	 
	Sponsor: 
	Covance New Zealand Limited 

	 
	Clock Start Date: 
	07 March 2019 


 
Dr Colin McArthur and was present in person for discussion of this application.

Potential conflicts of interest

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

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

Summary of Study

1. The study investigates the safety and efficacy of ART-123 in subjects with sepsis and coagulopathy.

2. ART-123 is a protein produced in the laboratory and is similar to a naturally occurring blood protein called thrombomodulin. This protein naturally prevents blood clotting and the loss of platelets.

3. ART-123 is a research drug not approved for use in New Zealand and can only be given to patients who are in an approved clinical trial.

Summary of resolved ethical issues 

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

4. The Committee thanked the Researcher for attending in person. 

5. The Committee advised that, for incompetent patients this is a non-consensual study and the Researcher must abide by right 7 (4) of the Health and Disability Commissioner (Code of Health and Disability Services Consumers' Rights) Regulations 1996. The Researcher must be satisfied it is in the individual’s best interest to participate in the research and not that of the community. The Committee advised that the Researcher may discuss with family/ views of other suitable persons who are interested in the welfare of the individual  to ascertain what the individual’s views might be but this cannot be construed as consent or assent. The Researcher may determine that it is in the best interests of the patient to participate in the research, reasonable steps having been taken to ascertain the views of the consumer and either the patient’s views have been ascertained, and having regard to those views, the researcher believes, on reasonable grounds, that the participation in the research is consistent with the informed choice the patient would make if he or she were competent; or if the patient’s  views have not been ascertained, the researcher takes into account the views of other suitable persons who are interested in the patient’s welfare and available to advise the researcher

6. The Committee reviewed the Participant Information Sheet and Consent Form (PISC) and noted the Sponsor may be unaware that proxy consent is inconsistent with New Zealand law. The Committee explained that right 7 (4) allows the clinician to determine best interests but only up until the stage that the participant is able to provide informed consent. The Committee requested an update to the protocol (and PISC) to accommodate this. 

7. The Researcher explained the sponsor was trying to accommodate various scenarios by grouping participants able to give consent and those who could not together. The Committee stated it would have been clearer to have a separate form for participants able to consent from the beginning and another form for unconsented participants up until the point of consent. 

8. The Committee asked the Researcher to justify how participation would be in an individual’s best interest. The Researcher stated the drug was an approved agent in clinical use in Japan for a related (but not exact) intervention. The Researcher stated the drug is used for blood clots and clots with abnormalities in the clotting system for critically ill patients with severe infections. The Researcher stated infection can disturb the patient’s coagulation system and the drug can modify that process. The Researcher stated a series of studies have demonstrated the drug is an effective therapy in sepsis but not yet with sufficient evidence to register it with the FDA. The Researcher cited studies in Japan that demonstrated thousands of patients have received it without hazard and show very small difference in bleeding risk. The Researcher stated the greatest effect tends to be in patients that have the more severe coagulopathy, so has tweaked the inclusion criteria to include patients more likely to benefit. 

9. The Researcher argued that in this case the evidence is weighted toward favouring a beneficial effect rather than a hazard. The Researcher stated the observed trend suggests reduced mortality and any hazard is extremely small compared to the baseline risk. The Researcher stated they believed it would be in an eligible individual’s best interest to be included in the study as it would be in their best interest to receive a chance to access the drug. 

10. The Committee queried how long the study would take place. The Researcher stated that it is quite uncommon for patients to meet all the inclusion criteria with a similar study enrolling 7 patients over a 5 year period. 

11. The Researcher argued that the data is in favour of the drug and participation in the trial is the only way to get it. By participating an individual would have a 50% chance of receiving the drug versus a 0% chance by not. The Researcher stated that due to closer monitoring of clotting status to ensure the inclusion criteria is met that even patients who do not qualify will receive superior care due to increased attention and clot monitoring. 

12. The Committee queried how the Researcher would ascertain the competence of participants who regain consciousness. The Researcher stated they take a conservative approach and tend to have a verbal discussion and leave the information sheet with the patient. They return the next day and determine what the patient can remember and can either sign them off, have a discussion with family present or invite the clinician to explain as well. The Researcher stated they frequently determine a patient is not yet ready so give more time and this can include a follow-up via mail or telephone if the patient is discharged. 

13. The Committee advised that any proposed Future Unspecified Research (FUR) needs to be clearly outlined in the Participation Information Sheet. The Researcher agreed that any FUR needs to be focused on this study and not generic. The Committee requested information regarding this and limitations on its use on the PISC.





Summary of outstanding ethical issues

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

14. The Committee requested clarification on whether the sponsor would have access to or intention to use any samples collected for future research. 

15. The Committee considered a limitation of 28 days to supply new information inappropriate. The Committee expressed the opinion that if long term severe effects are observed in the future then the Researcher ought to attempt to contact participants. 

16. The Committee queried the ACC statement and the researcher taking the participant’s side in making a claim against the company. The Researcher stated this was supported by the DHB. The Committee requested evidence of this and needs to be satisfied about the adequacy of it before it will agree to the use of wording other than the new HDEC template wording. 

17. The Committee advised that the full date of birth cannot be used as an identifier, only the year of birth alone. 

18. The Committee noted the pregnant participant PISC and queried whether the Researcher expected any participants to become pregnant in the study. The Researcher stated there would be no chance of this. The Committee requested removal of the form as it is unnecessary. 

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

19. The Committee requested the inclusion of Māori health support contact details. 

20. Please amend the  Consent Form to include how the participant wants the follow-up to be done. The options given in the PIS are by (i) checking participant’s medical notes; (ii) asking GP; or (iii) asking a relative

21. The Committee requested the removal of the phrase “will seek consent from whānau” as proxy consent is incompatible with New Zealand law. The Committee suggested a phrase indicating that the Researcher would seek the whānau’s views, where available, on whether they thought the participant would wish to participate in the research. 

22. The Committee requested a clarification regarding the identifiability of participant’s data, how it will be stored and for how long.  

23. The Committee requested an optional box for the participant to consent to relevant incidental findings being sent to their GP. 

24. The Committee noted the declaration by the treating clinician was not consistent with a New Zealand context. The Committee suggested amending the declaration using the wording of right 7(4) of the Health and Disability Commissioner (Code of Health and Disability Services Consumers' Rights) Regulations 1996  which allows a  doctor to provide services where (a) it is in the best interests of the patient; and (b) reasonable steps have been taken to ascertain the views of the patient; and (c) either (i) having ascertained the patient’s  views, and having regard to them, the doctor believes, on reasonable grounds, that the provision of the services is consistent with the informed choice the patient would make if he or she were competent; or (ii) if the patient’s  views have not been ascertained, the doctor takes into account the views of other suitable persons who are interested in the patient’s welfare and available to advise the doctor

25. The Committee requested the removal of the ‘flip of a coin’ analogy

26. The Committee requested the Sponsor be clearly identified and their contact information included on the PISC. 

27. The Committee requested the inclusion of the location and contact details of any international labs samples may be sent to.

28. The Committee requested the removal of any references to international ethics systems as these are not relevant to a New Zealand context.

29. The Committee requested a box in the consent form for the participant to indicate how they wish the follow-up to occur (as per the options listed in the information sheet). 

30. The Committee requested the inclusion of the statement on the consent form that the Sponsor and others may have direct access to identifiable medical records. 


31. Please amend the CF by clearly specifying the future unspecified research to which the participant is agreeing as outlined in the PIS, namely: (1) De-identified study data, including my coded medical data may be used and shared for legitimate study and scientific purposes including for future use in medical or pharmaceutical research into ART-123, sepsis or new treatments; and (2) the sponsor (AKPA) may combine my de-identified health information obtained from this study with other research studies in a database and use this for future scientific research

Please amend the whanau PIS and CF –Whanau cannot ‘consent’ or ‘agree’ to anything in relation to this research – please delete all references in the PISCF to consent or agreement.   The most the CF should say is that the whanau/caregiver believes participation in the research is consistent with the informed choice the patient would make if he or she were competent.  


Decision 

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

· Please provide an updated protocol and participant information sheet and consent form, taking into account suggestions made by the Committee. 

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


 

	 10  
	Ethics ref:  
	19/NTA/43 

	 
	Title: 
	Evaluating the IR experiences of young people in hospital (2) 

	 
	Principal Investigator: 
	Dr  Hiran  Thabrew  

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	07 March 2019 


 
Prof Christa Fouche 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 Study

1. The study investigates the effectiveness of Immersive Reality Experiences Technology (IRE) technology in improving wellbeing, social connectedness and social inclusion in hospitalised children. 

2. The study is a resubmission of a previously declined application. 

Summary of outstanding ethical issues

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

3. The Committee noted the protocol was still minimal. The Researcher stated the ADHB research office had advised them to keep it to a two page limit. The Researcher stated they were happy to extend it but were not sure of the requirements. The Committee stated there was no page limit and is generally necessary to be significantly longer to include all the relevant information. The Committee advised that the standard requirements include the methods and objectives of the study, any ethical issues, the harms and benefits of the study, a proper literature review, and data management. The Committee recommended the Researcher consult the HDEC website for guidance. 

4. The Committee expressed concern that the classroom would be filmed without consent. Even if the video is livestreamed and not permanently recorded it is still a digital transmission that other persons in the hospital passing by could potentially view. 

5. The Committee noted standard school research included discussion with the Board of Trustees and the understanding of teachers and pupils about the use of the technology and that this was absent from the protocol. The Committee requested the Researchers update the protocol detailing how this process will be managed.

6. The Committee requested a statement assuring teachers that there is no risk to their employment whether they agree or decline to participate. The Committee requested this is clearly outlined in the research protocol. 

7. The Committee noted there was little content in the risks section and requested information regarding the potential of physical (e.g. nausea) and mental (e.g. loneliness, depression) side effects from use of the technology. 

8. The Committee requested the inclusion of a safety plan for the management of any side effects of distress/depression arising from the participant’s use of the technology. 

9. The Committee queried whether there was any evidence of issues with overuse of the technology. 

10. The Committee requested the inclusion of health and safety information regarding the headset. 

11. The Committee noted there are multiple things missing from the PISC. Please include information regarding the rights of participants to access and correct their information, , how long data will be kept  etc., a compensation statement, a clearer statement that participation may not provide any benefit, a statement of risk (e.g. participants may feel more lonely/sad/depressed, nausea and dizziness related to the use of VR headsets). Additionally please include Māori health support contact numbers and more detail regarding the qualitative part of the research – will the sessions be recorded, transcribed, length of time taken to complete and to complete the questionnaires - this information is contained in the PIS for caregivers/schools but not for the children.
The Committee suggested the Researcher use the PISC template available on the HDEC website at: https://ethics.health.govt.nz/system/files/documents/pages/piscf-template-february-2019-v2.doc  


12. The Committee advised that multiple PISCs are required. The Committee explained that for participants under 16 they will require an assent from and a consent form for the parents, and participants 16 and over will only require a consent form. The Committee suggested the Researcher seek guidance on the HDEC website. https://ethics.health.govt.nz/system/files/documents/pages/hdec-assent-form-instructions-and-checklist-may18.doc

13. The Committee noted some of the questionnaires contained inappropriate terms for the age group (i.e. pubs and clubs for under 18s) and requested a revision. 

14. The Committee noted the social connectedness scale was phrased negatively and suggested the Researcher could replace it with one more positive. 

15. The Committee noted old identifiers leftover from previous versions (i.e. the date of Dec 2018) and requested these be updated. 

16. The Committee requested clarification of the process of a participant withdrawing their data.  

17. The Committee queried how many participants would have an interview involving their caregiver and the school. The Researcher stated 10 of the 40. The Committee advised that there would need to be a separate consent process for this. 

18. The Committee queried funding for the study and requested this information be added to the PISC.

19. The Committee advised that all health information is required to be stored for ten years after the participant turns 16. 

20. The Committee requested an update to the PISC to clarify the time schedule for the questionnaires. 

21. The Committee queried the likelihood of a 15 year old turning 16 in the study. The Committee advised that if this occurred there would need to be a re-consent process. 

22. The Committee requested any advertising material for review prior to use. 


Decision 

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


· Please supply a detailed protocol outlining all the required information requested. 
· Please provide updated participant information sheet and consent forms, taking into account the suggestions made by the Committee. 
· Please clarify the arrangements with the school Principal and Board of Trustees. 

After receipt of the information requested by the Committee, a final decision on the application will be made by Ms Rochelle Style and Dr Karen Bartholomew. 


 

	 11  
	Ethics ref:  
	19/NTA/44 

	 
	Title: 
	The Period Project 

	 
	Principal Investigator: 
	Dr Whitney Pickering 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	07 March 2019 


 
Dr Whitney Pickering and Dr Saman Moeed were present in person for discussion of this application.

Potential conflicts of interest

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

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

Summary of Study

1. The study investigates whether young people with period pain see a change in their symptoms after being seen by a gynaecologist by means of standardised questionnaires (APPT and PCS-C) administered prior to the first appointment and then six months later.


Summary of resolved ethical issues 

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

2. The Committee thanked the Researchers for attending in person and complimented them on a well prepared application. 

3. The Committee queried how long the Researchers anticipated the study to last. The Researchers estimated 2 – 3 years. 

4. The Committee queried the inclusion of participants younger than 16. The Researchers stated the age young women have their first period varies but typically ranges from 9 – 16 and so 15 year olds were chosen as a compromise. The Committee advised that participants that are under 16 may require parental consent and a re-consent process once they turn 16. The Committee was satisfied that the Researchers understood the process. 

5. The Committee queried how the Researchers would assess whether a 15 year old was competent to participate. The Researcher stated this was a challenge as the survey is administered before they see the medical practitioner. The Researchers suggested they could ask the clinician to alert them if they suspected the individual was not mature enough to be a participant. 

6. The Committee queried why the Researchers would talk to the GP about observational research. The Researcher stated the intention was not to contact a participant’s GP and they would amend the error. 

7. The Committee queried whether the Researchers would access hospital records and advised they would require consent to access health information. The Committee suggested the consent process happen in clinic rather than online. The Committee noted the PISC was very clear about what the Researchers would be doing. 

8. The Committee queried whether the Researchers would attempt to sync up a participant’s pain with their menstrual cycle. The Researchers stated they would not and were just looking at the level of pain before and after the six month duration. 

9. The Committee noted familiarity may dull perceptions of pain and suggested the Researchers add a preface to inform participants to answer the survey considering when their pain is at its worst. 

10. The Committee requested the Researchers clarify that two surveys are to be answered in total and not repeated every six months. 

11. The Committee advised that the release of potentially identifiable health information to other researchers is considered Future Unspecified Research (FUR). The Committee advised that any proposed FUR will require a separate consent form. 

12. The Committee noted the peer review was satisfactory. 

13. The Committee advised storage of records on a USB device is not sufficiently secure and is an unacceptable form of storage


Summary of outstanding ethical issues

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

14. The Committee requested the inclusion of a safety plan for the event that a participant reports significant distress. The Committee advised a safety plan should consist of how the Researchers will ensure the safety of participants (and the research team) for the duration of the study. 

15. The Committee requested an update to the protocol to include more detail about analysis plans and uses for data. 

16. The Committee requested an update to the protocol to include a data storage plan. The Committee advised that all health information is required to be stored for a minimum of 10 years (and a minimum of 10 years for any minor participants after they turn 16). 

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

17. The Committee requested the addition of a statement advising that the study was a registrar’s project. 

18. The Committee suggested the Researchers include more information regarding any potential cultural issues (e.g. whakama). 

19. The Committee requested the inclusion of information explaining a participant’s right to withdraw from the study at any time for any reason and that this can be done verbally. 

20. The Committee recommended the Researcher consult the HDEC template and ensure the inclusion of all necessary information. https://ethics.health.govt.nz/system/files/documents/pages/piscf-template-february-2019-v2.doc  


21. Please include a statement that participant’s will not receive any direct benefit from participation. 

22. Please include a reference to the safety management plan for depression, distress etc. 

23. The Committee noted a statement in the consent form regarding consenting to the participant’s GP being informed about participation. The Committee requested information regarding this be added to the participant information sheet. Matters should not be referred to for the first time in the consent form. 

24. Please explain in more detail what health information will be collected – this is referred to in the consent form but there are no details in the PIS

25. The Committee requested the Researchers identify the study’s sponsor on the PISC and clarified by sponsor it meant the organisation taking responsibility for the study (i.e. the DHB). 

26. Please include for the Committee’s review a PIS for parents / whānau.


Decision 

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


· Please provide an updated protocol and participant information sheet and consent form, taking into account the suggestions made by the Committee.  

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



	 12  
	Ethics ref:  
	19/NTA/45 

	 
	Title: 
	Comparison of the blood levels of two forms of dimethyl fumarate capsules in healthy volunteers under fasting conditions. 

	 
	Principal Investigator: 
	Dr Noelyn Hung 

	 
	Sponsor: 
	Southern Cross Pharma Pty Ltd 

	 
	Clock Start Date: 
	07 March 2019 


 
Dr Noelyn Hung 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 Study

1. The study investigates the pharmacokinetics of a test formulation of a 240 mg dimethyl fumarate capsule compared to that of a reference (branded) formulation following oral administration of a single dose to healthy male and female subjects under fasting conditions.

Summary of resolved ethical issues 

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

2. The Committee was satisfied with the application and no ethical concerns were raised. 


Decision 

This application was approved by consensus.


 


Substantial amendments


	1  
	Ethics ref:  
	[bookmark: _GoBack]LRS/12/06/020/AM06 

	 
	Title: 
	ASAP-ECMO 

	 
	Principal Investigator: 
	Dr Shay McGuinness 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	07 February 2019 


 
Dr Shay McGuiness was present in person for discussion of this amendment.

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 resolved ethical issues 

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

1. The Researcher explained the study is an observational study assessing the pharmacokinetics of analgesia, sedation and antibiotics when a patient is on extracorporeal membrane oxygenation (ECMO) and includes taking a series of blood samples that will be used to assess how the ECMO circuit affects the drugs function. The study has finished recruiting.

2. This long-running study was approved with delayed, written consent with an undertaking from the Researchers to discuss the study with a patient’s family/whanau as soon as appropriate. All patients included in the study are unable to provide consent before enrollment because they are all are sedated.   The researchers provide the  ECMO service for the whole of  NZ which means patients are frequently transferred from other hospitals.  Because they are time-critical transfers, family members are often not immediately available in ICU to have discussions about research participation.     The Researchers previously approved approach to gaining consent/assent in these circumstances has followed a multiple staged approach, consisting of an initial conversation with the family/people interested in the welfare of the potential participant during which the study is outlined followed by the written study information being given to the family and the opportunity given for them to read it at their leisure and receive answers to any questions raised. Following this the Researchers take into account their views about whether continued participation in the research is consistent with the informed choice the participant would make if competent.   These discussions are documented as well as subsequent completion of the approved family statement form. Surviving patients are followed up for consent when they are sufficiently recovered to provide informed consent for the use of their data and their continued participation in the research.  However, participants may be transferred back to their own hospital, anywhere in New Zealand, before they are sufficiently recovered to be able to participate in consent discussions. 

3. The overall ICU mortality for ECMO patients is around 50%.


4. The researchers have sought advice from HDEC in relation to the following situations which have occurred:

· Scenario 1: Three patients have died prior to gaining consent. The researchers spoke to the family at the time of enrollment and sampling (and documented these discussions) but were unable to gain a written statement from the families. The researchers seek HDEC advice about using the samples and data collected at the time. Once the samples have been tested they will be destroyed.

· Scenario 2:  Two patients were admitted and had samples collected, however they died before the researchers could have any conversation with the family about the study. 

· Scenario 3:  One patient, with whom the researchers have had multiple conversations via telephone (the patient lives out of area) and have verbal consent but the patient has not returned a signed consent form. The partner signed at the time of admission. 

· Scenario 4:  Five patients, with whom the researchers have discussed the study following discharge, have given verbal consent, often on multiple occasions. The Researchers are waiting for the consent form to be returned and seek HDEC advice about data usage if the ICF is not returned.

Summary of outstanding ethical issues

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

5. The Committee asked about the collection of blood samples from patients before speaking with family.  The Researcher stated that due to sensitive drug profiling times it is time-critical to retrieve samples and sometimes that will occur before the family could be contacted. 


6. The Committee considered there was a significant difference in the use of a deceased individual’s health information versus the use of a deceased individual’s tissue. The Committee also discussed whether there is a social licence in New Zealand for the unconsented use of posthumous tissue and data.  

7. The Committee noted that Right 7(6) of the Health and Disability Commissioner (Code of Health and Disability Services Consumers' Rights) Regulations 1996 provides that:  “ Where informed consent to a health care procedure is required, it must be in writing if— (a) the consumer is to participate in any research; or (b) the procedure is experimental; …. “ requires consent to be in writing but it may be possible for Right 7(4) to override this if the family are able to indicate that the deceased participant would have likely consented to participation. 


8. Before the Committee is able to provide guidance on  scenarios 1-3 presented by the researcher, it would like to review the original PIS to determine whether participant patients and/or their families were told that written consent would be obtained before aspects of the research were undertaken (e.g., data analysis) 

9. The Committee advised the researchers that they should revert to HDEC for advice once the situation described in Scenario 4 has crystallised. The Committee does not wish to second-guess what might transpire.       


Decision 


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

· Please provide the original PISCs and any other paperwork signed at the time of sample collection. 

This following information will be reviewed, and a final decision made on the amendment. 





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:
	16 April 2019, 01:00 PM

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



	The following members tendered apologies for this meeting.

· Christine Crooks

3. Problem with 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 7:00 pm.
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