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		Minutes





	Committee:
	Northern A Health and Disability Ethics Committee

	Meeting date:
	15 August 2017

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



	Time
	Item of business

	1.00pm
	Welcome

	1.05pm
	Confirmation of minutes of meeting of 18 July 2017

	1.30pm
	New applications (see over for details)

	
	 i 17/NTA/122
  ii 17/NTA/151
  iii 17/NTA/153
  iv 17/NTA/154
  v 17/NTA/156
  vi 17/NTA/159
  vii 17/NTA/161
  viii 17/NTA/162
  ix 17/NTA/163
  x 17/NTA/164

	
	Review of approved studies (see over for details)

	
	 i NTX/10/08/082
  ii AKL/96/080

	7.45pm
	General business:
· Noting section of agenda

	8.00pm
	Meeting ends




	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

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

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

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

	Mrs Kate O'Connor 
	Lay (ethical/moral reasoning) 
	NTB CO OPTÅ
	NTB CO OPT
	Present 

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

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

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

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


 

Welcome

The Chair opened the meeting at 1.10pm and welcomed Committee members.

The Chair noted that it would be necessary to co-opt members of other HDECs in accordance with the SOPs.  Mrs Kate O’Connor confirmed her eligibility, and was 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 18 July were confirmed.


New applications 


	 1  
	Ethics ref:  
	17/NTA/122 

	 
	Title: 
	The Genetics of Discoid Lupus Eythematosus in Māori and Pacific People 

	 
	Principal Investigator: 
	Dr Paul Jarrett 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	06 July 2017 


 
Dr Paul Jarrett and Associate Professor Klaus Lehnert 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 Researcher(s) the explained that Māori and Pacific people, especially women, in South Auckland have much a higher rate of an illness called discoid lupus erythematosus compared to European New Zealanders. It causes long lasting skin scarring, sadness and a bad quality of life. This illness is very difficult to treat.
2. The Researcher(s) want to see if a genetic cause can be found for this illness, which will lead to better treatments. This will help Māori and Pacific people in South Auckland and hopefully other sufferers all around the world.

Summary of ethical issues (outstanding)

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

3. The researchers noted that the sample may be consumed in the analyses overseas, but they would like to use any leftover for study-specific future unspecified research. 
4. There are currently two PIS:  one for participants aged 18 and over; and another one for the parents of some of those participants.  Both PIS’ should contain very similar information as detailed below.  Currently, the parental PIS contains typographical errors (for example, it refers to ‘you and your parents”).  Please check this PIS carefully. There should also be a total of:
· Two PIS’ for each group (the participants and their parents): a PIS which covers the general research and a separate PIS for Future Unspecified Research (“FUR”)
· Two consent forms for each group (the participants and their parents): a consent form which covers the general research and a separate consent form which covers FUR 
5. The Committee noted that if samples were planned to be stored for future unspecified research the consent to seek those samples must be compliant with http://www.health.govt.nz/publication/guidelines-use-human-tissue-future-unspecified-research-purposes-0. The Committee noted that there is a checklist at https://ethics.health.govt.nz/ called Features Of Informed Consent that contains a list of requirements that must be included in the participant information sheet, as well as a template for future unspecified research Participant Information Sheets. The Committee also noted that the Auckland Regional Tissue Bank (University of Auckland) might be considered for future unspecified research, and encouraged the researchers to discuss the study with the Bank – the Bank has its own generic information sheet and consent form.
6. The Committee noted that the Protocol is very minimal and suggested the researchers review the Protocol using a standard Protocol format (eg WHO or SPIRIT guidelines), with a particular focus on selection/recruitment, data management and management of findings and mitigation of potential harms as per below.
7. The Committee asked how incidental findings, including genetic findings, would be managed with participants. The Researcher(s) explained that it was possible to find a genetic predisposition to breast cancer, for example. If such an event occurred they would first discuss the findings with a clinical geneticist in order to determine the clinical relevance of the finding before discussing with participants. The researcher confirmed they were aware of the range of guidelines for return of results for clinically significant incidental finding, but that they would be following the ACMG recommendations of return of results for 53 incidental conditions.  
8. The Committee queried what would occur in cases where the clinical relevance was unclear or low. The Researcher(s) stated they would take guidance from the clinical geneticists.
9. The Committee stated that it must be very clear for participants around what incidental findings could occur by participating. Participants should have options around what information comes back to them at the time of consent. The Researcher(s) should also address how findings will impact the wider family, as findings may be genetic. Please view ACMG guidelines. 
10. Please use Statistics New Zealand's ethnicity classifications (Ethnicity Data Protocols for the Health and Disability Sector) when collecting ethnicity data to ensure the options available are suitable for New Zealand participants. These classifications are: New Zealand European, Maori, Samoan, Cook Islands Maori, Tongan, Niuean, Chinese, Indian, Other (such as Dutch, Japanese, Tokelauan).
11. The Researcher(s) confirmed participants were 18 years old and above and the parents of those participants would be contacted to participate. 
12. The Committee asked whether paternity issues could arise from the testing. The Researcher(s) stated they would exclude that data from the study. 
13. The Committee asked for clarification about what information is being sought through the NHI. The Researcher(s) stated most information will be collected through clinics, but being able to link is useful to check data, for example parents who forgot a diagnosis.  The Committee also asked for clarification about whether information in different data sets will be linked.
14. The proposal suggests that information about siblings and DLE will also be sought. This is not mentioned elsewhere in the documentation. Please clarify for the Committee.  
15. Please confirm in writing that no identifiable records will be sent overseas, noting some co-investigators are overseas. 
16. Provide details on data security, both electronic and paper based. 
17. The Committee noted two different types of genomic analysis will be undertaken overseas. Please explain if the contractors that these organisations receive only de-identified data.

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

18. Please amend/clarify the section of the PIS’, which refer to the confidentiality of the samples.  The PIS correctly states that: “If a participant withdraws before analysis, the information will be destroyed.”  However, it also says if the analysis has been done, it will also be destroyed.  This depends upon whether the sample, post-analysis is identifiable or re-identifiable.  Unidentifiable information cannot be withdrawn or destroyed, irrespective of publication date. 
19. Please make informing the GP on the Participant Information Sheet optional.
20. Please remove yes or no options in the consent form if the statement is not truly optional.
21. Please make it clear that samples are sent overseas and provide details about their storage location.
22. The Committee noted that discussing and approaching biological parents must be treated with care and sensitivity as participants may have complicated relationships with their family or may live or were raised with family that is not biologically related. Please provide an overview of how this aspect of the study will be managed to reduce risks of harm. 
23. The Participant Information Sheet should explain in greater detail the reasons for seeking parental involvement and highlighting the risks that might occur in telling the parents. 
24. Full review of the information sheets, particularly for parents clarifying the points above and clearly writing it from their point of view as a participant.
25. Please address multiple typos, including reference to “dependents” rather than “parents” in several places. 
26. Provide a consent form for the parents who are donating genetic material
27. The Committee queried the lack of a Māori tissue statement in the Participant Information Sheet. The committee recommended the following statement after confirmation that it is appropriate for the site: “You may hold beliefs about a sacred and shared value of all or any tissue samples removed. The cultural issues associated with sending your samples overseas and/or storing your tissue should be discussed with your family/whanau as appropriate. There are a range of views held by Māori around these issues; some iwi disagree with storage of samples citing whakapapa and advise their people to consult prior to participation in research where this occurs.  However, it is acknowledged that individuals have the right to choose.”
28. Whether future unspecified use is being included or not, the Committee noted that for the main study there must be more information on what happens to tissue – please view the checklist mentioned above to view information that must be included.
29. Please include Māori cultural support contact details.
30. Please update the Participant Information Sheet clause on compensation using the below wording: 
If you were injured in this study, which is unlikely, you would be eligible to apply for compensation from ACC just as you would be if you were injured in an accident at work or at home. This does not mean that your claim will automatically be accepted. You will have to lodge a claim with ACC, which may take some time to assess. If your claim is accepted, you will receive funding to assist in your recovery. If you have private health or life insurance, you may wish to check with your insurer that taking part in this study won’t affect your cover.
31. Add what information will be accessed from clinical records using NHI. 
32. Under the heading “confidentiality” - clarify what information will be destroyed if the testing has already been performed. 
33. The Committee queried if lupus always cause the symptoms outlined - if not add the word “may” before ‘causes”.

Decision 

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

· Please amend the information sheet and consent form taking into account the suggestions made by the Committee (Ethical Guidelines for Observation Studies para 6.11).
· Please provide a separate Participant Information Sheet and Consent Form for the use of tissue for future unspecified research (Guidelines for the Use of Human Tissue for Future Unspecified Research Purposes, para 2).
· Address outstanding ethical issues in a cover letter (Ethical Guidelines for Observation Studies para 5.5).


	 2  
	Ethics ref:  
	17/NTA/151 

	 
	Title: 
	PL3397-A-U126 

	 
	Principal Investigator: 
	Prof Robert Matthew Strother 

	 
	Sponsor: 
	Daiichi Sankyo Incorporated  

	 
	Clock Start Date: 
	03 August 2017 


 
Prof Robert Matthew Strother 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 primary objective of the study is to evaluate the safety and effectiveness of pexidartinib on the pharmacokinetic parameters of single dose midazolam and S-Warfarin.
2. Pexidartinib is an investigational drug and has not been approved by the United States Food and Drug Administration.  
3. This study will enrol approximately 30 patients with a diagnosis of tenosynovial giant cell tumour, kit-mutant melanoma, kit-mutant gastrointestinal stromal tumour (GIST), leukaemia or other tumours for which there is no other standard systemic therapy. 
4. Participants will be assessed for safety and efficacy. An optional tumour biopsy or archival tumour specimen will be collected at Screening and during pexidartinib treatment for exploratory analysis of tumour biomarkers. Pexidartinib will be administered twice daily. Following the efficacy and safety analysis participants remaining on pexadartinib with on going clinical benefit may continue in the study.

Summary of ethical issues (resolved)

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

5. The Researcher(s) confirmed this is a phase I trial, clarifying that it is conducted in a target patient population. 
6. The Researcher(s) explained the scientific background relating to the potential benefit for patients receiving the study drug: Pexidartinib is a novel inhibitor that has demonstrated pharmacologic and anti-tumour activity in a variety of in vitro, tumour models and is currently being investigated in Phrase 1-3 clinical studies.
7. The Committee asked why independent data safety monitoring was not required. The Researcher(s) stated for phase I investigators are involved in group meetings either weekly or monthly, and work very closely with the patient(s). The Researcher(s) stated this kind of monitoring is prototypical for phase I setting in oncology. The Committee accepted this response
8. The Committee asked about interactions with warfarin. The Researcher(s) explained the procedures that mitigated risks about co-interactions. 
9. The Researcher(s) confirmed there are additional CT and MRI scans. 
10. The Researcher(s) confirmed that there are no standard of care options for participants.


Summary of ethical issues (outstanding)

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

11. The Committee noted the insurance certificate has one million dollars per claim and a one million dollar aggregate. The Committee stated compensation must be ACC equivalent see chapter 8 of National Ethics Advisory Committee guidelines and provide assurance that ACC level compensation is available for participants in the study. 

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

12. The Committee asked whether this was a therapeutic study. The Researcher(s) stated in oncology context these trials are called therapeutic, as there is an underlying, yet unproven, evidence base that the study drug will be beneficial. The Researcher(s) acknowledged that the purpose of the study is not to determine efficacy. The Committee requested the study is described as a phase one drug interaction study, not a therapeutic study, in the participant information as this is more accurate as a descriptionIncluding why they are studying the interaction with these two particular drugs 
13. Please ensure all statements in the PIS reflect this.
14. The Committee noted generally there are a number of typos – please revise and correct.
15. Page 3 – add monitoring information.
16. The Committee asked if bloods are collected and analysed centrally. The Researcher(s) confirmed they were. Please add name of lab, address and information on how long samples are stored for. 
17. The Committee noted PGX Information Sheet has the same grammar and typing errors that must be addressed. For example:  First sentence, semicolon, TGCT – please fix. And the first sentence under the heading “What are the alternatives to participation?”
18. The Committee noted samples that were planned to be stored for future unspecified research the consent to seek those samples must be compliant with http://www.health.govt.nz/publication/guidelines-use-human-tissue-future-unspecified-research-purposes-0. The Committee noted that there is a checklist at https://ethics.health.govt.nz/ called features of informed consent that contains a list of requirements that must be included in the participant information sheet, as well as a template for future unspecified research Participant Information Sheets. 
19. Please explain whether participants are informed of results from the Future Unspecified Research.
20. Page 5 – what if something goes wrong? Please do not reference to other documentation, make the document standalone. 
21. The Committee asked if participants would have side effects (drowsiness) after some study drugs. The Researcher(s) stated unlikely but will also monitor while any drugs are active. 
22. Regarding the compensation information, Revise to the standard text, please see the HDEC informed consent template for guidance. 
23. The Committee explained that national ethics guidelines clearly state that it is not acceptable to stop studies purely for commercial reasons. The Researcher(s) stated sometimes the companies stop manufacturing the drug, though it is rare event, stating they suspect that is why the language is in there. The Committee stated it should be clarified in Participant Information Sheet that it would not be stopped for commercial reasons.
24. The Committee noted the statement that participants must pay for medications to alleviate side effects of the study drug. The Researcher(s) stated this will be removed and was not accurate. 
25. The Researcher(s) explained our own site does monitoring for side effects. The Committee stated the process around side effects and treatments must be clearly explained. 
26. The Committee suggested using tables in the Participant Information Sheet to enhance study visits, timelines and procedures. 
27. Use the word assessment not exam throughout (e.g., page 2 of the Participant Information Sheet under screening visit and under treatment, part 1) 
28. Include estimated length of time involved in participating in the study. 
29. The study involves more CTs than standard of care. This should be mentioned in the risk section that discusses CTs.
30. Add risk quantification where available for risks and side-effects. Use numeric descriptors (eg: 1 in 100 people) and avoid verbal descriptors where possible.
31. Use bullet points for risks consistently. 
32. Include statements in the PIS about tissue and data being sent overseas. Add in destruction provisions (both in NZ and overseas). 
33. Include in the consent form consent (or not) to the collection of health information from other health services for the purposes of research (and ensure this is explained in the PIS)

The Committee requested the following changes to the optional pharmacogenomics and biomarker tumour biopsy Participant Information Sheet and Consent Forms: 

34. The Committee noted that generally the optional substudy PISCF needs a lot of work. In particular, it needs a clear separation between the study procedures for the samples collected for phamacogenomic analysis and the study procedures for collecting samples for the optional FUR pharmacodynamics study. Wording is used synonymously. 
35. Pharmacogenomic study – please clarify if this is optional.  Protocol states patient needs to do genotype test to be eligible for pharmacogenomics study.  If eligible then leftover sample and/or extra sample are used for future research relating to warfarin (please get researcher to clarify if this is specified research).  If not eligible then please confirm sample is disposed.
36. Please put a limit of storage length for the tissue after which it will be destroyed. 
37. Explain the tests more clearly.  
38. The Committee noted the different storage purposes are confusing and stated it would be clearer to have different optional forms, as participants must be able to exercise options around what their tissue is used for.  Please separate the documents, make them clear what they are for and make it clear what is and is not optional. 
39. Archival sample access is not in the Participant Information Sheet. 
40. The Committee asked what further data is accessed, as stated in the Participant Information Sheet. The Researcher(s) stated it might be long term survival data but noted the language was not clear and they were not clear what it referred to. Please remove any mention if this is not occurring, or make it explicit. 
41. The Committee queried whether patients have access to drug post study. The Researcher(s) stated there is part 1 and part 2 of the study, and part 2 involved continued access. If they are not on the study they will not receive post study access. 
42. Please make frequency of treatment cycles clear for participants Participant Information Sheet 
43. Add details on storage of data, how long is it stored, where stored etc.
44. Page 5 – the first sentence in the 'alternatives' section - explain a bit more about the qualifying PGX so that an ordinary person will understand why some genes mean that people cannot be in this study - Consider putting all the various tests for the different phases in a table to aid clarity - Revise the requirement to not take part in "any other studies" to "other clinical trials" - ensure that everything is sitting under the right headings - e,g, the stuff about the risks is sitting under alternatives to participation.
45. The Committee asked about the expected damage to the liver from the study drug in the main PIS. The Researcher(s) stated 11 to 12 precent LSLT elevation, explaining it was similar to other drugs in this treatment context. Please add the risk of liver damage to Participant Information Sheet. Quantify any risks, when possible. 
46. Page 8 – pregnant partner information collection – The Researcher(s) confirmed they would seek consent to collect information from mother about baby once it was born. The Committee requested a process for this to be outlined to the Committee and clearly explained to participants. 

Decision 

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

· Please provide separate Participant Information Sheet and Consent Forms for the different uses of tissue for future unspecified research (Guidelines for the Use of Human Tissue for Future Unspecified Research Purposes, para 2).
· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).
· Please submit evidence of ACC equivalent sponsor insurance. (Ethical Guidelines for Intervention Studies para 8.4).

This following information will be reviewed, and a final decision made on the application, by Dr Christine Crooks and Mrs Kate O’Connor.



	 3  
	Ethics ref:  
	17/NTA/153 

	 
	Title: 
	Outcomes in children diagnosed with Bronchiectasis 

	 
	Principal Investigator: 
	DR NAVEEN PILLARISETTI 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	03 August 2017 


 
Dr Naveen Pillarisetti 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 proposed project is a prospective study of the outcomes of young children with non-CF bronchiectasis with a specific emphasis on determining the factors that lead to improved outcomes or disease progression.  
2. Children who were diagnosed between 2012 and 2016 will be identified using the Starship Bronchiectasis Database and recruited to the study. This study follows a previous study of younger children, and may include those previous participants as participants. 
3. The study will involve collecting demographic data, assessing quality of life and determining severity of the disease using lung function and chest CT scans.  Airway samples will be collected from the upper airway (nasal swabs) and lower airways including sputum samples and bronchoalveolar lavage for microbiome analysis. The microbiome work is hypothesis generating.  


Summary of ethical issues (resolved)

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

4. The Researcher(s) explained the doses of radiation of scans and x-rays are minimal, but that they are in addition to usual care scans.

Summary of ethical issues (outstanding)

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

5. The Committee noted the protocol is very light on analysis plan, presence or not of comparative groups, sample size calculation etc. The Researcher(s) stated this is a case control exploratory study with no comparator. After discussion the researchers confirmed that there are not ‘intensive management’ and ‘control’ arms (it is not a intervention or case-controlled study as some application material suggested), but that it is an observational second cross-sectional study in this population of children.   
6. The Researcher(s) stated while group is small the data will be unique. The Committee stated the study is to test a hypothesis. The Committee requested more detail on study design is added in the protocol, and more detail on procedures and management of risk/harm.
7. The Committee asked if the researchers were collecting health data. The Researcher(s) confirmed that they were, adding it would be stored in a password-protected database. The Committee requested that this be added to the protocol – data management section, and in Participant Information Sheet. Please clarify for the Committee whether the children on the Starship Database have consented to their medical records being accessed for future research/studies. 
8. The Committee noted patients have the right to see and correct their information
9. Add section on protocol for patient safety – explain the process for professional follow up and for follow-up for clinically significant findings that may not be relevant to the research.  
10. The Committee noted the researchers needed to clarify return of results procedures in the PIS.  The consent form provides the option of consenting to the parent’s GP (this should be the child’s GP) of ‘any significant abnormal results obtained during the study”.  Results should be returned, if elected, for clinically significant findings that are not part of the research.  Participants may also, separately, consent to the return of the study results, both individual (if possible) and general study findings. 
11. Ensure any data that goes to the Bronchiectasis Foundation is de-identified. Ensure that participants are advised the Foundation will receive findings if they are anything other than what would be generally published in journals etc
12. Please clarify whether data will be used for future research and, if so, include in the PIS and consent forms 
13. Add risks for general anaesthetic (and all other relevant risks for all procedures). The Researcher(s) explained only way to get these samples is to conduct a bronchoscopy, explaining this occurs under very controlled circumstances when children are clinically well. The children stay in hospital and are monitored. The Committee asked that it be made really clear in the Participant Information Sheet that these tests would not usually be done again for clinical management (additional study tests).  Where possible, please state risks by numerical descriptors (eg, 1 in 100 people) rather than verbal descriptors.  
14. All procedures must be clear. i.e. access to previous medical records etc. questionnaires. 
15. The Committee requested that all questionnaires are uploaded. 
16. The Committee asked about recruitment plans. The Researcher(s) stated they would identify potential participants from a clinical database and approach them for this particular study. 
17. The Committee asked the Researcher if there was coercion to participate due to duel role (clinician/researcher). The Researcher(s) stated independent person will engage, and will give time to consider. The Committee stated that this was acceptable.

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

18. With regards to questionnaires, make it clear that parents are asked about the child, as well as child completing their own. 
19. Add section to write name for children on assent form. 
20. The Committee asked where information on participant’s housing situation was sourced. The Researcher(s) stated from parents and potentially by checking national databases. Please make this clear for participants.
21. The Committee noted there are lots of typos in the Participant Information Sheet. Please revise and correct them.
22. The Researcher(s) explained samples are taken at Starship, adding some are sent to the University of Auckland. The Committee queried what would happen to the samples, asking if they are destroyed. Please add more detail in the Participant Information Sheet. 
23. The Researcher(s) clarified they not looking at genetics, just looking at the microbes in the lavage samples. The Committee asked this is made clear.
24. The Committee asked the researcher add an option to be contacted for the future study if the intention is to repeat a cross-sectional study again in the future. 
25. Please update the Participant Information Sheet clause on compensation using the below wording: 
If you were injured in this study, which is unlikely, you would be eligible to apply for compensation from ACC just as you would be if you were injured in an accident at work or at home. This does not mean that your claim will automatically be accepted. You will have to lodge a claim with ACC, which may take some time to assess. If your claim is accepted, you will receive funding to assist in your recovery. If you have private health or life insurance, you may wish to check with your insurer that taking part in this study won’t affect your cover.
26. The Committee stated the Participant Information Sheet is confusing as to what exactly is being studied, and why the microbiome is being studied. Please reattempt to simplify and enhance clarity, and to ensure that all study procedures are clearly outlined for participants (questionnaires, access to records, medical procedures, follow up).
27. Quantify risks – i.e. 1 in 100.
28. The Committee noted technical language, i.e. sputum samples. The Researcher(s) noted these children have had bronchiectasis but acknowledged the point.
29. Please revise study aims, benefits in the Participant Information Sheet. 
30. Remove tick boxes for statements that are not truly optional (consent form). 
31. Add lay language study title, and ensure that the study title is not potentially misleading eg the study is not therapeutic, is not investigating interventions or outcomes. 
32. Review for your child, opposed to ‘you’. 

Decision 

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

· Please amend the information sheet and consent form, and assent forms, taking into account the suggestions made by the Committee (Ethical Guidelines for Observation Studies para 6.11).
· Ensure the protocol contains all relevant information. (Ethical Guidelines for Observation Studies para 5.11).

This following information will be reviewed, and a final decision made on the application, by Dr Catherine Jackson and Mrs Toni Millar. 


	 4  
	Ethics ref:  
	17/NTA/154 

	 
	Title: 
	Fish oil in pregnancy trial 

	 
	Principal Investigator: 
	Dr Benjamin Albert 

	 
	Sponsor: 
	University of Auckland 

	 
	Clock Start Date: 
	02 August 2017 


 
Dr Benjamin Albert 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. In New Zealand the majority of men (71%) and women (60%) are now overweight or obese. Obesity leads to cardiovascular disease, type 2 diabetes and some cancers, which are among the world’s greatest health problems. Within NZ, Māori, Pasifika and those who are poorer are more greatly affected.
2. Most women of reproductive age are also overweight or obese (60%). This is important as the offspring of women who are obese have alterations in the way their metabolism works that increase the chance that they will be a large baby, become overweight and eventually develop diabetes and cardiovascular disease. When these babies are born, they are already at a health disadvantage. The underlying problem is that insulin, the hormone that controls blood sugar works less well in their bodies.
3. The Researcher(s) will enrol women into a clinical trial where they will be randomised to take either fish oil, or a placebo (capsules with ordinary vegetable oil) on every day of pregnancy and the first 3 months of breastfeeding. When the baby is born the Researcher(s) will measure its body fat using a special scan. The Researcher(s) will reassess the baby again at 3 months of age. The Researcher(s) will keep in contact over time, and when the child is 4-7 years old we will perform a detailed assessment of the child’s metabolism, including assessing insulin action.

Summary of ethical issues (resolved)

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

4. The Committee commended the researchers on a high quality and readable participant information sheet and well written answers to the Consultation for Māori section of the application.
5. The Committee observed that the protocol was a bit light and suggested that future protocols contain more information. 
6. The Committee asked if it is possible to overdose on fish oil. The Researcher(s) stated not realistically. 
7. The Researcher(s) explained study data is stored on Liggins Institute drive and is only accessible to authorised researchers.  They also stated it was firewalled off from other parts of the database.
8. The Committee noted one researcher resides in America. The Researcher(s) stated only aggregate data will be sent overseas.
9. The Committee asked how the blind would be maintained. The Researcher(s) noted it is hard to blind due to the taste, but will assess the blind using formal questionnaire at the end of the study.
10. The Researcher(s) confirmed they would monitor diet to determine fish intake (and therefore interactions with the fish oil).
11. The Researcher(s) will not ask participants to avoid eating fish, but will be doing Food Frequency Questionnaires to measure this potentially confounding dietary variable
12. The Researcher(s) confirmed it was safe and practical to conduct the scans of the babies notwithstanding their age.
13. The Researcher(s) explained the rationale behind the dose not being scaled to bodyweight. 
14. The Committee asked if it is feasible to recruit 160 participants. The Researcher(s) acknowledge it is ambitious particularly with Maori and Pacifica targets, but note Facebook advertising has proven very good for recruitment, adding that working with contacts and midwives is also important. 
15. The Researcher(s) confirmed there are no language conversions of questionnaires for Maori.

Summary of ethical issues (outstanding)

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

16. The Committee queried whether the Liggins Institute had any standard wording on intellectual property. The Researcher(s) stated they would check and respond to the Committee. Please ensure that any wording is able to be understood by a lay audience.
17. Please use  tics New Zealand's ethnicity classifications (Ethnicity Data Protocols for the Health and Disability Sector)  when collecting ethnicity data to ensure the options available are suitable for New Zealand participants. These classifications are: New Zealand European, Maori, Samoan, Cook Islands Maori, Tongan, Niuean, Chinese, Indian, Other (such as Dutch, Japanese, Tokelauan).
18. The Committee noted a baby’s ethnicity may be different from parental ethnicity so please ensure that the census question is also used for parents to identify infant ethnicity.  
19. Data confidentiality, safety plan – for example incidental findings from clinical questionnaires.  Create development plan to manage these risks. Add to Participant Information Sheet and protocol.  For example, include in the PIS, the steps that will be taken if answers to the questionnaires suggest clinically significant issues such as depression. 
20. Please also include in the Consent Form the option for the Researcher (s) to advise the participant’s GP/midwife being notified of such findings during the study and the results after the study has finished. 
21.  Note also that the return of results should be optional.  Please also clarify in the PIS and the Consent Form whether the return of results is individual and/or general/summarised. 
22. Please include in the Consent Form the option for participants to be contacted again in 4 years’ time to ascertain their interest in participating in a follow-on study. 
23. Please remove home ownership as a marker for socioeconomic status as it is not a good marker.
24. Advertising is coercive and oddly worded. Please resubmit the advertising (and provide advertising for social media, radio for the Committee’s review).

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

25. The Committee asked if DNA information could be more clearly explained, noting the researchers are only looking at methylation, not storing samples or storing for wider genetic analysis. Be clear what exactly what the researchers are looking at in the Participant Information Sheet. Include statements about how the tissue will be destroyed and length of time it will be retained.  
26. In the ‘what happens to my samples’ section in Participant Information Sheet. Be clear about one sample that goes overseas, be clearer about return of results etc. The Researcher(s) explained will give results at end of study. The Committee suggested making it clear that most of the results are exploratory and will not mean much clinically.
27. The Committee noted the variety of tissue samples - stool, cord blood etc. Please be clear around what each sample is used for. The Committee noted that it is currently unclear regarding whether each sample was optional or mandatory, and that this may impact participation particularly for Pacific and Māori. The Researcher(s) stated breast milk and hair sample are optional. The Researcher(s) confirmed if cord blood is banked it is still possible to participate, and that it was optional. The Committee request these are both headed and listed as optional with a heading ‘Tests that are optional’ under procedures. 
28. Add a separate consent form with one Participant Information Sheet that covers consent form for mother, consent form for baby once born. 
29. Access to medical records (retrospective and prospective) should be separate and clear on consent and in Participant Information Sheet.  I.e. LMC and birth records. 
30. Make it clear that cord blood is sent overseas. 
31. Make it clear to participants that data generated may be used for future research. 
32. Add length of time storage for data. 
33. Refer to ‘special machine’ – be clear what it actually is. 
34. The Researcher(s) confirmed will seek permission to get HBA1c/polycose results at 30 weeks. The Researcher(s) explained outcomes are for exclusion criteria and for analysis of results for the baby, not looking at HBA1c1C for woman, adding they will know if the woman has diabetes or not. The Committee note only 40 percent get a test, particularly in Pacific women. Please make it clear either accessing a test already done, or conduct a blood test (either themselves or by referral). 
35. The Researcher(s) confirmed they hope to take the stool sample at the hospital. Please add to Participant Information Sheet. 
36. Please use the word ‘baby’’ or ‘babies’ instead of “offspring” in the PIS

Decision 

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

· Please amend the information sheet and consent form taking into account the suggestions made by the Committee (Ethical Guidelines for Observation Studies para 6.11).
· Update the protocol taking into account the Committees comments. (Ethical Guidelines for Observation Studies para 5.11).

This following information will be reviewed, and a final decision made on the application, by Ms Rochelle Style and Dr Karen Bartholomew. 
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	Ethics ref:  
	17/NTA/156 

	 
	Title: 
	Nitric on Bypass 

	 
	Principal Investigator: 
	Dr David Buckley 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	03 August 2017 


 
Dr David Buckley, Dr John Beca, Claire Sherring and Miriam Rea 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. Each year, over 2000 children are born with congenital heart disease (CHD) in Australia and New Zealand and require surgical intervention. Most surgical procedures for CHD require the use of cardiopulmonary bypass (“heart lung machine”), which leads to a harmful inflammation in the patients. 
2. Pilot data suggest that adding low amounts of Nitric Oxide (a medical gas) to the bypass circuit, leads to significantly better patient outcomes. This study will test in a multi-site randomized-controlled study, if the use of Nitric Oxide reduces the inflammatory response after cardiopulmonary bypass in children, leading to improved patient-centered outcomes after cardiac surgery in children.

Summary of ethical issues (resolved)

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

3. The Researcher(s) explained that while the single site study was promising to change practice requires a higher power, multicentre study.
4. The Committee asked about equipoise, which was queried by a peer reviewer. The Researcher(s) stated the current study is based on a positive, but small, study. The Committee accepted there was equipoise.  
5. The Researcher(s) and the Committee discussed whether there would be an interim analysis (ie whether there would be indication of a strongly positive result earlier, regarding what will happen if equipoise is lost). The Researcher(s) stated that no interim analyses were planned and that the numbers indicated in the statistical plan were required to answer the study question with sufficient power to change practice. 


Summary of ethical issues (outstanding)

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

6. The Committee noted that recruitment and participant selection involved approaching parents on the day of their child’s operation. The Committee asked if it was possible to give parents more time to consider participation. The Researcher(s) stated the Australian sites have more time, 2 or 3 days, but that relates to the way their surgery operates. On the Cardiac ward at Starship Hospital the children come in 1 day before surgery. The Researcher(s) have good relationships with staff on the ward and can slot in time to talk to parents within a day before the operation. The Researcher(s) stated they will know a week in advance who is eligible. The Committee noted a PIS can be sent out in advance to facilitate more time to consider participation and the Researchers agreed to maximise the window of time for families to consider the study as far as it was possible to achieve.
7. Please submit poster (advertising) for use in hospital wards for the Committee’s review.
8. Update the protocol for recruitment process in New Zealand (ie, for posting the PIS to parents).
9. The Committee requested an ethical justification for bio-banking samples from children.
10. The Researcher(s) stated their justification for storing tissue was that New Zealand samples will not be same as Australian samples, adding that technology can move very quickly so new analyses may be available for the tissue. The Committee stated they wanted a justification more generally, around storing samples for specified testing (as per protocol) or future unspecified research from children who could not consent. Future unspecified research should be optional. Please view Appendix 2 of the National Ethical Guidelines for Intervention Studies for information on children in research, and note that the Committee would require a separate information sheet and consent for for bio-banking if the justification were accepted. 

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

11. Participant Information Sheet – clearly outline procedures. Access to medical records for baby, pre op access to blood results, post op data, 90 day data access, questionnaires, tests. 
12. Page 2 – The Committee noted that in New Zealand participants have a right to access and correct any records but should be notified in the PIS that doing so could result in being removed from the study due to unblinding. 
13. The Committee queried what a ‘secure facility’ is. State that data is password protected, de-identified and that it is in Australia. The PIS and consent form must make it clear that data is being sent overseas.
14. Please confirm for the Committee that the results entered at the NZ site at the DHB will be firewalled and password protected and that all data sent overseas will be encrypted.  
15. Please confirm storage arrangements for paper based records (such as the pre-printed forms) at the conclusion of the study.
16. Add information on bloods – where they are stored how long they are stored and destruction procedures.
17. The protocol says that “no information concerning the study or the data will be released to any unauthorised third party, without the prior written approval of the sponsoring institution”.  Please note that only participants may consent to the disclosure of identifiable information – please confirm that the statement in the protocol only relates to de-identified information and that any information published will not reasonably be expected to identify the individual concerned
18. The Committee queried the lack of a Māori tissue statement in the Participant Information Sheet. The committee recommended the following statement: “You may hold beliefs about a sacred and shared value of all or any tissue samples removed. The cultural issues associated with sending your samples overseas and/or storing your tissue should be discussed with your family/whanau as appropriate. There are a range of views held by Māori around these issues; some iwi disagree with storage of samples citing whakapapa and advise their people to consult prior to participation in research where this occurs.  However, it is acknowledged that individuals have the right to choose.”
19. The study purpose/primary outcomes (ventilation, length of time in ICU etc) are not clear in the PIS – please clarify in a lay appropriate way. 
20. Add primary outcomes to protocol. 
21. Add in Participant Information Sheet that there are neurocognitive assessments.
22. Review the risks in the protocol and identify any that should be in Participant Information Sheet.
23. Revise the information about why the study needs to be done – it is currently worded as if using Nitric Oxide is effective in reducing the systemic inflammatory responses. The wording must reflect equipoise. 
24. Please explain in the PIS the follow-up intentions and seek consent for recontact in the consent form.  
25. Please clarify the section on return of results in the PIS – will participants receive individual results or a summary of the study findings? Clarify this also in the consent form. 
26. Please amend the wording in the consent form from Ï consent to my GP or current provider being informed about my child’s participation in the study” to I consent to my child’s GP or current provider ….””
27. If data will be used for future research, this must be made clear in the PIS and the consent form. 

Decision 

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

· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).
· Submit advertising and amend protocol to reflect new recruitment method. (Ethical Guidelines for Intervention Studies para 6.2).
· Justify bio-banking in children. (Guidelines for the Use of Human Tissue for Future Unspecified Research Purposes, para 2 / Ethical Guidelines for Intervention Studies Appendix two). 

This following information will be reviewed, and a final decision made on the application, by Dr Karen Bartholomew and Mrs Kate O’Connor. 
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	Ethics ref:  
	17/NTA/159 

	 
	Title: 
	Treatment of invasively ventilated adults with Early Activity and Mobilisation (TEAM) Trial 

	 
	Principal Investigator: 
	Dr  Paul Young 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	03 August 2017 


 
Dr Paul Young 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 sickest patients in intensive care units receive prolonged, invasive support for their breathing. This is commonly managed with no active exercise out of bed, and results in severe muscle weakness, longer, hospital stay and poor recovery. 
2. The Researcher(s) have found that early activity and mobilisation during invasive breathing support is safe and may improve survival and recovery. The Researcher(s) will test whether early activity and mobilisation is really better in a large randomised controlled trial of 750 ICU patients.

Summary of ethical issues (resolved)

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

3. The Committee commended the Participant Information Sheet.
4. The Committee discussed whether the study was in some participant’s best interests. The Researcher(s) explained the additional benefits involved in participation, even if randomised to the control (standard of care) arm. The benefits included increased monitoring, follow up (120 day) and an exercise programme that would be clinically beneficial that would not be available outside the study. The Researcher(s) explained there are additional tests for delirium and levels of sedation. The Researcher(s) added that deep sedation is associated with an increased risk of PTSD and other adverse outcomes, for example cognitive impairment. Both will be additionally monitored only in the study.
5. The Committee was persuaded that because of the additional monitoring and follow-up for participants randomised to the control arm, the research could be justified as being in a participant’s best interests, even in the control arm.  The Committee was persuaded that there was justification for a participant randomised to the intervention arm to take part in the research on the grounds that it may be in that participant’s best interests, given the results to date of other studies using that intervention. The Researcher(s) explained why historical control was not a scientifically valid option. 
6. The Researcher(s) confirmed that there were processes in place for incidental findings, follow up with GP and or specialists. Please include these matters in the PIS. 
7. The Researcher(s) confirmed all questionnaires validated for use over the phone.
8. The Committee asked how likely is it that participants are not able to engage in the phone follow up, and what is the plan for such a situation. The Researcher(s) responded that they would ask surrogate to help the participant and would only use the questionnaires validated to be used by a surrogate. The Committee requested this is explained in the Participant Information Sheet. 
9. If participants are unable to answer questions for themselves, then family members can only answer for participants if they have the participant’s consent or the requisite authority – eg, an active Enduring Power of Attorney which has an express authority.  If a family member does not have consent or authority to answer on behalf of the participant, then the family members may only be asked questions about their impressions of the participant’s ability to do certain activities (for example in the Lawton questionnaire).  This means that the family members become participants in the study and there must be a separate PIS and consent form for that part of the study.  This approach has been adopted by the Committee in relation to other similar situations and by other HDECs.   
10. The Researcher(s) confirmed they seek consent for continued participation and use of data when capacity develops, generally when they leave hospital (Exception for patients who transfer from one hospital to another – in which case it is done on the phone).
11.  Please include a statement in the PIS and the consent form indicating that data will be used for future research. 
12. Please include a statement in the PIS that data from this study will be linked to data from another database, ie, the ANZICS CORE database and that each participant has a CORE APD number which allows the linkage to occur. This should also be included in the consent form. Please refer to the NEAC Guidelines on record linkage and justify to the Committee the data linkage in this study
13. Not all of the risks identified in the protocol are included in the PIS.  Please ensure the risks are consistently stated in all documentation. 
14. The Committee asked about patient alarm or distress from family when discussing enrolment. The Researcher(s) stated that a pilot indicated that relatives are positive about inclusion and like the idea of the intervention. The family and participants also reported to like that the intervention is administered by mobilisation team who do what they consider appropriate for the patient they are looking after. Mobilisation team is not standard of care. The Committee noted that Right 7(4) requires that when relatives are available to advise the Researcher(s) about the patient’s views about participation in research, those views must be sought and taken into account,
15. The Committee asked why the study excludes non-English speakers. The mobility team need to communicate, same as follow up – the questionnaires are only validated in English, adding that this is New Zealand arm of multicentre international study. 
16. Please clarify in the PIS and the consent form whether the return of results is individualised and/or summarised findings. 

Summary of ethical issues (outstanding)

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

17. The Committee asked about ANZAC CORE database and the resulting data linking. The Researcher(s) stated this is a de-identified database that can be linked. The Committee noted if it can be linked due to other identifiers information it is not de-identified and will require a justification for non-consented use.  

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

18. The Committee noted it is not clear in consent form that the options are to consent to continue taking part – to use data and also continue to be followed up.  Give options to say yes to data no to continued follow up, for example.
19. Add sentence under page 2 what does participation involve – it’s possible we will ask a relative to ask on your behalf to provide their perspective of your recovery through validated questionnaires – and that it is their perspective. 
20. Remove interpreter box. 

Decision 

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

· Provide further information on the study design, in particular the linking of health records and access to data without consent (Ethical Guidelines for Intervention Studies para 5.4 and Ethical Guidelines for Observational Studies para 8.11)
· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).

This following information will be reviewed, and a final decision made on the application, by Dr Catherine Jackson and Dr Brian Fergus.
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	Ethics ref:  
	17/NTA/161 

	 
	Title: 
	Lymph node grafting for the treatment of breast cancer related lymphoedema 

	 
	Principal Investigator: 
	Mr Winston McEwan 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	03 August 2017 


 
Mr Winston McEwan and Dr Melissa Edwards were present by teleconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of Study

1. Upper limb lymphoedema is a common and often distressing sequelae of breast cancer treatment. This phase two, pragmatic, randomised controlled trial will compare a novel surgical technique, lymph node grafting (LNG), in addition to standard lymphoedema therapy; against standard lymphoedema therapy alone.
2. Current standard lymphoedema therapy involves massage techniques, the use of compression sleeve and skin/nail care. These only partially relieve symptoms for many women, and compression garments are frequently difficult to fit and uncomfortable to wear.
3. The aim of this trial is to determine whether LNG plus standard lymphoedema therapy produces a greater reduction in lymphoedema volume (LV) and improved quality of life compared with the control group; standard lymphoedema therapy alone. A further aim is to demonstrate that LNG is a safe treatment, with acceptable surgical morbidity.

Summary of ethical issues (resolved)

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

4. The Committee commended the researchers on their Protocol and the answers to the Māori consultation application questions.
5. The Committee asked about monitoring of data for participant safety. The Researcher(s) explained that they review data after the first 10 patients and would terminate trial if any concerning outcomes or trends were identified. The Researcher(s) explained they have not organised anyone independent to be involved because it is obvious if the surgery has worked or not.

 Summary of ethical issues (unresolved)

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


6. Please explain why Waikato DHB (as sponsor) has access (according to the PIS) to identifiable data.


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

7. The Committee requested the researchers seek consent for any further follow up
8. The Committee requested that the researchers are very clear about data use – state that de-identified data will be used for future research.  
9. The Committee noted there is a lot of jargon. Please revise.
10. Please also revise for duplication. Particularly in the privacy and confidentiality section.
11. Make randomisation clear that it is by chance, computer generated – the patient nor doctor get to choose. 
12. Add information in Participant Information Sheet around how measurements occur. The Committee suggested a picture.
13. The Committee requested the Researcher(s) seek consent for any further follow up.
14. The Committee requested that the PIS is very clear about data use, including that de-identified data will be used for future research.   This should also be included in the Consent Form.
15. The Committee noted there is a lot of jargon in the PIS. Please revise.
16. Please also revise the PIS for duplication. 
17. Please add to the randomisation statement to make it clear that it is computer generated – neither the patient nor the doctor choose which group the participant will be included in. 
18. Add information in Participant Information Sheet around how measurements occur. The Committee suggested a picture.
19. The Committee asked if health information would be obtained from records or collected from individuals. The Researcher(s) responded that most of the information would be obtained from clinical records. Please make this clear in the Participant Information Sheet, specifically access to health records. This is a study procedure. 
20. Add detail about any consequences from the surgery. I.e. that participants will require 2 days off work.
21. Please ensure that all the risks are identified in the PIS.  There are more risks included in the application than in the PIS – documentation should be consistent.  (for example, the risk of leaving something in a participant’s body (clips) should be very clear.  Where possible, please use numeric descriptors of risk (eg, 1 in 100 people) rather than verbal descriptors (eg, there is a small risk)
22. Add some radiation information for additional study procedures (eg, the risks associated with the lymphoscintigram).
23. Under the heading “Six months after the operation” in the PIS, please delete the wording ‘will be invited’ and include a statement to the effect that the additional scan is optional (notwithstanding it is a very important part of the study outcome). The Committee notes that this scan will be separately consented. 
24. The Researcher(s) explained the data storage for the study. The Committee requested clear description of storage (where), security, confidentiality and length of storage be included in the PIS.
25. The PIS should explain what happens in event of any clinically significant incidental findings. 
26. Second page consent form – please remove the witness signature section. 
27. Add into the PIS that people will have access to the study treatment post-study, if they are not in treatment arm. The Committee asked whether this would be at no cost. The Researcher(s) responded that at this stage they are not sure, but they hope to provide it free of charge. The Committee noted whatever the decision is; it is it should be clear to participants. Please also update the Committee on whether treatment will be available for free.
28. Please include in the PIS and Consent Form whether the participants are able to elect individual return of results and/or general results from the study.Please update the Participant Information Sheet clause on compensation using the below wording: 
If you were injured in this study, which is unlikely, you would be eligible to apply for compensation from ACC just as you would be if you were injured in an accident at work or at home. This does not mean that your claim will automatically be accepted. You will have to lodge a claim with ACC, which may take some time to assess. If your claim is accepted, you will receive funding to assist in your recovery. If you have private health or life insurance, you may wish to check with your insurer that taking part in this study won’t affect your cover.

Decision 

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

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

This following information will be reviewed, and a final decision made on the application, by Dr Catherine Jackson and Mrs Toni Millar. 
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	Ethics ref:  
	17/NTA/162 

	 
	Title: 
	A study to evaluate Relugolix in women with endometriosis associated pain. 

	 
	Principal Investigator: 
	Dr Bradley Chittenden 

	 
	Sponsor: 
	Pharmaceutical Research Associates Ltd NZ 

	 
	Clock Start Date: 
	03 August 2017 


 
Dr Charlie Stratton and Mrs Alison Heard were present by teleconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of Study

1. The purpose of this study is to test how effective and safe the investigational study drug, relugolix (rel-u-GO-lix), co-administered with and without low-dose estradiol (estrogen) and norethindrone acetate (progesterone) is in treating pain associated with endometriosis as well as how that pain affects how participants in the way they function and feel. 
2. About 600 women around the world will take part in this study. The expected participation in this study will last about 8 months.
3. The following tests will be performed during this study, physical examination, vital signs, blood tests, taking study drug, urine pregnancy tests, ECGs, bone mineral density, gynaecologic exam. Participants will also be asked to complete an electronic diary and questionnaires. Participants will also be asked if they have any side effects from taking the study drugs.


Summary of ethical issues (resolved)

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

4. Note information needs to be password protected. (electronic diaries)
5. The Researcher(s) explained how the placebo worked in relation to supportive pain medication.
6. The Researcher(s) confirmed that data used in future is de-identified.
7. The Committee queried the relevance of the male side effects listed in the PIS. The researchers stated that this Prostate Cancer research demonstrated side effects which may be relevant for female participants and would therefore like to include these.

Summary of ethical issues (outstanding)

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

8. The Committee noted hepatitis is a notifiable disease in New Zealand (please amend PIS to reflect this). 
9. The Committee noted insurance provided does not seem to be equivalent to ACC. Please demonstrate how the insurance provides such coverage, as this is an ethical requirement or commercially sponsored research in New Zealand.
10. The Committee noted that the National Ethics Advisory Committee Guidelines do not allow studies to be terminated for purely commercial reasons. Please note this and remove any mention of termination for ‘any reason’.
11. The Committee noted that some potential side effects could be serious, for example developing depression. The Committee asked at what point will it be clear that participants have distress from side effects and may require support or treatment The Researcher(s) stated participants would self report, explaining exclusion criteria reduce risks as will there is a mental health baseline.  The Researcher(s) stated referrals would occur. The Committee asked if there are any questions that could identify suicidal ideations in questionnaires. Appendix 4 has EHP30 that has cause of pain and details of mood etc that can assist in early identification. The Committee noted questions around mood and side effects should occur prior to 24 week mark to ensure there are no issues relating to depression and mental health. 

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

12. The Committee suggest a table for procedures and visits – this both reduces length and increases accessibility. 
13. The Committee stated that the Participant Information Sheet has jargon that can be confusing for participants, and statements about non-New Zealand processes eg EU data controller. 
14. The Committee noted that the HDEC stands for Health hand Disability Ethics Committee.
15. The Committee asked about the use of tissue. In particular, please make the genomic testing optional. 
16. The Committee noted samples that were planned to be stored for future unspecified research the consent to seek those samples must be compliant with http://www.health.govt.nz/publication/guidelines-use-human-tissue-future-unspecified-research-purposes-0 and that the current pharmacogenomics PIS should be revised. The Committee noted that there is a checklist at https://ethics.health.govt.nz/ called features of informed consent that contains a list of requirements that must be included in the participant information sheet, as well as a template for future unspecified research Participant Information Sheets. This should be a standalone document and no refer to the main PIS content. 
17. The Committee requested that any future use of tissue must be clear as to whether it was broad (focused on new research but only in relation to endometriosis) or blanket (more general future, unspecified research). 
18. Confirm the location of the final overseas laboratory for the optional pharmacogenomic study.
19. Make it clear study-drug is not available after study completion. 
20. Remove sharing of samples from main Participant Information Sheet.
21. Please ensure relevant inclusion and exclusion criteria are in the Participant Information Sheet. 
22. Please use a lay language title for the Participant Information Sheet. 
23. Please also include the word ‘whanau’ with respect to the people potential participants can talk to. 
24. Please ensure the PIS is clear that participants should be the only ones to complete the electronic dairies.  Please advise the Committee how the information will be downloaded from the electronic diaries and stored to ensure confidentiality
25. Eye test and mammogram (page 5 of the PIS) – please explain why these are needed. 
26. The Committee noted it was unclear where participants should go to in order to make a claim for study related injury. Please explain the process for participants.  
27. Please include in the Consent Form the option for participants to agree (or not) to be contacted for the extension study. 
28. Please simplify the section in the PIS under the heading “What happens to my personal and medical information collected for the study and how will it be shared?” In particular, participants must readily understand that their personal data may be transferred to countries where the privacy laws offer less protection than New Zealand ‘s privacy laws.  Please include a section in the Consent Form which relates to off shore data use and any use of data for future unspecified research. Please also clarify whether the databases referred to are in addition to the study database.  If they are, please include information about these databases in the PIS and consent form.The consent form must include ‘yes’ or ‘no’ options where appropriate.
29. Please include in the PIS and the consent form the options available for the return of results, including whether individual results are returnable and/or summary results/findings. 

Decision 

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

· Please provide a separate Participant Information Sheet and Consent Form for the use of tissue for future unspecified research (Guidelines for the Use of Human Tissue for Future Unspecified Research Purposes, para 2).
· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).
· Provide further information on the study design, in particular reducing the harms of side effects from the study drug (Ethical Guidelines for Intervention Studies para 5.4)

This following information will be reviewed, and a final decision made on the application, by Dr Kate Parker and Mrs Kate O’Connor. 
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	Ethics ref:  
	17/NTA/163 

	 
	Title: 
	Young people's day to day life experience living with bronchiectasis 

	 
	Principal Investigator: 
	Mrs Julie Blamires 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	03 August 2017 


 
Mrs Julie Blamires Dr Annette Dickinson 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 qualitative study aims to explore the day to day life experience of young people (those aged 12-24) with bronchiectasis. The methodology will be Interpretive Descriptive (ID) which is a qualitative research methodology aligned with a constructivist and naturalistic orientation to inquiry.  
2. The primary data sources will be in-depth semi-structured interviews. The intention of this research is to bridge the gap in our knowledge so that health professionals may understand the significance of Bronchiectasis for the young person, come to know what is most important to them and then act and plan care to improve well-being and health outcomes.

Summary of ethical issues (resolved)

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

3. The Committee commended the researcher on her approach and her documentation.
4. The Committee and The Researcher(s) discussed thematic analysis and the framework that is used to ensure research has strong analytical features. 
5. The Committee asked how participants are identified. The Researcher(s) stated through clinics at Starship and Middlemore. 
6. The Researcher(s) confirmed potential participants are given information by intermediaries that then seek permission for researcher to contact them. 
7. The Researcher(s) confirmed they would store study data on secure networks and not on a USB as currently proposed.
8. The Researcher(s) confirmed transcripts have codes assigned.
9. The Committee suggest that for some participants, for example older children, it might be appropriate to have parents not there. Please consider this, and a process for having some participants participate in interviews on their own. 

Summary of ethical issues (outstanding)

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

10. The Committee noted that participants are invited to reviewing transcripts for accuracy, asking whether this would occur for the younger participants. The Researcher(s) stated they debated this, noting it is important to provide data with their own voice but it was quite a process to review a transcript. The Committee stated make it optional, or offer thematic summary for them to review.
11. Please upload all questionnaires.

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

12. Please view https://ethics.health.govt.nz/ for guidance on assent, under quick links. 
13. Please revise the consent form statements so that only statements that are truly optional have tick boxes.
14. Parent info pg.2 – change to ‘there is no cost to you, but we ask to give your time’. 
15. Add that this is for attainment of a PhD in the opening PIS paragraphs. 
16. Make it clear if the GP is being informed of participation. 
17. Please review all information sheets and consent forms for the correct use of ‘your child’ rather than you.
18. The Committee asked about incidental findings from interviews and their management. The Researcher(s) stated they have family member support during interview, may also contact and refer back to healthcare team if any health or social issues are identified, adding that they would seek consent of participants before conducting any referrals. The Committee suggest adding this information to Participant Information Sheet. 

Decision 

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

· Please provide age appropriate information sheets and assent forms for younger participants, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).
· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).

This following information will be reviewed, and a final decision made on the application, by Mrs Toni Millar and Dr Kate Parker. 



	 10  
	Ethics ref:  
	17/NTA/164 

	 
	Title: 
	(duplicate) Anticoagulation in the Obese - Prospective Registry 

	 
	Principal Investigator: 
	Dr  Eileen  Merriman 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	03 August 2017 


 
Dr Eileen Merriman 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 is a re-submission of a previously declined application that wanted to establish a registry. Re-submitted a new application re assessing the effectiveness of blood thinners on obese people. Data on weight, height, ethnicity, kidney function, dose of blood thinner, and levels in blood will be measured. Blood thinner dosages will be as per standard practice with no extra samples other than those regularly collected. 
2. Individuals are giving informed consent. 
3. The Researcher stated that in their view this is clinical audit.


Summary of ethical issues (resolved)

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

4. The Researcher(s) stated that trial data often does not have large numbers of very obese people. It is important to seek specific data regarding dosing regimes in relation to extreme bodyweight. 
5. The risks in this observational study are regarding data management, privacy and confidentiality and stigma.
6. The Committee noted there is no information on how to protect data. Please provide an overview of how data will be secured, particularly when sending data overseas. 
7. The Researcher(s) confirmed this is no longer an application for a registry. 
8. The Committee confirmed ethnicity data should be collected / included and please use Statistics New Zealand's ethnicity classifications when collecting ethnicity data to ensure the options available are suitable for New Zealand participants. These classifications are: New Zealand European, Maori, Samoan, Cook Islands Maori, Tongan, Niuean, Chinese, Indian, Other (such as Dutch, Japanese, Tokelauan).
9. Consent form states tissue going overseas – The Researcher(s) confirm this is an error and no tissue is being collected, only data. The Committee noted that the consent form had a number of details that were not relevant for this study. 

Summary of ethical issues (outstanding)

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

10. Explain how data will be appropriately managed, including storage and data transfer. 
11. The Committee noted the protocol is very brief. Please explain why this study is being conducted. The Committee requested a revised protocol that more clearly states the aims of the study.  The word registry should be removed.

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

12. Review with information sheet and consent form as per above, removing reference to a registry and outlining the purpose of the study and that it is collecting routine information and blood tests from clinical records (what information and for how long the patient will be followed up). Please ensure that the research (collection of data) is separated from routine clinical care considerations (ie risks of medications and withdrawal risks are not relevant to this study).
13. Note that this is an observational study where participants will not receive any benefit, but there may be potential benefit to future obese patients requiring anticoagulation. 
14. Under patient rights section page 3 there is a claim for the disclosure of information in relation to confidentiality. Please explain what circumstances this would be, and if there are none then remove.
15. Remove the words ”overweight’ and ‘obese’ (which are generally avoided in the PIS) ïn the text which appears under the heading “”What will my participation in the study involve?
16. Only include the items in the consent form that are relevant for the study, remove some of the tick boxes

Decision 

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

· Explain data security (Ethical Guidelines for Observational Studies chapter 8).
· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).

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



Review of approved studies
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	Ethics ref:  
	NTX/10/08/082 

	 
	Title: 
	START-EXTEND: Extending the time for thrombolysis in emergency neuological deficits 

	 
	Principal Investigator: 
	Professor Alan  Barber 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	27 September 2012 


 
Professor Alan Barber was present in person for discussion on this item.

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 reason for review

Approval for this study was reviewed on the basis of the following issues, which were raised by an annual report.

1. The Committee noted they could not approve this amendment due to a range of issues that also related to the original application, therefore it has come to full Committee review.  The Committee noted that the study was approved a long time ago and requires re-review to ensure current ethical standards are being met, as per paragraph 220 of the HDEC Standard Operating Procedures. 

The Committee noted the main issues that needed to be addressed were;

2. The Committee noted there are lots of sheets for a responsible person to sign on behalf of a participant for this study. Each participant in a research trial must be able to consent on their own behalf. Another person cannot consent on the part of the participant. Please remove sheets relating to consent by responsible person and extension following procedural authority. 
3. The Committee stated that it is not possible for HDECs to approve an application unless it is consistent with New Zealand law, including the right not to be subjected to medical or scientific experimentation without that person's consent (section 10 of the New Zealand Bill of Rights Act 1990). Research involving participants who are not competent to consent is inconsistent with the Bill of Rights unless it is undertaken in accordance with Right 7 (4) of the of the Code of Health and Disability Services Consumers’ Rights. In addition to requirements regarding ascertaining the views of the consumer and other suitable persons (forms consistent with this aspect are currently included in this application), Right 7(4) of the Code requires that any health services provided without the informed consent of the consumer must be in the best interests of the consumer. This means that there must be some benefit to the participant beyond what they would receive if they were not participating in the research.
4. The Committee notes that “”proxy consent is only legally acceptable in cases where the medical experiment would save the person’s life or prevent serious damage to the person’s health (section 18 Protection of Personal and Property Rights 1988). 
5. Therefore the documents should only be used to gauge views of relatives/ friends/ EPOA of potential participants involved who are unable to consent for themselves. This means that the forms should not use language which suggests that a relative/friend/EPOA is consenting on behalf of a participant. As an alternative, the language should reflect that the document is evidence of the friend/relative/EPOA’s view that the patient would participate in the research if s/he was competent.  . This is in line with Right 7(4) (c )(ii) which provides: “If the consumer's views have not been ascertained, the provider takes into account the views of other suitable persons who are interested in the welfare of the consumer and available to advise the provider” . Once reasonable steps have been taken to ascertain the views of the patient, a clinician can enrol the patient in the study provided enrolment is in the individual participant’s  best interests. 
6. Please remove references to Medicare as this is not available to New Zealand participants.
7. The Committee noted the documents are generally are written for an Australian audience, and with no tailoring to the New Zealand context. There are no New Zealand researchers identified and no New Zealand contact details as The Committee would normally expect for Maori Support and Health and Disability Commission details. 

Ethical discussion:

8. The Researcher(s) explained that 3 participants had been recruited. 200 participants have been recruited overall (Australia and Taiwan).
9. The Researcher(s) explained that the study is conducted in an emergency context. Potential participants are stroke patients. The scan to assess eligibility for inclusion in the study is now standard of care. 
10. The Committee asked about consent and whether it was possible in this participant context. The Researcher(s) stated people with stroke have brain damage. Many patients have no ability to consent, or can consent, but can’t write. There are various levels of capacity, but most cannot consent. 
11. The Researcher(s) explained that this treatment is potentially life saving, the death rate is between 15 to 20% with another 55 to 60% dead or dependant on others for all basic needs within three months. 
12. The Researcher(s) explained this is not like a heart attack; it is a highly complex issue that has a very limited time window. During a stroke 2 million brain cells are lost per minute (life threatening). 
13. The Researcher(s) explained that in every situation they discuss participation with family and stated they were comfortable only enrolling when participant views have been ascertained. 
14. The Researcher(s) explained that this study has a placebo but there is no standard treatment in the time window under consideration int the study, so the study did not involve any withholding of standard care.
15. The Researcher(s) noted the Australian documents that were sent were an accident and confirmed that they would submit New Zealand versions of the documentation. 
16. The Committee asked the Researcher(s) to justify that the study complied with Right 7(4) of the Code of Patients’ Rights, ie, that it was in the best interests of each individual participant to participate in the study, irrespective of whether the participant is randomised to the intervention arm or to the placebo arm. The Researcher(s) explained that currently there is no treatment for patients in this group apart from nursing care and rehab and they are often left very disabled or they have died. There is a good rationale as to why the intervention might work.  
17. The Committee asked how randomisation to placebo is in an individual’s best interest. The Researcher(s) noted you can’t get this treatment outside of the study, although this is a 50 50 chance that is still better compared to zero chance. 
18. The Researcher(s) explained people in studies generally do better as most of the time patients are watched more closely, more intensely – in this study the participants will receive an additional MRI that would not ordinarily get (even in placebo arm) and by being in study here are additional follow ups at 3 day and 3 month. 
19. The Committee accepted the argument that inclusion in the study will be in participants best interests. 
20. The Committee asked how much time between giving the intervention and gaining competence to consent. The Researcher(s) stated if an individual survives the first few days they often begin to improve, and regain ability to consent. The Committee suggested creating a list of options and cases to outline a preparedness plan for difference consenting scenarios (eg where there is not a relative available, where a participant dies, where a participant regains competence to consent for themselves).
21. The Researcher(s) stated the DSMC meet regularly, adding there were no concerns raised from participants so far. 
22. The Committee noted the study includes non-English speakers. The Researcher(s) explained they have staff that speak many languages in the emergency department so communication can occur in potential participants own language.  
23. The Committee requested the Participant Information Sheet has more information included on the Sponsor, ACC compensation, Maori review and support. Please view the HDEC template and HDEC checklist for informed consent for guidance https://ethics.health.govt.nz/ 
24. Revise the protocol to ensure the New Zealand arm of this study is only enrolling those by legal means and explain the process to determine best interests and compliance with the code of rights. 
25. The Committee accepted the argument that inclusion in the study will be in some people’s best interests. 
26. The Committee asked how much time between giving intervention and gaining competence to consent. The Researcher(s) stated if an individual survives the first few days they often begin to improve, and regain ability to consent. 
27. The Researcher(s) stated the DSMC meet regularly, adding there were no concerns raised from participants so far. 
28. The Committee noted the study includes non-English speakers. The Researcher(s) explained they have staff that speak many languages in the emergency department so communication can occur in potential participants own language.  
29. The Committee requested the Participant Information Sheet has more information included on the Sponsor, ACC compensation, Maori review and support. Please view the HDEC template and HDEC checklist for informed consent for guidance https://ethics.health.govt.nz/ 
30. Revise the protocol to ensure the New Zealand arm of this study is only enrolling those by legal means and explain the process to determine best interests and compliance with the code of rights. 
31. The Committee noted that the START database needs to be communicated, even though it is de-identified data. 
32. The Committee requested information about data security (firewalling, password protection), management and storage and how data sent overseas will be dealt with (eg, encryption). The protocol and PIS should be consistent on these matters. 
33. The Committee also requested information about data use, including secondary-use of study data for future unspecified research and any inclusion in databases which are beyond the study database.   These maters need to be clear in the PIS and consent form.  
34. The Committee asked for further information about what steps will be taken to manage any clinically significant abnormal lab findings, noting that investigators are required to actively follow participants who have AE/SAE but that is a different issue. 
35. The Committee explained that national ethics guidelines clearly state that it is not acceptable to stop studies purely for commercial reasons. Please confirm the study will not be stopped for commercial reasons. 
36. Return of results (individual and/or general) needs to be clarified and included in the consent form.  
37. Similarly, the consent form should include a section relating to consent for medical information to be obtained from participant’s GPs and other health providers. 

Decision 

The Committee decided that approval for this study should be suspended.  This decision was made by consensus.  The Committee did not consider that the study met the following ethical standards.

· The Committee determined that the study design was meeting ethical standards but the documentation (protocol and participant facing documentation) needed to be updated to be in line with ethics and the law. 

The conditions that must be met in order for approval to be re-activated are as follows. 

· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).
· Provide details on what processes are in place to accommodate the highly vulnerable context of recruitment (Ethical Guidelines for Intervention Studies para 6.2, Code of Rights Right 7(4)).
 

	 2  
	Ethics ref:  
	AKL/96/080 

	 
	Title: 
	Asthma in Niue 

	 
	Principal Investigator: 
	Dr. William Abbott 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	15 February 2013 


 
Dr. William Abbott was present in person for discussion on this item.

Potential conflicts of interest 

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

Dr Christine Crooks declared a potential conflict of interest, and the Committee decided to have Dr Crooks leave the room and not participate in the discussion or decision on the application. 

Summary of reason for review

Approval for this study was reviewed on the basis of the following issues, which were raised by an annual report.

The Committee noted that the study had been running for a long time and that it was unclear whether the study was on-going, and whether the samples taken should be destroyed. 

1. The Committee asked for an update on the study. The Researcher(s) explained that he was a co-investigator on the study (Principal Investigator was Ingrid Winship) and that the study had not been active for some time. The Researcher(s) expressed an interest in keeping the samples due to the improvement of genetic sequencing technology over last 25 years. 
2. The Researcher(s) explained his thinking around what value the samples had in relation to new genetic analysis technology. The Researcher’s stated there are around 500 samples, but he was not sure how many exactly. The Researcher(s) stated they were nearly exclusively Niuean samples, but that recruitment of Niuean participants also occurred in New Zealand. The Researcher(s) acknowledged that the consent was given for research on genes and asthma which meant it was problematic to use the tissue for another purpose.  
3. The Committee explained that it was important to recognise who these samples belonged to, what had been consented to, and the importance of respecting those consents. 
4. The Committee discussed what research had occurred. The Researcher(s) explained the sample analysis – the limited loci specific genetic analyses that were planned in the original study design, and the additional skin tests, had all been conducted. The leftover samples continued to be stored in a freezer at Auckland DHB. 
5. Effectively, the study had completed. The Researcher(s) described the work they had done on family trees, and the annotated clinical data related to the samples. The data was stored in excel spreadsheets. 

Decision 

The Committee decided that approval for this study should be suspended while the Researchers and the Committee determine the best outcome for the samples, which are both a potentially valuable resource, yet are also stored under unclear terms that must be addressed by the Researcher. The Committee stated that this particular study appeared to have no on-going aspects to it and should be concluded – however only after the process for respecting the samples was determined.   This decision was made by consensus.  

· The Committee requests that the researcher provide an overview of all of the consents that have been given for the samples, focusing on whether any length of time for storage was specified, or whether it stated ‘until the study ended’. 
· Provide evidence that all uses of the tissue was in line with the consent that was given. 
· Provide an overview of what tissue is left and what health information and data has been generated. 
· Provide an organisational perspective (Auckland DHB) on the storage of samples.
· The Committee noted that they would seek advice on what to do with the samples from an individual or group who could advice from a Pacific people’s perspective. 




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:
	19 September 2017, 01:00 PM

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



	The following members tendered apologies for this meeting.

3. Problem with Last Minutes

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

The meeting closed at 7.15pm 
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