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		Minutes





	Committee:
	Northern A Health and Disability Ethics Committee

	Meeting date:
	21 November 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 17 October 2017

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

	
	 i 17/NTA/237
  ii 17/NTA/228
  iii 17/NTA/232
  iv 17/NTA/233
  v 17/NTA/234
  vi 17/NTA/226
  vii 17/NTA/238
  viii 17/NTA/239
  ix 17/NTA/241

	
	Substantial amendments (see over for details)

	
	 i 15/NTA/25/AM02

	5:15pm
	General business:
· Noting section of agenda

	5:30pm
	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) 
	Co-Opt NTB
	Co-Opt NTB
	Present 

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

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

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

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


 

Welcome

The Chair opened the meeting at 1:00pmand welcomed Committee members, noting that apologies had been received from Ms Rochelle Style.

The Chair noted that fewer than five appointed members of the Committee were present, and that it would be necessary to co-opt members of other HDECs in accordance with the SOPs.  Mrs Kate O'Connor confirmed their eligibility, and were co-opted by the Chair as members of the Committee for the duration of the meeting.

The Chair noted that the meeting was quorate. 

The Committee noted and agreed the agenda for the meeting.

Confirmation of previous minutes

The minutes of the meeting of 17 October 2017 were confirmed.


New applications 

	1  
	Ethics ref:  
	17/NTA/237 

	 
	Title: 
	A Study of BGB-3111 Combined with Obinutuzumab Compared with Obinutuzumab in Relapsed/Refractory Follicular Lymphoma Patients 

	 
	Principal Investigator: 
	Dr Samar  Issa 

	 
	Sponsor: 
	Pharmaceutical Research Associates Ltd (NZ) 

	 
	Clock Start Date: 
	09 November 2017 


 
Catherine Howie, Dr Samar Issa, and another member of the research team 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. A Phase 2, open labelled trial, of 200 participants worldwide, with 7 in New Zealand.
2. The Committee commended the quality of the application and noted that although the Participant Information Sheet is quite long it is readable.  

Summary of ethical issues (outstanding)

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

3. Please clarify in the Participant Information Sheet how many more scans and other procedures participants get more than standard care, The Committee noted that this will be more understandable than radiation assessment for participants. 
4. Clarify in the Participant Information Sheet which participants will need to have bone marrow biopsy in addition to standard care. 
5. Please clarify in the Future Unspecified Use of Tissue Participant Information Sheet whether genetic or genomic testing may be done in the future. 
6. Please clarify in the Future Unspecified Use of Tissue Participant Information Sheet what kinds of studies the samples may be used for. 
7. Please clarify in the Future Unspecified Use of Tissue Participant Information Sheet the privacy risks, as the physical risks are not a primary consideration. 
8. Please clarify how long samples would be stored for in the Future Unspecified Use of Tissue Participant Information Sheet. 
9. Please clarify where tissue samples are being sent in the Future Unspecified Use of Tissue Participant Information Sheet. 
10. Please clarify in the information sheets that data and tissue will not be stored in an identifiable form.
11. If it is intended to collect information about a baby after they are born consent for cannot be obtained this before the baby is born. Please provide a suitable Parent Information Sheet and Consent Form if this is intended. 

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 Karen Bartholomew and Dr Brian Fergus.

 

	 2  
	Ethics ref:  
	17/NTA/228 

	 
	Title: 
	Inquiries after a Homicide 

	 
	Principal Investigator: 
	Dr  Lillian Ng 

	 
	Sponsor: 
	The University of Auckland 

	 
	Clock Start Date: 
	09 November 2017 

	
	
	CLOSED


 
Dr Lillian Ng 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.

Decision 

This application was provisionally approved by consensus.



	 3  
	Ethics ref:  
	17/NTA/232 

	 
	Title: 
	Asahi Corsair Pro XS Microcatheter Study 

	 
	Principal Investigator: 
	Dr  Scott Harding 

	 
	Sponsor: 
	BIO-EXEL (Australia) PTY LTD 

	 
	Clock Start Date: 
	09 November 2017 


 
Dr Scott Harding 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. This is a first in human study of a new micro-catheter, although this device is not completely novel as it is a hybrid of two catheters that are widely used. 

Summary of ethical issues (resolved)

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

2. The Committee discussed the recruitment methods for the study with the Researcher and agreed they are appropriate. 

Summary of ethical issues (outstanding)

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

3. The Committee requested confirmation that the insurance certificate provided covers New Zealand participants. 

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

4. Please ensure the correct ethics committee (Northern A HDEC) is referenced in the Participant Information Sheet. 
5. The Participant Information Sheet indicates that participants should contact the HDEC Secretariat if they have questions about their rights as participants, however this is not correct. Please revise this to indicate that the HDEC Secretariat can be contacted if the participant has questions about the ethical approval of the study. 
6. Please briefly state in the Participant Information Sheet how participants were identified. 
7. Please indicate in the Participant Information Sheet and Consent Form what data will be collected about participants. 
8. Please state in the Consent Form who will have access to data collected about participants. 
9. Please clarify all risks of study participation in the Participant Information Sheet.
10. Please remove the statement from the Consent Form about sending blood overseas. 
11. Please state in the Participant Information Sheet what is involved in follow up. 
12. Please indicate the risks of the procedure not being successful in the Participant Information Sheet. 
13. The Committee noted that some of the explanation of what happens in the study are clearer in the protocol than the Participant Information Sheet, please revise the Participant Information Sheet to improve clarity. 
14. Please state in the Participant Information Sheet that this is a first in human study, although the device includes features of other approved devices.
15. Please clarify in the Participant Information Sheet what happens if participants decline study participation.
16. Please clarify in the Participant Information Sheet that although participants can withdraw, once they have had the procedure this cannot be undone.  
17. Please state in the Participant Information Sheet that de-identified scans will be sent to the study sponsor. 

Decision 

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

· Please provide confirmation of suitable insurance arrangements. 
· 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 Christine Crooks and Dr Brian Fergus. 
 

	 4  
	Ethics ref:  
	17/NTA/233 

	 
	Title: 
	PIPPA Tamariki 

	 
	Principal Investigator: 
	Dr Stuart Dalziel 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	09 November 2017 


 
Dr Stuart Dalziel 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. A major asthma study seeking to understand why New Zealand has such a high rate of asthma.
2. Randomising 3922 children in NZ, over 3 sites, to receive either paracetamol or ibuprofen for pain from age 1 month to 1 year, then followed up to year 6

Summary of ethical issues (resolved)

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

3. The Committee questioned the reasons for age 6 to be used for follow up. The Researcher explained that there are difficulties diagnosing asthma before age 6. 
4. The Committee discussed and approved the data safety monitoring committee. 
5. The Committee discussed the risks of ibuprofen and paracetamol, noting that these are both already commonly used in children and the study is unlikely to increase the risks. 
6. The Committee questioned how the indicators for giving medication will be recorded. The Researcher explained that it would be a mixture of self-reporting and lab and health data from when the children attend doctor or hospital visits. 
7. The Committee questioned whether GP records will be accessed. The Researcher explained that this would be cost-prohibitive. 
8. The Committee considered whether other children in the family should be considered participants as data is being collected about them and they are being prescribed the study medication also. The Researcher explained that the primary reason for prescribing the study medication to the other children in the family is to make it easier for the parents to ensure the participant child gets the correct medication. The primary reason for collecting any information about the other children is to ensure correct prescriptions are given for them, and to get some basic data on serious infections. The Researcher confirmed that this is fully optional and parents may decide to not include older children in the study. 
9. The Committee questioned whether the researchers feel they will be able to meet their recruitment targets, including both the number of participants and the number of Māori participants required. The Researcher explained that in their experience from other studies they will be able to meet the targets. 
10. The Committee asked about possible concerns from parents being unblinded in the study. The Researcher explained that although this is a concern it is not possible to blind the medications have a different weight based dosing ratio and different timing between dosing. The Researcher further identified that they have other measures to help avoid the impact of the parent’s bias, such as hospital admission and use of asthma medication. 
11. The Committee discussed the follow up frequency. The Researcher justified this in relation to burden for parents.
12. The Committee questioned the intended data storage for the study. The Committee noted that if data is to be used after participants turn 16 it should be carefully considered whether their consent must be obtained. If this is intended please submit an amendment detailing the protocol for this. The Committee noted that it is suitable to continue storing participant’s data until they turn 28. 
13. The Committee stated that the researchers cannot indefinitely collect information on participants. This application will cover collecting information on participants (whose parents have consented to their participation) until the participant is 6 years old, if it is later intended to collect further information please submit an amendment regarding this. 
14. The Committee questioned the requirement to collect information on people who are not participants in this study, such as other family members. The Researcher explained that they are not collecting identifiable information on them, rather this is basic information supplied by the parents. 

Summary of ethical issues (outstanding)

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

15. The Committee requested further justification for the use of Before School Check data as the Committee believe that the example data that was used as justification for obtaining this information is not contained in the Before School Check data. 

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

16. Please add a separate Participant Information Sheet and Consent Form for parents to sign regarding the optional inclusion of their other children in the study. This will help ensure it is clear for parents what aspects of the study are mandatory and which are optional, and clearly state the reasons for wanting to include the older children. 
17. Please clarify in the Participant Information Sheet that information on the children will only be collected until the participant is 6 years old. 
18. Please add a separate consent form for consent for contacting participants’ parents for future research. 
19. Please state in the Participant Information Sheet that questions will be asked about their lifestyle choices and living conditions. 

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).
· Please respond to the outstanding ethical concern detailed above

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

	 5  
	Ethics ref:  
	17/NTA/234 

	 
	Title: 
	Diagnostic accuracy of 10/66 dementia assessment in Māori elders (Kaumātua) 

	 
	Principal Investigator: 
	Dr Margaret Dudley 

	 
	Sponsor: 
	The University of Auckland 

	 
	Clock Start Date: 
	09 November 2017 


 
Dr Margaret Dudley and Dr Sarah Cullum 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. This study seeks to validate a dementia diagnostic tool for research in Māori. 

Summary of ethical issues (resolved)

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

2. The Committee questioned whether this tool could be used to give a clinical diagnosis. The Researcher explained that this is not the purpose, it is a tool for research diagnosis and is being tested against the gold standard clinical diagnosis tool. 
3. The Committee questioned whether any results would be fed back to participant’s carers or clinicians. The Researcher explained that if the participants score below the cut point of the cognitive test their GP will be informed. 
4. The Committee questioned and the Researcher explained how capacity to consent will be determined. 
5. The Committee questioned how many participants may be unable to provide informed consent and whether the study would be possible with excluding these participants. The Researcher explained that they expect about 25% of potential participants to be unable to provide informed consent, and explained that excluding these participants would significantly limit their study results. 
6. The Committee discussed the role of participants’ family members in the study. The Researcher explained that they will discuss the family members’ views, and also a carer’s involvement is an important part of the use of the tool. 

Summary of ethical issues (outstanding)

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

7. The Committee requested confirmation of the age range of inclusion criteria for the study. Justice requires that, within a population, there is a fair distribution of the benefits and burdens of participation in a study, and for any participant, a balance of burdens and benefits. Accordingly, an investigator must not discriminate in the selection and recruitment of participants by including or excluding them on the grounds of ethnicity, age, sex, disability or religious or spiritual beliefs, except when such exclusion or inclusion is essential to the purpose of the study (Ethical Guidelines for Observational Studies paragraph 4.7-4.8). 
8. The Committee requested clarification on the de-identification of data in the study. 
9. The Committee explained that there are difficulties in conducting studies in New Zealand with participants unable to provide informed consent. The Committee stated that they are satisfied that the ethical risks of the study are minimal, however, there are legal constraints that must be met for the inclusion of participants unable to consent to be approved. The Committee noted that it is the responsibility of the researcher and the sponsor to ensure that the study is legal and that to approve a study HDECs must be satisfied that any research is consistent with New Zealand law (HDEC Standard Operating Procedures paragraphs 15—18).
10. The Committee referenced Section 10 the Bill of Rights Act 1990 that states that people have the right not to be subjected to medical or scientific experimentation without that person's consent. Research involving participants who are not competent to consent can be undertaken in accordance with Right 7 (4) of the the Code of Health and Disability Services Consumers’ Rights. In addition to requirements regarding ascertaining the views of the consumer and other suitable persons, 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, or potential benefit, to the participant beyond what they would receive if they were not participating in the research.
11. The Committee explained that they are not convinced, at this stage, that the inclusion of participants unable to provide informed consent is consistent with New Zealand law for this study. Because of this, the Committee cannot approve the inclusion of these participants in this study. The Committee welcomed the Researchers to seek their own legal advice regarding the legality of including these participants and to submit an amendment for HDEC review if they wish to justify the legality of this inclusion. 
12. Please adjust the study protocol to reflect that only participants able to provide their own informed consent will be included in the study. Investigators should obtain the prior informed consent of study participants (Ethical Guidelines for Observational Studies paragraph 6.10). 

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

13. Please add a further information on risks to the Participant Information Sheet, for example the risk of identifying limited cognitive functioning and that this will be referred to the GP if identified. 
14. Please clarify in the Participant Information Sheet what will happen if suicidal ideation is identified. The Committee noted that if these participants will be excluded from the study this must also be justified. 
15. The Committee requested the compensation wording is added for completeness, they suggested the following statement: “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 respond to the outstanding ethical concerns detailed above. 
· Please amend the information sheet and consent forms, taking into account the suggestions made by the committee (Ethical Guidelines for Observational Studies para 6.10) 

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

 
	6  
	Ethics ref:  
	17/NTA/226 

	 
	Title: 
	Modelling LTQS using iPSCMs - NZ 

	 
	Principal Investigator: 
	Dr Jon Skinner 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	09 November 2017 



Dr Annika Winbo and Dr Jon Skinner 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. Taking blood samples form Long QT Syndrome sufferers, to generate pluripotent stem cell lines
2. These stem cells lines will then be used to better understand the underlying cellular paths for this disease

Summary of ethical issues (resolved)

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

3. The Researcher explained that part of this study involves identifying and recruiting specific participants due to their unique genetic mutation. 
4. The Committee questioned how participants for this study will be identified and recruited. The Researcher explained that they have a National Registry that includes patients who have consented (or had their parents consented for them) to be contacted for research in this condition. The Researchers explained that patients with this condition, and their families, are extremely motivated to participate in research on this condition and they are confident that the participants will be happy to be approached about this study. 
5. The Committee questioned whether the study results will be generalizable or if they will only apply to the specific participant, due to their unique genetic mutation. The Researcher explained their expectation that the results will be useful for many people with this condition, however this will depend on exactly their study results. 
6. The Committee questioned how confidentiality will be protected. The Researcher explained their process to limit access to both tissue and data in the study. 
7. The Committee questioned whether study data will be put in to the registry. The Researcher explained that they will give relevant data to patients and this will cause it to be logged in the registry. 
8. The Committee questioned whether participants would have the option of participating in the study but not receiving individual results. The Researcher confirmed that this is optional. 
9. The Committee questioned whether participants would be recruited by their treating clinician. The Researcher confirmed that to minimise conflicts of interest the treating clinician would not recruit their own patients. 
10. The Committee questioned whether this study counts as Future Unspecified Use of Tissue. The Researcher confirmed that the tissue would only be used for this study and any further use of the tissue would require ethical approval. 
11. The Committee questioned if it would be possible to get clinically relevant genetic findings in control participants. The Researcher explained that they are not doing any genetic testing of control participants. 
12. The Committee questioned how long the cell lines would be stored for. The Researcher explained that the current application is to store the cell lines for 10 years. The Committee noted that participants who did not initially provide their own consent, as they were children, would need to re-consent to the ongoing use and storage of their cell lines once they turned 16. The Researcher explained that they have a process for this and consent these participants again with the adult consent form. 

Summary of ethical issues (outstanding)

The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
 
13. Please clarify in the Participant Information Sheet what data can be included in the participant’s clinical records, and whether this is optional.
14. The Committee noted that they felt it was unclear in the Participant Information Sheet what was happening in the study, when it would happen, and how the whole process would work. Please revise the Participant Information Sheet to make this clearer for participants. 
15. Please clarify in the Participant Information Sheet that there are these 3 components of the study. 1) generate cells, 2) can we use them for X, 3) possibly use the stem cells for other research and maybe get personalised treatment options for participants. 
16. Please clarify the details regarding return of results to the study protocol and Participant Information Sheet. 
17. The Committee requested the compensation wording is updated for accuracy, they suggested the following statement: “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.”
18. Clarify in the Participant Information Sheet exactly what the study procedures are. 
19. Please clarify in the Participant Information Sheet that tissue samples collected will only be used in this study. 
20. Please provide a separate Participant Information Sheet for control participants as their participation is different to patient participants. 

Decision 

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

· Please amend the information sheet and consent forms, taking into account the suggestions made by the committee (Ethical Guidelines for Observational Studies para 6.10) 

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

	 7  
	Ethics ref:  
	17/NTA/238 

	 
	Title: 
	PATINA (AFT-38 / ANZ 1701) 

	 
	Principal Investigator: 
	Dr David  Porter 

	 
	Sponsor: 
	Alliance Foundation Trials 

	 
	Clock Start Date: 
	09 November 2017 


 
Dr David Porter and a co-investigator were present by teleconference for discussion of this application.

Potential conflicts of interest

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

Dr Christine Crooks declared a potential conflicts of interest related to this application, the Committee agreed to allow her to fully participate in the consideration of this application. 

Summary of Study

1. A metastatic breast cancer trial for women diagnosed with hormone receptor positive (HR+), human epidermal growth factor receptor 2 (HER2+, metastatic breast cancer.
2. Globally 496 participants, in NZ 4 participants.

Summary of ethical issues (resolved)

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

3. The Committee questioned whether participants would be reimbursed for travel costs associated with the study. The Researcher explained that they will not ad the study doesn’t involve additional visits above standard care so travel costs will not be increased by study participation. 
4. The Committee noted that although suitable insurance certificates are not required for this study the one provided would not be acceptable. Please ensure that future studies requiring insurance have more suitable arrangements. 

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 questioned the plans to store tissue following the study, and whether the study drug manufacturer will have access to the stored tissue. The Researcher explained that the tissue will be stored overseas and they are not certain of the specific management plans for the tissue and who will have ongoing access to it. The Committee requested confirmation of what will happen to tissue throughout the study. The Committee noted that if the study involves Future Unspecified Use of Tissue then the information sheet and consent form for this needs to be separate. 
6. The Committee requested details regarding the drug manufacturers’ access to study data and involvement in the study. 
7. The Committee questioned if genetic testing is a mandatory part of study participation. The Researcher explained the reasons this testing is mandatory. The Committee noted that the return of genetic results should be optional, and if genetic results may be returned that genetic counselling should be offered to participants. Please clarify the arrangements for this in the study. 

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

8. The Committee requested that the Participant Information Sheet is revised to improve readability for lay participants. 
9. Please make it clearer on the withdrawal of participation form that participants do not need to complete this form and can withdraw verbally.
10. Please move everything regarding Future Unspecified Use of Tissue from the main Participant Information Sheet to the separate Future Unspecified Use of Tissue Participant Information Sheet. 
11. Please revise the optional Participant Information Sheet to be stand-alone information sheet and not refer to the main Participant Information Sheet. 
12. The Future Unspecified Use of Tissue Participant Information Sheet talks about continuing to collect information on participants. Please clarify what this means and clarify why this is required for Future Unspecified Use of Tissue and specify that only data related to this study will be collected.  
13. The options in Future Unspecified Use of Tissue Participant Information Sheet are very confusing. Please revise these to clarify whether the researchers intend to use leftover tissue collected from both mandatory and optional samples for Future Unspecified Use of Tissue. 
14. Please clarify where data and tissue will be stored, and that it will be returned or destroyed after the study, if participants do not agree to Future Unspecified Use of Tissue. 
15. Please ensure all Participant Information Sheets and Consent Forms are accurate and consistent when referring to ‘tissue’ or ‘blood’. 
16. Please clarify what tissue collection is mandatory and which is optional. 
17. Clarify in the Future Unspecified Use of Tissue Participant Information Sheet that no New Zealand ethical approval will be obtained for future use of stored tissue. 
18. The Participant Information Sheet is very long, please put the study visits and treatments in to a table. 

Decision 

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

· Please respond to the outstanding ethical concerns detailed above. 
· 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 Toni Millar and Dr Kate Parker.  

	 8  
	Ethics ref:  
	17/NTA/239 

	 
	Title: 
	Nourish to Flourish 

	 
	Principal Investigator: 
	Associate Professor Clare Wall 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	09 November 2017 


 
Ms Clare Wall 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.

Dr Christine Crooks declared a potential conflicts of interest related to this application, the Committee agreed to allow her to fully participate in the consideration of this application. 

Summary of Study

1. This feasibility study will precede a RCT that aims to test an infant food to support health claims about the product.  
2. Most participants will receive a powdered kumara product, while some control infants will be given a known probiotic. 

Summary of ethical issues (resolved)

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

3. The Committee discussed the development of the product. The Researcher explained what lead to the product being developed and why kumara was chosen over other possible foods. 
4. The Committee discussed the proposed recruitment method and asked whether advertising through Facebook introduced bias to the study. The Researcher explained that in their experience when recruiting through social media they get quite a range of participants. 
5. The Committee questioned whether it was realistic to expect patents to wait until the baby is 6 months old before introducing solid food. The Researcher explained that this is part of the feasibility study, but parents will not be removed from the study if they start feeding early, unless they start feeding before their baby is 4 months old.  

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 requested a copy of the study advertising. 

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

7. Clarify in Participant Information Sheet what the product is and what participants are meant to do with it. 
8. Please clarify in the Participant Information Sheet that some participants will receive a probiotic. 
9. Please clarify in the Participant Information Sheet that some infants will not get the kumara product. 
10. Please add information on the study inclusion criteria to the Participant Information Sheet. 
11. Please clarify in the Participant Information Sheet when parents can start their infants on solids. 
12. Please clarify in the Participant Information Sheet how the product was developed and that it is believed to be safe to give infants. 
13. Please do not refer to the study product as a ‘dietary intervention’ in the Participant Information Sheet, simply calling it the ‘kumara powder’ will be easier for participants to understand. 
14. The Committee requested the compensation wording is added for completeness, they suggested the following statement: “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.”
15. Please clarify in the Participant Information Sheet that travel expenses will be covered. 
16. Clarify in the Participant Information Sheet that you will give parents a freezer bag for the stool samples. 
17. Please add Māori cultural support contact details to the Participant Information Sheet. 
18. Please add a separate section to the Participant Information Sheet for the mother to consent to her breast milk being collected and used. 
19. Please clarify the reasons for study tests in the Participant Information Sheet. 
20. Please clarify in the Participant Information Sheet what aspects of the study are mandatory. 
21. Please clarify in the Participant Information Sheet that participants’ GP and hospital data will be collected and the reasons for this. 
22. Please state in the Participant Information Sheet that although there are no expected risks from the study this is possible. 
23. Please clarify in the Participant Information Sheet how long study participation is for. 
24. 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) please state.
25. Please clarify in the Participant Information Sheet how long study data will be stored for. 
26. Please revise the Participant Information Sheet to remove all typographical errors. 
27. Please remove the yes/no columns from the Consent Form for all statements that are not truly optional, meaning that a participant could respond ‘no’ and still participate in the study. 

Decision 

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

· Please respond to the outstanding ethical concerns detailed above.
· 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 Karen Bartholomew and Dr Brian Fergus.  

	 9  
	Ethics ref:  
	17/NTA/241 

	 
	Title: 
	(duplicate) Ileostomy and Fistula Re-Infusion 

	 
	Principal Investigator: 
	Dr Greg O'Grady 

	 
	Sponsor: 
	The University of Auckland 

	 
	Clock Start Date: 
	09 November 2017 

	
	
	CLOSED


 
Dr Celia Keane was present by teleconference for discussion of this application.

Potential conflicts of interest

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

Dr Kate Parker declared a conflict of interest related to this application and the Committee agreed she would not participate in the discussion or decision making for this application. 

Decision 

This application was provisionally approved by consensus.


[bookmark: _GoBack]Substantial amendments

	1  
	Ethics ref:  
	15/NTA/25/AM02 

	 
	Title: 
	Observational study of microangiopathy 

	 
	Principal Investigator: 
	Dr Mark Smith 

	 
	Sponsor: 
	Dr Mark Smith 

	 
	Clock Start Date: 
	30 October 2017 


 
Dr Mark Smith 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 Amendment

1. This amendment seeks to allow the recruitment of children to the existing APMAT biobank in Australia
2. Microangiopathic Thrombocytopenia (MAT) is as serious but rare disease.  

Summary of ethical issues (resolved)

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

3. The Committee noted that this amendment involves adding children to a study currently only recruiting adults. 
4. The Committee questioned whether the study would involve tissue banking of children’s tissue. The Researcher explained that the participant’s parents could consent to just the base condition testing, or optionally also consent for other studies on this condition, or provide consent for Future Unspecified Use of Tissue including research on any conditions. 
5. The Committee questioned the age of the children who may be recruited. The Researcher explained that they could be infants or older. 
6. The Committee noted that some child participants would need to provide their own informed consent, and that children who turned 16 during the study would need to be re-consented if they did not originally provide their own informed consent. 
7. The Committee questioned if there was a time limit for how long samples would be stored for. The Researcher indicated that they weren’t aware of any time limit. 
8. The Committee requested confirmation of the genetic counselling arrangements for participants, including how this would be funded. The Researcher explained that it would be funded through the public health system as even if the results came from study participation the implications of these could be covered by the public system. 



Summary of ethical issues (outstanding)

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

9. The Committee questioned the justification for including children in this study, noting their discomfort with approving tissue banking of children’s tissue as this does not usually sufficiently justify the including of this vulnerable group. The Researcher explained that the reasons for including children are that the tissue needs to be collected when the condition is occurring, and it is possible that the child may only have one occurrence and never have a recurrence so there may not be a later opportunity to collect tissue from that person after they become an adult. The Committee accepted this may be sufficient justification for collecting tissue for the study from children, with their parents’ permission.
10. Please provide further written justification for the inclusion of children in the study, taking in to account Appendix 2 of the Ethical Guidelines for Intervention Studies. 
11. The Committee stated that they did not feel this would justify collecting tissue from children for general Future Unspecified Use of Tissue. Please revise the amendment to only include condition specific research for child participants. 

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

12. Please clarify in the Participant Information Sheet that participants can just give epidemiological data and not provide a tissue sample if they would prefer. 
13. Please revise the Participant Information Sheet to not imply indefinite storage, only 10 years. 
14. Please provide suitable information sheets and assent forms. This includes an information sheet and consent form for parents of participants unable to provide informed consent, an information sheet and consent form for participants able to provide their own informed consent (this includes all participants aged 16 years or older and may include some younger participants if they are deemed competent), an information sheet and assent form for children, and a very simple information sheet and assent form for young children that should very simply explain their participation in the study. Guidance on assent can be found at http://ethics.health.govt.nz/guidance-materials/assent-guidance.
15. Please clarify in the Participant Information Sheet whether individual (genetic) results may be returned to participants. 
16. The Committee noted that the Australian Participant Information Sheet format is not ideal and requested that this is revised to be more suitable for the New Zealand context. 

Decision 

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

· Please amend the information sheet and consent forms, taking into account the suggestions made by the committee (Ethical Guidelines for Observational Studies para 6.10) 
· Please provide further justification on the inclusion of children in this study. 
· Before undertaking research with children, the investigator must ensure that: 
· children will not be involved in research that might equally well be carried out with adults 
· the purpose of the research is to obtain knowledge relevant to the health needs of children 
· if a choice of age groups is possible, older children should be involved in preference to younger ones 
· the research is designed or supervised and carried out by people experienced in working with children 
· the number of children involved is limited to the number which is scientifically and clinically essential. (Ethical Guidelines for Intervention Studies appendix 2). 


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:
	12 December 2017, 01:00 PM

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



	The following members tendered apologies for this meeting.

· Dr Kate Parker

3. Problem with Last Minutes

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

The meeting closed at 6:00pm
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