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		Minutes





	Committee:
	Southern Health and Disability Ethics Committee

	Meeting date:
	12 September 2017

	Meeting venue:
	Sudima Hotel, Christchurch Airport, Upper Rakaia Room, 550 Memorial Drive, Christchurch



	Time
	Item of business

	11:30am
	Welcome

	11:35am
	Confirmation of minutes of meeting of 08 August 2017

	11:45am
	New applications (see over for details)

	
	 i 17/STH/164
  ii 17/STH/143
  iii 17/STH/147
  iv 17/STH/148
  v 17/STH/149
  vi 17/STH/166
  vii 17/STH/151
  viii 17/STH/154
  ix 17/STH/157
  x 17/STH/158
  xi 17/STH/165
  xii 17/STH/150

	4:50pm
	General business:
· Noting section of agenda

	5:00pm
	Meeting ends




	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

	Ms Raewyn Idoine 
	Lay (consumer/community perspectives) 
	27/10/2015 
	27/10/2018 
	Apologies 

	Dr Sarah Gunningham 
	Non-lay (intervention studies) 
	27/10/2015 
	27/10/2018 
	Apologies 

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

	Dr Mathew  Zacharias 
	Non-lay (health/disability service provision) 
	27/10/2015 
	27/10/2018 
	Present 

	Dr Devonie Waaka 
	Non-lay (intervention studies) 
	13/05/2016 
	13/05/2019 
	Present 

	Mrs Kate O'Connor 
	Ethical and Moral Reasoning (Lay)
	Co-opt NTB
	Co-opt NTB
	Present 

	Assc Prof Mira Harrison-Woolrych 
	Non-lay (intervention studies) 
	27/10/2015 
	27/10/2018 
	Present 

	Dr Fiona McCrimmon 
	Lay (the law) 
	27/10/2015 
	27/10/2018 
	Present 

	Ms Rochelle Style 
	Lay (ethical/moral reasoning) 
	Co-opt NTA
	Co-opt NTA
	Present 


 

Welcome

The Chair opened the meeting at 11:30am and welcomed Committee members, noting that apologies had been received from Ms Raewyn Idoine and Dr Sarah Gunningham.

The Committee 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 and Ms Rochelle Style confirmed their eligibility, and were co-opted as members of the Committee for the duration of the meeting.

The Committee noted that the Chair of the Committee has put in apologies for this meeting. The Committee voted in Mrs Kate O’Connor as the Chair for this 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 08 August 2017 were confirmed.


New applications 

	 1  
	Ethics ref:  
	17/STH/164 

	 
	Title: 
	Assessment of Smartinhaler™ technology in patients with acute severe asthma 

	 
	Principal Investigator: 
	Dr Jeffrey Garrett 

	 
	Sponsor: 
	Adherium NZ Ltd 

	 
	Clock Start Date: 
	31 August 2017 


 
Dr Jeffrey Garrett and Mrs Maggie Scott 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 Researcher explained that they are conducting this research as the financial and health costs associated with repeated hospitalisation from asthma may be able to be reduced if patient’s compliance with asthma medication is improved. 
2. The Researcher explained that an important part of this research is tracking compliance with prevention medication, as when asked directly patients will often not answer honestly. 

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 the Smartinhaler device is currently used in New Zealand. The Researcher explained that it is registered for use but is not currently used due to the cost involved in setting up the system. 
4. The Committee questioned the control group made up of patients who do not have access to a smart phone, noting that this may introduce a bias to the study results as it is not a true control. The Researcher explained that they do not intend that group to be a true control as this is not a randomised controlled trial, further they have another quasi-control group of patients who are admitted and discharged over the weekend. The Committee stated that it would be preferable to remove the control group of patients who do not have a smart phone from the study as this is unlikely to add to the results and more likely to confuse the results. The Committee stated that future applications must clearly detail the plans for any control groups and provide scientific justification for these. 
5. The Committee explained that although the Researcher has presented this study as an observational study this is an intervention study. In an observational study the researchers only collect information and do not control any variables, but in this study they are investigating the effect of providing the Smartinahler device on compliance with prevention medication and rates of hospital admission, making this an intervention rather than an observational study. The Committee noted that it may be an observational study in Australia where the Smartinhaler is part of standard care, but in New Zealand it is different as the Smartinhaler is not available as part of standard care and is only available to participants in the study. 
6. The Committee noted that the application indicates that data will be collected in an anonymous manner, however, this data must be identifiable to allow participants to be contacted. Please ensure that this is accurately reflected in future applications. 
7. The Committee questioned whether participants will be identifiable to the researchers. The Researcher explained that members of the research team would be in the clinic and would talk to participants about their experiences with the study app. 
8. The Committee questioned how potential conflicts of interest would be managed in this study, between the researcher’s role as the patient’s treating clinician and their role as the study researcher. The Researcher explained that the initial approach regarding the research would be made before potential participants attend the clinic where the researcher is a clinician. 

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 noted that as this is an intervention study that is being conducted primarily for the benefit of the manufacturer of the Smartinhaler device that participants will not be eligible for compensation from ACC. Consequently, the researchers and sponsor are responsible for providing at least ACC equivalent compensation, evidence of this must be provided to the HDECs in the form of suitable insurance and indemnity certificates (Ethical Guidelines for Intervention Studies paragraph 8.4-8.5). 
10. The Committee requested further information on the way the app works, including where the data collected by the app is held. 
11. The Committee requested further details of the data management plan for the study.
12. The Committee questioned the likelihood of incidental findings from the study and the process for managing these appropriately. 
13. The Committee noted that the application includes consent by legally authorised representatives, however this is not acceptable in New Zealand, unless the experiment is to save the participant’s life or prevent serious damage to that person’s health. This is not suitable in the context of this study and all participants must provide their own informed consent, please remove all reference to this from the application. 
14. The Committee noted that Māori consultation is required for this study and requested that the proposed details of this consultation are included with any resubmission. 
15. The scientific peer review provided with this application are unsuitable for this study and appear more suitable for an observational study. Please provide evidence of favourable independent peer review of the study protocol (Ethical Guidelines for Intervention Studies Appendix 1).

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

16. Please detail in the Participant Information Sheet what old records of participants may be accessed for study purposes. 
17. Please remove the interpreter box from the consent form and instead include a short statement indicating whether an interpreter is available on request. 
18. Please clarify in the Participant Information Sheet what tests and procedures are above standard of care. 
19. The Participant Information Sheet indicates that participants will be able to use blood test results to understand whether their asthma is under control. Please revise this phrasing as lay participants will not know how to understand blood test results. 
20. Please revise the Participant Information Sheet to indicate that study data is not anonymous.
21. The Participant Information Sheet indicates that spirometry will not cause discomfort, but the risk of light-headedness and dizziness should be noted. 
22. Please reduce the stated benefits in the Participant Information Sheet as this is not yet known and finding out the potential benefits of the study intervention is the purpose of the study. 
23. Please clarify what will happen to information already collected about participants if they are withdrawn or choose to withdraw from the study. 
24. Please clarify in the Participant Information Sheet how long study data will be stored for, the Committee noted that it may need to be for a minimum of 10 years in accordance with New Zealand law. 
25. 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 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 Intervention Studies paragraph 6.22).
· Please provide evidence of favourable independent peer review of the study protocol (Ethical Guidelines for Intervention Studies Appendix 1).
· Please provide evidence of suitable insurance and indemnity to provide at least ACC equivalent compensation for participants (Ethical Guidelines for Intervention Studies paragraph 8.4-8.5). 
· Please re-complete the application form indicating that this is an intervention study rather than an observational study, this will cause a number of different options to appear in the application form and allow an opportunity to provide more complete answers to all questions in the application form. 
· Please respond to the other outstanding ethical concerns detailed above. 

 

	 2  
	Ethics ref:  
	17/STH/143 

	 
	Title: 
	Evaluation of brain glutamatergic mechanisms in patients with treatment resistant anxiety 

	 
	Principal Investigator: 
	Associate Professor Bruce Russell 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	31 August 2017 


 
Associate Professor Bruce Russell and two co-investigators 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. This study investigates why and how ketamine works on the brain in patients with anxiety. 

Summary of ethical issues (resolved)

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

2. The Committee raised concerns about potentially vulnerable participants being recruited to the study, especially as patients with treatment-resistant anxiety may be desperate to access the study treatment. The Researcher explained that although these patients may be vulnerable they have careful recruitment and safety measures to account for this. 
3. The Committee questioned the recruitment method for the study. The Researchers stated that, as in previous studies, they would recruit new patients from local GPs and Mental Health Teams.  They also noted that they would know some potential participants from other studies. . 
4. The Committee raised concerns about the provision of ketamine for 3 months following the study, noting that this could be seen as an inducement for patients to get access to this drug, and could expose participants to additional risks. The Researcher explained that they have had previous studies approved with a similar provision, as they believe that continuing to offer this treatment to patients who respond to ketamine is important. The Committee noted that this should be considered a 3 month extension period, as it is still part of the study. The Researcher agreed that it is part of the study. 
5. The Committee questioned the discharge criteria for study participants from each administration of the study drug. The Researcher explained that they have a lot of experience providing the study drug and will carefully monitor participants before discharging them and ensure they have suitable transport home. 

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 questioned the safety of long term ketamine use, such as the potential for cognitive impairment or bladder dysfunction. The Researcher explained that they will monitor for side effects throughout the study, including the three month extension period, and have stopping rules in the protocol. The Committee requested that the management plan in the protocol is adjusted to include plans for managing adverse events of special interest. 
7. The Committee noted that the application indicates that advertising will be used to recruit participants, however the advertising has not been provided for the Committee. Please provide a copy of the advertising texts. 
8. The Committee questioned whether the data safety monitoring committee includes an external person. The Researcher stated that they have not, but this could be added. Please confirm who will be added to fill this role. Please provide further details of the Data Safety Monitoring plans (Ethical Guidelines for Intervention Studies para 6.50).
9. Please revise how the post-study group will be referred to in study documents, to reflect the Committee’s request that this is part of the study period.  The Committee suggested calling this the extension phase of the study or part 2 of the study. 
10. The Committee requested further information on the follow up plan for incidental findings from the study. 
11. Please confirm the details for long term follow up for participants.
12. Adequate criteria for discharge need to be produced, in a reproducible, tick box format, ensuring that the participant is ready for discharge, with complete recovery from the dissociative and hallucinating effects of ketamine and sedative effects of fentanyl. These criteria, including the requirement of the participants being escorted home by a responsible person, should be met each time the patient receives the drug(s). The Committee believe this is suitable because the safety of the participants should not be compromised. The Committee noted that every Day Surgery Unit in the country has well designed criteria for discharge, based on meeting these criteria and not based on an arbitrary time limit, thus individualising the process, and a similar criteria should be used for this study. 
13. Please provide details of regular surveillance for any addiction or other forms of cognitive impairment
14. Please provide details of regular monitoring for the known common side effect of severe cystitis, irritation of bladder
15. Please provide further information regarding what happens after participants have accessed the study drug for 3 months. The Committee noted that the DHB would not be held responsible for further management of the participants using an experimental therapy, but at present it is not clarified how the risk management is going to be addressed.

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

16. Please add a lay title to the Participant Information Sheet.
17. Please add information on reproductive risks and contraception requirements to the Participant Information Sheet. The Committee noted that a recently developed suggested wording for the contraception section of the Participant Information Sheet can be accessed by emailing the HDEC secretariat, this will soon be added to the HDEC website. 
18. Please clarify in the Participant Information Sheet what personal health information will be collected and where this information will be obtained from, such as from the participant themselves or their healthcare provider. 
19. Please provide more information on the risks of study medication in the Participant Information Sheet, especially possible longer-term effects for the extension phase of the study.
20. Please clarify in the Participant Information Sheet what kind of ‘imaging’ is being referred to, the terms ‘brain imaging’ or ‘brain scanning’ may be more useful. 
21. Please remove the promotional statements from the purpose of the study section as this currently overstates the benefits of ketamine. 
22. Please remove or explain all uses of jargon in the Participant Information Sheet. For example ‘the stop signal task’ or ‘CADSS scale’ should be explained   to participants when these terms are first used in the Participant Information Sheet. 
23. Please state in the Benefits section of the Participant Information Sheet that participants may receive no benefit from their participation. 

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 provide further details of the Data Safety Monitoring plans (Ethical Guidelines for Intervention Studies paragraph 6.50).
· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies paragraph 6.22).

This following information will be reviewed, and a final decision made on the application, by Assc Prof Mira Harrison-Woolrych and Dr Fiona McCrimmon.

	 3  
	Ethics ref:  
	17/STH/147 

	 
	Title: 
	The effects of non-invasive brain stimulation on motor re-learning in stroke. 

	 
	Principal Investigator: 
	Ms Nitika Kumari 

	 
	Sponsor: 
	Auckland University of Technology 

	 
	Clock Start Date: 
	31 August 2017 


 
Ms Nitika Kumari and Dr Nada Signal 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. This study follows a phase 1 study in healthy volunteers, the purpose of the study is to see if the study brain stimulation has an impact on motor learning following stroke. 

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 there are any risks to participants who are taking certain medications. The Researcher explained that they will screen all participants to ensure they can participate safely. 
3. The Committee questioned whether participants can continue to get treatment after the study if they experience a benefit. The Researcher stated that they cannot, but they will offer advice to participants regarding what other services are available in the area. 
4. The Committee questioned whether all participants will be able to provide informed consent. The Researcher confirmed that during screening the enrolling clinician will use their judgement ensure that all participants can provide informed consent. 
5. The Committee questioned how long the metallic taste is expected to last for. The Researcher clarified that it should last at most a few minutes after the stimulation. 
6. The Committee questioned what class of medical device this study investigates. The Researcher explained that the device is a low/medium risk device. 

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 further information is provided about the data management arrangements for the study. 
8. As question r.1.7 was answered ‘no’ incorrectly, the following relevant questions were not answered in the application form. Please respond to the following questions in a cover letter. 
· r.1.7. Will any participants seek or be given treatment by or at the direction of a registered health professional (as defined in the Accident Compensation Act 2001) as part of your intervention study?
· r.1.7.1. Will any of these participants have given written consent to participate?
· r.1.7.1.1. Does your intervention study involve trialling a medicine or item?
· r.1.7.1.2. … will your study be carried out principally for the benefit of the manufacturer or distributor of the medicine or item being trialled?
· Please briefly explain your answer(s) to questions r.1.7 above.
· If the answer to question r.1.7.1.1 is ‘yes’, Participants injured as a result of treatment given as part of your intervention study may not be eligible for publicly funded no-fault compensation from the Accident Compensation Corporation. Researchers and sponsors must ensure that they have arrangements in place to ensure that at least ACC equivalent compensation would be available in case of such injury.
In the event of injury to a participant in your intervention study, will compensation potentially be available for all of the entitlements, which would be available through ACC?

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

9. The Participant Information Sheet is not very lay friendly, please revise this to better explain the phases of the study and how long each aspect is expected to take.
10. Please include a picture of the machines that will be used in the study in the Participant Information Sheet. 
11. Please explain what randomisation means in the Participant Information Sheet. 
12. Please explain in the Participant Information Sheet that participants may get the sham stimulation. 
13. Please remove information in the Participant Information Sheet about receiving benefits from the study intervention, this is not the purpose of the study. The Participant Information Sheet may explain that participants might get a benefit from the increased walking during their study participation. 
14. Please add Māori cultural support contact numbers to the Participant Information Sheet. 
15. Please remove the yes/no tick boxes 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. 
16. Please remove the statement from Consent Form about ‘I do not have any other neurological conditions…’, no inclusion and exclusion criteria statements should be in the Consent Form. 
17. Please clarify in the study advertisement that not all participants will get brain stimulation and clarify that the study is only looking at motor learning. 
18. The Committee noted that it is currently optional for participant’s GPs to be informed of the participant’s enrolment in the study, however, the Committee felt that it would be more suitable for this to be a mandatory part of study participation. Please amend the Participant Information Sheet to reflect that this is required. 
19. Please add to the Participant Information Sheet that the study device is approved for other uses in stroke patients. 
20. Please replace the term ‘chronic’ in the Participant Information Sheet to another term as participants are likely to misunderstand this term.
21. Please add fatigue and tiredness as risks in the Participant Information Sheet. 
22. Please clarify in the Participant Information Sheet whether participants may receive individual results. 

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 paragraph 6.22).
· Please respond to the outstanding ethical concerns detailed above in a covering letter. 

This following information will be reviewed, and a final decision made on the application, by the secretariat. 

	 4  
	Ethics ref:  
	17/STH/148 

	 
	Title: 
	167700-005CL OA monotherapy therapy study 

	 
	Principal Investigator: 
	Dr Paul Noonan 

	 
	Sponsor: 
	Pharmaceutical Solutions Ltd 

	 
	Clock Start Date: 
	31 August 2017 


 
Dr Joanna Joseph and Dr Dean Quinn 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. This study investigates a novel way of treating osteoarthritis pain. 

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 tramadol, the study control, is standard of care. The Researcher confirmed that it is, and the side effects are well known and will be managed carefully. 
3. The Committee questioned whether the requirement to eat 6-8 hours apart during the study is going to be difficult for participants and cause compliance issues. The Researcher explained their view that if the reasons for this are well explained they will not have an issue with compliance.
4. The Committee questioned what happens if a participant cannot handle tramadol. The Researcher explained that if participants in either arm are experiencing adverse side effects they may be withdrawn from the study, and screening should give an indication regarding whether participants can handle the study dose of tramadol. 
5. The Committee noted that the study involves some genetic testing that is directly related to the study and this is acceptable to be mandatory and included in the main Participant Information Sheet, however any other testing that is not directly related to the study must be separate from the main Participant Information Sheet and optional. 
6. The Committee questioned whether the study treatment might be available after the study to participants who responded well to it. The Researcher indicated that the sponsor had not indicated it would continue to be available. 

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 stated that as participants in this study cannot expect any direct benefit from study participation they should be offered compensation for their time and inconvenience above only travel costs. Please provide details of more suitable reimbursement arrangements for the study. 


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

8. Please clarify the two week period at the start of the study in the Participant Information Sheet. 
9. Please remove all references to Future Unspecified Use of Tissue from the main Participant Information Sheet and put these in a separate Participant Information Sheet following the HDEC template for this form. 
10. 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.”
11. Please clarify in the Participant Information Sheet that HIV and hepatitis will be screened for. 
12. Please clearly explain in the Participant Information Sheet the immunosuppression risk. 
13. Please more clearly explain in the Participant Information Sheet what participants in the study need to do, it may be suitable to display this as a bullet pointed list. 
14. Please reformat the Participant Information Sheet to improve readability. 
15. Please bullet point the list of adverse events in the Participant Information Sheet.
16. Please clarify in the Participant Information Sheet the options for participants to withdraw data and samples from the study, for example whether they could withdraw data that has already been collected. 
17. Please clarify in the Participant Information Sheet what happens to data collected for the study during and after the study. Please ensure it is clear whether the data will go to a databank and whether it could be used for other research after the study. 
18. Please revise the Participant Information Sheet to make it mandatory for participants’ GPs to be notified of their study participation. 
19. Please clarify in the Participant Information Sheet that study data will be stored for at least 10 years, as per New Zealand law. 

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 paragraph 6.22).
· Please provide more details of suitable reimbursement arrangements for study participants (Ethical Guidelines for Intervention Studies paragraph 6.32-6.37).

This following information will be reviewed, and a final decision made on the application, by Dr Mathew Zacharias and Mrs Kate O'Connor.


	 5  
	Ethics ref:  
	17/STH/149 

	 
	Title: 
	A study of Pembrolizumab Versus Brentixumab Vedotin in Relapsed or Refractory Classical Hodgkin Lymphoma patients. 

	 
	Principal Investigator: 
	Dr Leanne  Berkahn 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	31 August 2017 


 
Dr Leanne Berkahn was present by teleconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of ethical issues (resolved)

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

1. The Committee noted that in the application form it was indicated that there are no ethical issues associated with the study, however this is incorrect. Please ensure future applications give more attention to the ethical issues associated with the study, for example the recruitment of patients with advanced cancer. 
2. The Committee noted that the question in the application form regarding how the potential conflict of interest of the researcher also being a treating clinician would be managed was not answered well. Please provide a better response in future applications.
3. The application indicates that if information is found out that may impact a participant’s desire to stay in the study they will only be informed of this once an updated information sheet is HDEC approved. The Committee noted that this may not be acceptable and some information may need to be communicated to participants before being ethically approved. The Researcher agreed and noted that this was an oversight in the application, urgent safety information will be communicated to participants before being HDEC approved as necessary. 
4. The Committee considered the data storage arrangements following the study and noted that as this was clear in the Participant Information Sheet that it is acceptable. 
5. The Committee noted that the study locality may require a study specific insurance certificate. 

Summary of ethical issues (outstanding)

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

6. The Committee questioned the mandatory exploratory biomarker testing and whole genome sequencing aspect of the study. The Committee noted that in New Zealand the HDECs expect this kind of testing to be optional and the only mandatory tests should be those necessary for the primary purpose of the study. This kind of Future Unspecified Use of Tissue should be optional and a separate Participant Information Sheet and Consent Form provided for this optional aspect of the study. 
7. Please clarify in the Participant Information Sheet whether the study drug or control drug are approved, available, and funded for patients in New Zealand. 
8. Please add a lay title to the Participant Information Sheet. 
9. Please move the introductory paragraph about each drug from the risk section to the start of the Participant Information Sheet. 
10. Please make it clear in the Participant Information Sheet that the collection of ongoing information will not continue after a participant withdraws if they don’t want it to.
11. Please remove the statement that the study may be stopped in the commercial interest of the study sponsor from the Participant Information Sheet. 
12. The current Consent Form does not cover all the points that the Committee expect to be included in the Consent Form, please revise this in line with the HDEC template consent form. 
13. Please clarify in the Participant Information Sheet how data will be collected and what kind of information needs to be collected from the participant’s GP or any others who may provide data for the study. 
14. Please clarify in the Participant Information Sheet that study data that is shared with others will be deidentified. 
15. Please clarify in the Participant Information Sheet when already collected bone marrow biopsies could be used instead of collecting new samples. 

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 paragraph 6.22).

This following information will be reviewed, and a final decision made on the application, by Dr Devonie Waaka and Dr Fiona McCrimmon. 

	6
	Ethics ref:  
	17/STH/166 

	 
	Title: 
	Comparison of the blood levels of two forms of isotretinoin capsule in healthy male volunteers under fasting conditions. 

	 
	Principal Investigator: 
	Dr Noelyn  Hung 

	 
	Sponsor: 
	Douglas Pharmaceuticals America Ltd 

	 
	Clock Start Date: 
	31 August 2017 



 Dr Noelyn Hung, Dr Tak Hung, and Linda Folland were present by teleconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of ethical issues (resolved)

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

1. The Committee noted that this is a standard bioequivalence study for generic medicines and given the teratogenic risks of the study drug excluding women is acceptable. 
2. The Committee noted that stopping the study in the commercial interests of the study sponsor is not acceptable in New Zealand. The Researcher agreed that this is not intended. 
3. The Committee noted that participants should not be providing the names of other potential participants to the researchers. The Researcher agreed to remove this from study documents. 

Summary of ethical issues (outstanding)

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

4. The Committee requested confirmation from the study sponsor that their insurance is ACC equivalent. If cover under the Accident Compensation Act 2001 will be excluded for the intervention study, investigators and study sponsors have responsibilities to ensure alternative compensation cover for study participants to at least ACC-equivalent standard. This may include earnings-related compensation.  (Ethical Guidelines for Intervention Studies paragraph 8.4).
5. The Committee noted that there is a risk is of unintended pregnancies in the partners of men participating in this study.  The Committee considered that condom use alone was an insufficient measure to protect against this risk and that participants should be told to inform their sexual partners to also use a highly effective method of contraception. 

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

6. The Committee requested that the Reproductive Risks and contraception requirements in the Participant Information Sheet are tightened in line with the above advice. . The Committee noted that a suggested contraception section wording can be accessed by emailing the HDEC secretariat. 
7. Please remove the phrase ‘places are limited’ from the study advertising. 
8. Please clarify in the Participant Information Sheet what kinds of injury are covered by the sponsor’s compensation arrangements. 
9. Please delete the statement “If you have any friends that are interested in attending please also let us know that they will be attending” from the Participant Information Sheet. Potential participants should not be involved in contacting the researchers to inform them of further potential participants nor should they be involved in recruitment type activities.
10. Please clarify in the Participant Information Sheet whether study data will be sent overseas. 
11. Please clarify in the Participant Information Sheet if participants can receive any individual results, and offer the opportunity to receive a lay summary of the study results. 

Decision 

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

· Please provide more details of the compensation arrangements for the study (Ethical Guidelines for Intervention Studies paragraph 8.4).
· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies paragraph 6.22).

This following information will be reviewed, and a final decision made on the application, by Assc Prof Mira Harrison-Woolrych. 
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	Ethics ref:  
	17/STH/151 

	 
	Title: 
	A study of the trial asthma drug GDC-0214, in healthy participants and in adults with mild asthma. 

	 
	Principal Investigator: 
	Dr Chris Wynne 

	 
	Sponsor: 
	PPD 

	 
	Clock Start Date: 
	31 August 2017 


 
Dr Chris Wynne 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 Devonie Waaka declared a potential conflict of interest, and the Committee decided to allow her to remain in the room but not participate in the consideration of this study. 

Summary of Study

1. This is a first in human trial that initially involves healthy participants and then participants with mild asthma will be added once safety is determined.
2. The Committee commended the quality of the application. 

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 noted that they do not usually accept mandatory Future Unspecified Use of Tissue unless this is the primary purpose of the study. The Committee questioned the justification for this being mandatory for this study. The Researcher explained that it is noted in the protocol as important for drug development, although the protocol indicates that this may not apply at all sites depending on local approval requirements. 
4. The Researcher explained that they feel it would be different if study participants were patients who may receive a benefit from access to study medication and may feel pressured to accept Future Unspecified Use of Tissue in order to be in the study, but in this study participants are healthy volunteers. The Committee noted that patient participants may be more vulnerable to this than heathy volunteers but healthy volunteers may still feel pressured to accept Future Unspecified Use of Tissue in order to participate in the study. 
5. The Committee questioned how many participants would be expected to decline the Future Unspecified Use of Tissue aspect of a study if it is optional. The Researcher explained that it varies but it is approximately 50% of participants. 
6. The Committee appreciated the explanation of the reasons behind this testing being submitted as mandatory, however, they do not accept the justification and require that only samples necessary for the primary purpose of the study are mandatory, Future Unspecified Use of Tissue must be optional. The Committee explained that only tests necessary for the study should be required of participants, this is to reduce the burden of participation.
7. The Committee noted that cultural concerns may also mean that Māori are less likely to participate in a study with mandatory Future Unspecified Use of Tissue, and if possible steps should be taken to ensure Māori are equally able to participate in the study and cultural concerns are mitigated (Ethical Guidelines for Intervention Studies paragraph 4.7). 
8. Consent for Future Unspecified Use of Tissue should also be distinct from consent to collect the sample and distinct from consent to use the sample in specified research (Guidelines for the Use of Human Tissue for Future Unspecified Research Purposes paragraph 2). The HDECs interpret this to require a separate and optional Participant Information Sheet and Consent Form for Future Unspecified Use of Tissue.

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

9. Please provide a separate, optional, Future Unspecified Use of Tissue Participant Information Sheet and Consent Form or remove this aspect from the study.

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).
· Steps should be taken to ensure Māori are equally able to participate in the study and cultural concerns are mitigated (Ethical Guidelines for Intervention Studies paragraph 4.7).
· Consent for Future Unspecified Use of Tissue should also be distinct from consent to collect the sample and distinct from consent to use the sample in specified research (Guidelines for the Use of Human Tissue for Future Unspecified Research Purposes paragraph 2).

This following information will be reviewed, and a final decision made on the application, by Dr Nicola Swain and Mrs Kate O'Connor. 
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	Ethics ref:  
	17/STH/154 

	 
	Title: 
	Understanding human muscle cellular function 

	 
	Principal Investigator: 
	Dr. Troy Merry 

	 
	Sponsor: 
	The University of Auckland 

	 
	Clock Start Date: 
	31 August 2017 


 
Dr. Troy Merry 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.

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

Summary of ethical issues (resolved)

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

1. The Committee questioned the pain associated with muscle biopsies and whether this caused any issues with recruitment. The Researcher stated their view is that they are not very painful and it won’t cause issues for recruitment. 
2. The Committee questioned how long participants would have to consider participation after first receiving the Participant Information Sheet. The Researcher explained that the Participant Information Sheet would be sent to the potential participants after they discussed the research with a member of the research team, then they would also go through it again in person before obtaining informed consent. 
3. The Committee discussed the ethical issues associated with growing cell lines for this study, noting that as this is the primary purpose of the study and participants are fully informed that this is acceptable. 
4. The Committee questioned whether the cell lines could be grown indefinitely. The Researcher explained that they can only grow them a specific number of times and that their use is limited. 
5. The Committee questioned whether ownership of the cell lines would be transferred to the institution. The Researcher explained this would not be different to any other tissue donation and the tissue would still belong to the participant. 
6. The Committee questioned whether the cell lines could be commercialised. The Researcher confirmed that they could not. 
7. The Committee discussed whether ethnicity may be a variable for the study. 
8. The Committee questioned whether incidental findings may be reported back to participants. The Researcher confirmed that any potentially significant clinical findings would be reported back to the participants. 

Summary of ethical issues (outstanding)

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

9. Please clarify in the Participant Information Sheet what kind of analysis may be performed on participant’s tissue samples. 
10. Please clarify in the Participant Information Sheet what tissue may be sent overseas and whether this could be grown in to more cell lines and/or shared with other researcher groups.
11. Please clearly state in the Participant Information Sheet that participants may find muscle biopsies painful.
12. Please explain what creation of cell lines means in the Participant Information Sheet, the Committee noted that the following statement could be used as a guide: A cell line is made by taking a human body cell such as a blood cell or skin cell and changing some of its’ genetics in order to make the cell reproduce outside of the body. Because the cells in culture originate from a single cell, they are genetically uniform and share the genetic makeup of the person from whom the cell was obtained. 
13. Please revise the Participant Information Sheet to remove typographical errors. 
14. The advertisement currently states that the study offers a free fitness assessment, however this is misleading. Please specify in the advertisement that the study involves a muscle biopsy and genetic analysis. 

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 Devonie Waaka. 
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	Ethics ref:  
	17/STH/157 

	 
	Title: 
	Muscle characteristics in Cerebral Palsy 

	 
	Principal Investigator: 
	Mr Lukas Wiedemann 

	 
	Sponsor: 
	University of Auckland 

	 
	Clock Start Date: 
	31 August 2017 


 
Mr Lukas Wiedemann was present by teleconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of ethical issues (outstanding)

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

1. The Committee raised concerns with this application, noting that it appeared they were being asked to approve half a study. The Researcher explained that the other half of the study was approved by the University ethics committee. The Committee explained that they cannot review or approve half a study and as long as no aspect of the study has already begun they can consider the whole study, even if part of it has already been approved by another ethics committee. 
2. The Committee noted that because of the unusual review process the study is presented as a case control without any control participants. Instead, the aspect of the study the Committee has been asked to review is more like a descriptive study but the documents provided do not reflect this study design and are unsuitable. 
3. The Committee noted that the study protocol requires significantly more information on the following sections. 
· justification of study design including sample size / powering of study (include stats document here) 
· primary and secondary outcomes of interest 
· justification of the assessments selected 
· justification of eligibility criteria (age range etc) and inclusion of eligibility criteria for healthy controls 
· subject withdrawal and handling of data 
· data analysis / statistical analysis plan
4. The Committee stated that they required further evidence of the peer review process for this study as in this case a copy of a funding approval letter is not sufficient. Please provide evidence of favourable independent peer review of the study protocol (Ethical Guidelines for Intervention Studies Appendix 1).
5. The Committee questioned the answer in the application form indicating that ethical review is not required for the use of data without consent in this study. The Researcher explained this was incorrectly answered and there were mistakes in the application form. 
6. The Committee questioned what kind of locality the study will be conducted at. The Researcher stated that it will be at Auckland City Hospital. 
7. The Committee noted that the study design has not been described or justified in the application form as required. 
8. The Committee questioned how the study sample size was decided. The Researcher explained that a power test determined the sample size is sufficient. The Committee noted this kind of information needs to be included in the application form. 
9. The Committee questioned whether control participants will be age and sex matched to study participants. The Researcher confirmed they would be. The Committee explained that this must be detailed in the study protocol. 
10. The Committee questioned whether the healthy volunteers have been recruited yet. The Researcher explained that they will not be recruited until the patient participants are recruited. 
11. The Committee questioned how the risk of participants becoming frustrated or distressed from not being able to complete study tasks would be managed. The Researcher stated that this had not considered but intend to stop and work with participants if they become distressed. The Committee stated that their expectation is that a process for managing this potential distress is detailed in the protocol. 
12. The Committee considered the recruitment process for the study. 
13. The Committee questioned whether study data is being stored in an identifiable form and if participants can withdraw their data. The Researcher clarified that no link is retained and participants cannot withdraw their data. Please clarify this in the study documents and any future applications. 
14. The Committee noted that any identifiable study data should be stored for at least 10 years, for information collected from children this should be stored for 10 years after the child turns 16. 
15. The Committee noted that parents should not be signing the assent form. 
16. The Committee noted that any participants aged 16 or older, and any younger participants who are competent to provide informed consent, must provide their own informed consent. The Committee noted that a registered health practitioner should make a decision on whether participants under 16 are able to provide their own informed consent. 
17. The Committee questioned how it would be determined if children with cerebral palsy meet inclusion criteria, as this is not detailed in the study protocol. The Researcher explained that the clinical supervisor determines who meets the inclusion criteria. The Committee explained that this should be detailed in the study protocol. 
18. The Committee noted that the Royal Society may be useful to have more involvement in the study. 

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

19. 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.

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 paragraph 6.10) 

· The study design must minimise risk of harm (Ethical Guidelines for Observational Studies paragraph 5.5).

· Scientific inadequacies in a study proposal have ethical implications. The scientific quality of a proposal should be such that the proposal’s objectives can reasonably be expected to be achieved (Ethical Guidelines for Observational Studies paragraph 5.7). 

· All observational studies should be conducted according to written protocols that state the aims of the study, the data needed and how the data will be collected, used and protected (Ethical Guidelines for Observational Studies paragraph 5.11). 

· The protocol should include a statistical plan indicating the rationale for the number of participants involved (Ethical Guidelines for Observational Studies paragraph 5.12). 
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	Ethics ref:  
	17/STH/158 

	 
	Title: 
	Improving early access to lung cancer diagnosis for Maori and Rural Communities 

	 
	Principal Investigator: 
	Professor Ross Lawrenson 

	 
	Sponsor: 
	University of Waikato 

	 
	Clock Start Date: 
	31 August 2017 


 
Professor Ross Lawrenson and Charis Brown 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. This study intends to work with participants to develop a community engagement programme with the aim of improving early diagnosis for lung cancer in the region. 
2. The Committee noted that there is a strong justification for this study and the participant information sheets are well suited for their purpose. 
3. The Committee questioned what kind of intervention may be developed during the study. The Researcher explained it would likely be the kind of local campaigns they have trialled previously, but that they are not sure what kind of intervention may be developed. 

Summary of ethical issues (resolved)

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

4. The Committee questioned whether there are risks of participants being identified due to the small number of people who meet the inclusion criteria in the study region. The Researcher explained that they believe they have enough potential participants to protect participants’ confidentiality and that they also have experience from previous studies which will be applied to minimise these risks.
5. The Committee questioned how potentially distressed participants would be supported. The Researcher explained that they have good referral processes in place to offer psychological support, and the study funding can provide counselling if necessary and not available through other services, such as the Cancer Society.  
6. The Committee noted that at this stage of the project they cannot approve the intervention aspect of the study as it is not yet designed. The Committee noted that once this is designed and appropriate study documents developed that these must be submitted for HDEC review as an amendment to this study before being initiated. 

Summary of ethical issues (outstanding)

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

7. The Committee noted that the Participant Information Sheet suggests that the researchers are interested in what happened to participants when they first got diagnosed, however, they actually are interested in what happened before their diagnosis. Please revise the Participant Information Sheet to reflect this more accurately. 
8. Please clarify in the Participant Information Sheet that participants may be identified in the study results due to the nature of the population group, as only a small number of people meet the inclusion criteria. 
9. Please mention in the Participant Information Sheet that participation may be distressing and that referral services for support are available (provide details). 

Decision 

This application was approved by consensus, subject to the following non-standard conditions:
· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies paragraph 6.22). 
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	Ethics ref:  
	17/STH/165 

	 
	Title: 
	Pilot study to assess safety and efficacy of Lutetium-177 PSMA. 

	 
	Principal Investigator: 
	Dr Remy Lim 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	31 August 2017 


 
Dr Remy Lim 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 Researcher explained that this is essentially a feasibility study to determine whether appropriate facilities exist in their locality to provide the study treatment and be involved in future RCTs on this treatment. 

Summary of ethical issues (outstanding)

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

2. The Committee questioned how the participant experience of being shut in the treatment room will be measured and recorded. 
3. The Committee noted that the outcome measures for this study are unclear, and they requested further clarification on how the researchers will know if their study is successful. 
4. The Committee questioned the safety monitoring arrangements for this study as it is not being reviewed by SCOTT. 
5. The Committee stated that as the study is not being reviewed by SCOTT they require further evidence of the peer review process for this study. Please provide evidence of favourable independent peer review of the study protocol (Ethical Guidelines for Intervention Studies Appendix 1).

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

6. Please explain in the Participant Information Sheet how the radiation is excreted and if participants need to take special precautions, such as flushing the toilet twice and/or avoiding using composting toilets. 
7. Please re-write the Participant Information Sheet to clarify that this is an experimental project and participants cannot have ongoing access to the treatment. 
8. Please detail all tests required for the study, including scans, in the Participant Information Sheet. 
9. Please clarify the purpose of the study in the Participant Information Sheet. 

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 provide evidence of favourable independent peer review of the study protocol (Ethical Guidelines for Intervention Studies Appendix 1).
· Please respond to the outstanding ethical concerns detailed above. 

This following information will be reviewed, and a final decision made on the application, by Dr Nicola Swain and Dr Fiona McCrimmon.
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	Ethics ref:  
	17/STH/150 

	 
	Title: 
	Finch 4: Filgotinib in Participants with Rheumatoid Arthritis 

	 
	Principal Investigator: 
	Dr Daniel Ching 

	 
	Sponsor: 
	Gilead Sciences Pty Ltd 

	 
	Clock Start Date: 
	31 August 2017 



Dr Daniel Ching 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 long term extension study of earlier studies on the study drug as participants are responding well to this treatment. 

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 whether participants may receive incidental findings from the genetic analysis. The Researcher explained that this analysis is done on deidentified and delinked samples and individual results could not be returned. 

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 if a child was both with deformities due to the study drug that they will be covered by the sponsor’s insurance to at least an ACC equivalent level of compensation. If cover under the Accident Compensation Act 2001 will be excluded for the intervention study, investigators and study sponsors have responsibilities to ensure alternative compensation cover for study participants to at least ACC-equivalent standard. This may include earnings-related compensation.  (Ethical Guidelines for Intervention Studies paragraph 8.4)
4. The Committee requested a copy of the CI’s indemnity certificate as this was mistakenly left out of the application. 

The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
 
5. Please clarify the risks in the Participant Information Sheet as currently the study protocol indicates more serious risks than the Participant Information Sheet. 
6. Please clarify in the Participant Information Sheet who should treat adverse side effects experienced between study visits. 
7. Please revise the Consent Form in line with the HDEC template. 
8. The Committee noted that consent is required for the pregnancy follow up aspect of the study, please provide a suitable Participant Information Sheet. 
9. The Committee noted that if information is to be collected about any infants conceived by participants in the study, consent to collect and use this data must be obtained after the baby is born, please provide suitable forms for this if this collection is intended. 
10. The Committee requested that the contraception and reproductive risks section of the Participant Information Sheet is updated. They noted that a new suggested wording can be accessed by emailing the HDEC Secretariat. 
11. Please revise the Participant Information Sheet to indicate that withdrawal from the study does not need to be in writing. 
12. Please revise the Participant Information Sheet to indicate when data collection will cease, the Participant Information Sheet currently states that participants are authorising indefinite collection of information but the Committee requests that a time limit is placed on this. 
13. The Committee queried the lack of a Māori tissue statement in some of the Participant Information Sheets. 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.”
14. Please clarify in the Participant Information Sheet the expected rates of each side effect.
15. Please clarify how results may be returned to participants in the Participant Information Sheet. 

Decision 

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

· Please provide confirmation of the compensation arrangements for the study, and a copy of the CI’s indemnity certificate (Ethical Guidelines for Intervention Studies paragraph 8.4).
· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies paragraph 6.22).

This following information will be reviewed, and a final decision made on the application, by Dr Mathew Zacharias and Mrs Kate O'Connor. 


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:
	10 October 2017, 11:30 AM

	Meeting venue:
	Sudima Hotel, Christchurch Airport, 550 Memorial Drive, Christchurch



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.
[bookmark: _GoBack]
The meeting closed at 5:00pm.
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