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		Minutes





	Committee:
	Southern Health and Disability Ethics Committee

	Meeting date:
	08 December 2015

	Meeting venue:
	Sudima Hotel - Christchurch Airport



	Time
	Item of business

	12:00pm
	Welcome

	12:05pm
	Confirmation of minutes of meeting of 17 November 2015

	12:30pm
	New applications (see over for details)

	
	 i 15/STH/236
  ii 15/STH/219
  iii 15/STH/221
  iv 15/STH/222
  v 15/STH/226
  vi 15/STH/229
  vii 15/STH/230
  viii 15/STH/231
  ix 15/STH/232
  x 15/STH/233
  xi 15/STH/234

	4:00pm
	General business:
Noting section of agenda

	4:15pm
	Meeting ends




	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

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

	Mrs Angelika Frank-Alexander 
	Lay (consumer/community perspectives) 
	27/10/2015 
	27/10/2018 
	Apologies 

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

	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 
	Apologies 

	Dr Devonie Eglinton 
	Non-lay (intervention studies) 
	01/07/2013 
	01/07/2016 
	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 

	Mrs Maliaga Erick 
	Lay (consumer/community perspectives)
	Co-opt NTB
	Co-opt NTB
	Present 


 

Welcome

The Chair opened the meeting at 12:00pm and welcomed Committee members, noting that apologies had been received from Mrs Angelika Frank-Alexander and Dr Mathew Zacharias.

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 Maliaga Erick 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 November 2015 were confirmed.



New applications 


	 1  
	Ethics ref:  
	15/STH/236 

	 
	Title: 
	OptiMuM 

	 
	Principal Investigator: 
	Prof David Cameron-Smith  

	 
	Sponsor: 
	University of Auckland   

	 
	Clock Start Date: 
	19 November 2015 


 
Dr Cameron Mitchell 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. Age related muscle loss is a significant public health issue.
2. This study will investigate how protein intake relates to muscle strength.
3. It is hoped that a high protein diet will improve muscle function and strength in an elderly population. 
4. Participants in this study will be provided with all of the food they are required to eat for 7 weeks. 
5. Muscle tests will be conducted on participants at the beginning and end of the study to determine if the protein level of their diet had an impact on their muscle strength or function. 
6. The Committee note some typographical errors in the application and stated that this made it difficult to assess.

Summary of ethical issues (resolved)

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

7. The Committee questioned the statement in the application that Maori consultation is not required. The Committee noted that Maori consultation is required for this study as some of the participants would be Maori and tissue samples would be collected. The Researcher explained that they had done a number of similar studies and had Maori consultation for these studies. The Committee explained that it is important to have Maori consultation for each study.
8. The Committee questioned the statement in the application that nothing would be done under the direction of a health professional, however muscle biopsies would be done. The Researcher explained that the person doing the muscle biopsies was very experienced but that they were not a licenced medical professional. The Researcher explained that trial nurses and a doctor would be onsite to help if necessary. The Committee noted that from the application form it sounded like no medical professionals would be present or available, they requested that in future it is made clearer in future applications that there would be medical supervision.
9. The Committee questioned whether a sample menu could be provided for participants to give them a better understanding about what participation in the study involves. The Researcher explained that at this stage they do not know exactly what food will be provided to participants as they have not yet sourced a contract. The Researcher assured the committee that the diet will be extensively discussed with participants when they are recruited for the study. 
10. The Committee raised concerns regarding if food would also be available for the participants female partner. The Committee was concerned that the female partner’s health may decline if she was only cooking for herself, or that she may share the male participant’s food and cause problems for the study. The Researcher explained that currently they are unable to offer food for the participant’s partner. 
11. The Committee questioned why participants needed to be male. They noted that in the application it stated that female participants were excluded from the study as they were less likely to consent to a study involving muscle biopsies. The Researcher explained that this was part of the reason female participants were excluded from the study but that they were also excluded as post-menopausal women have a different protein response than men. The Committee noted that this was a fair justification for the exclusion of women from the study, however, they requested the justifications like this were included in future applications. 
12. The Committee questioned whether the study involved any future unspecified use of tissue. The Researcher explained that all samples should be used up during the study, and that any remaining samples would be destroyed. 
13. The Committee questioned the funding arrangements for the study. The Researcher explained that the study is funded by MBIE as the goal of the study is to boost the NZ economy and agricultural sector.
14. The Committee questioned how the researchers would ensure compliance with the study diet from participants as they may attend social events during the 7 week study period. The Researcher explained that in previous studies they found it essential to develop a good relationship with participants to ensure compliance with study diets and for participants to tell them if they strayed from the diet. 
15. The Committee questioned what kind of participants the researchers expected to recruit for the study. The Researcher explained that they usually recruited relatively healthy elderly men.

Summary of ethical issues (outstanding)

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

16. The Committee requested further information regarding how the study meals would be delivered. The Researcher explained that in previous studies they had delivered frozen meals weekly, however because this study lasts for 7 weeks they were looking into options for having fresh meals delivered daily. 
17. The Committee questioned how the potential vulnerabilities of the elderly population group are being managed.

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

18. In the Participant Information Sheet please ensure technical terms are explained in lay language the first time they are mentioned, the Committee noted that some terms were not explained until later in the document currently. 
19. The Committee questioned how many muscle biopsies would be performed on participants. The Researcher clarified that it was two. The Committee requested that the Participant Information Sheet is modified to reflect this more accurately. 
20. The Committee notes that the muscle biopsies are played down in the Participant Information Sheet and requested that a more accurate description of them is included as they are quite invasive. 
21. The Committee request that the sentence in the compensation section of the Participant Information Sheet regarding the participant’s family or whanau being responsible for helping the participant understand the study is inaccurate. The Committee requests that it is moved to a more appropriate location in the Participant Information Sheet, such as the front page, they also request that it is rephrased to be clear that participants are free to discuss the study with their family and whanau and it is the role of the study doctor to ensure they understand the study. 
22. Please ensure that appropriate contact numbers are included in the Participant Information Sheet, including the health and disability advocacy contact number and the Maori cultural support number. 
23. The Committee requests that the Participant Information Sheet is proof read to reduce spelling and grammatical errors. 
24. Please ensure that the Participant Information Sheet clearly explains how the muscle testing will be done.
25. The Committee noted that the terms used to describe the study diet are not consistent throughout the document. They request that the same term is used throughout the document to ensure clarity.

Decision 

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

26. Please amend the information sheet and consent forms, taking into account the suggestions made by the committee (Ethical Guidelines for Intervention Studies para 6.22) 
27. Please provide the committee with further information regarding the logistics of the food service, including how it will be delivered. 
28. Please update the committee regarding Māori consultation. 
29. Please provide the Committee with more information regarding the medical supervision available during the study. 
30. Please explain how the potential vulnerabilities of the elderly population group are being addressed.

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


 

	 2  
	Ethics ref:  
	15/STH/219 
	 

	 
	Title: 
	CTLA4-Ig (Abatacept) Prevention Trial 
	 

	 
	Principal Investigator: 
	Professor Russell  Scott 
	 

	 
	Sponsor: 
	Walter and Eliza Hall Institute of Medical Researc 
	 

	 
	Clock Start Date: 
	26 November 2015 
	 


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

Potential conflicts of interest

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

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

Summary of Study

1. This is an international multi-centre study with 4 participants in New Zealand.
2. This study will investigate whether the study drug can prevent Type 1 diabetes.

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 the study drug is not approved or marketed in New Zealand and that there have been safety concerns in the UK, including serious infections. 
4. The committee questioned whether the study drug is approved for use in Children as this study involves children as young as 7 years old. The Committee recognised that the study drug is not approved for this use in any population group and questioned why this study required children as participants if adults could also be used as participants.
5. The Committee questioned whether the New Zealand participants would include children.
6. The Committee noted that although it is important to avoid Type 1 Diabetes if possible, the study drug is not currently approved anywhere to treat or prevent Type 1 diabetes and the Committee questioned the rationale behind the study, especially the inclusion of children.
7. The Committee notes that all of the participants in the study will have markers indicating that they will develop Type 1 diabetes, however they question whether this means that all of the participants will develop Type 1 Diabetes if the study drug is not successful. 
8. The Committee noted that previous studies had found the study drug to be well tolerated, including in children when used to treat juvenile arthritis. 
9. If children are required to be participants in New Zealand please provide further justification as research should only be done with children if comparable research with adults could not answer the same question and the purpose of the research is to obtain knowledge relevant to the health needs of children. (Ethical Guidelines for Intervention Studies Appendix 2).

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

10. Please include in the Participant Information Sheet that the study drug is not licensed and explain any possible side effects, for example please include information regarding headaches as they appear to be one of the most common side effects in previous studies. 
11. Please include more information in the Participant Information Sheet about possible adverse events and the benefits and risks associated with the study.
12. The Committee questioned the Screening Participant Information Sheet, they stated that this is not common practice in New Zealand and that all information about the study should be included in the main Participant Information Sheet. 
13. If children must be included in the study, please clarify the re-consent process and provide an information sheet and consent form for participants who turn 16 during the study.
14. Please clarify in the Participant Information Sheet which country the study and the sponsor are based in. 
15. The Participant Information Sheet currently states that participants will need to pay the cost of their diabetes treatment, however they are pre-diabetic, please rephrase the Participant Information Sheet to reflect this.

Decision 

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

16. Please justify the study design, including using a drug that is not yet approved for treatment being tested for its prevention potential, and the inclusion of children when it is possible to test the study drug in adults.
17. The Committee noted that with the information they currently have been provided they cannot approve this study if any of the participants in New Zealand will be children. (Ethical Guidelines for Intervention Studies Appendix 2).
18. Please amend the information sheet and consent forms, taking into account the suggestions made by the committee (Ethical Guidelines for Intervention Studies para 6.22) 

This following information will be reviewed, and a final decision made on the application, by Assc Prof Mira Harrison-Woolrych and Ms Raewyn Idoine.


 

	 3  
	Ethics ref:  
	15/STH/221 
	 

	 
	Title: 
	L-Theanine and Cognition 
	 

	 
	Principal Investigator: 
	Dr Angela  Campbell 
	 

	 
	Sponsor: 
	Trinity Bioactives Ltd 
	 

	 
	Clock Start Date: 
	26 November 2015 
	 


 
Dr Paul Davis and Dr Angela Campbell 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 will investigate the effect of a component found in green tea on mental relaxation.
2. This component has previously been tested and for this application and shown good results. 
3. This study aims to investigate a specific formulation to determine whether it can achieve these same results. 
4. This study involves 20 participants, 10 control participants and 10 study participants. The Committee notes that this means that this is a pilot study.

Summary of ethical issues (resolved)

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

5. The Committee questioned why this study is being run as a parallel design single study rather than a larger study with crossover design. The Researcher explained that the study sponsor requested the study design. The Researcher explained that they will take a baseline reading from each participant and also a reading following the participant taking either the study drug or a placebo and that this will help to support the results. 
6. The Committee questioned how participants will be recruited for the study. The Researcher explained that they will be recruited from the hospital by advertising.
7. The Committee questioned the statement in the application that Maori consultation is not required for the study. The Researcher explained that this is an error in the application and the study has already gone through Maori consultation with Otago University. The Committee requested that in future the researchers are more careful when completing their applications. 
8. The Committee questioned the statement in the application that the results of the study will not be reported anywhere. The Researcher explained that this is a commercial study and results will only be submitted for publication if they are positive, however, the study is registered in a clinical trial registry and the results will be submitted there.
9. The Committee noted that statistically significant results are very unlikely to be obtained from such a small participant group. The Researcher explained that they are aware of this and reassured the Committee that the sponsor company cannot use the study results for promotional purposes without their approval.

Summary of ethical issues (outstanding)

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

10. The Committee questioned whether participants with abnormal EEG results will be excluded from the study. The Researcher confirmed they would be excluded. The Committee requested that this is carefully explained in the Participant Information Sheet to ensure that participants do not believe there is something wrong with them if they are excluded from the study. Please ensure this explanation includes details about how an abnormal result would be managed, such as their GP being notified.

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

11. Please rephrase the Participant Information Sheet to refer to the specific component, L-Theanine, rather than ‘the test product’ to improve clarity. 
12. Please rephrase the study title to reflect the nature of this study as a pilot study. 
13. The Participant Information Sheet currently states that participants’ mental ability will be tested, however, this is inaccurate and suggest that their intelligence is being tested. The Committee suggests that rephrasing it to the participant’s ‘anxiety levels’ would be more accurate.  
14. Please add a footer to the Participant Information Sheet with page and version numbers. 
15. Please bullet-point the side effects to improve clarity.
16. Please include some safety information in the Participant Information Sheet, currently it states that the product is completely safe however this is not the case for any product. 
17. Please explain in the Participant Information Sheet what an EEG is and what it means if an abnormal result is detected.
18. Please clarify that participants will be ‘reimbursed’ not ‘paid’ for their participation in the study, please also clarify that this will be in the form of a voucher. 
19. Please clarify how long study visits are in the Participant Information Sheet.
20. Please clarify that randomisation means that it will be decided by chance. 
21. Please provide a copy of the consent form as only the Participant Information Sheet was included in the application. 
22. Please clarify in the Participant Information Sheet what kinds of medications would exclude a participant from participating in the study. 
23. The Committee noted that study data must be kept for 10 years, please ensure this is stated in the Participant Information Sheet.
24. The Participant Information Sheet currently states ‘you have volunteered for this trial’ however, participants have not yet volunteered when they read the Participant Information Sheet. The Committee requests that this is rephrased for accuracy. 
25. The Participant Information Sheet currently states that participants were selected at random, however this is inaccurate, the Committee requests that this is rephrased. 
26. Please clarify what is meant by anxiety test to be clear that this is a math test.

Decision 

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

27. Please provide an updated insurance certificate.
28. Please amend the information sheet and consent forms, taking into account the suggestions made by the committee (Ethical Guidelines for Intervention Studies para 6.22) 
29. Please provide more information regarding how abnormal EEG results will be managed.

This following information will be reviewed, and a final decision made on the application, by Dr Nicola Swain and Ms Raewyn Idoine.
 

	 4  
	Ethics ref:  
	15/STH/222 
	 

	 
	Title: 
	Shoulder region surgical preparation and Propionobacterium acnes 
	 

	 
	Principal Investigator: 
	Mr Ilia Elkinson 
	 

	 
	Sponsor: 
	 
	 

	 
	Clock Start Date: 
	26 November 2015 
	 


 
Dr Alyse Cameron 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 study will investigate an alternative wash to use prior to shoulder surgery to reduce the bacteria in the area as an excess of bacteria in the region of surgery can contribute to an increased risk of infection.
2. The study will involve having participants prepare as if they were having shoulder surgery and then having one shoulder washed with the standard care wash and the other shoulder washed with study wash.
3. The Committee commended the high quality of the Peer Review.

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 the statement in the application that study had independent data safety monitoring as this seems excessive for this study. The Researcher confirmed that they do not have any formal data safety monitoring arrangements for this study but will be able to monitor it themselves due to the nature of the study. The Committee agreed that this was acceptable for this study. 
5. The Committee noted that the application stated that the study did not involve treatment by a medical professional, however this is inaccurate as the medical wash should be considered a treatment by a medical professional. 
6. The Committee noted that it would be possible for participants to have a serious adverse event or reaction to the study wash and that they may be eligible for ACC if this occurred. 
7. The Committee noted that the application stated that this is a therapeutic study, however as it is being conducted on healthy volunteers this is not accurate. 
8. The Committee questioned how participants would be recruited for the study. The Researcher explained that they would be advertising throughout the hospital. The Committee requested that potential participants are sent a Participant Information Sheet by email or post prior to the study visit. 
9. The Committee questioned the randomisation process for the study. The Researcher clarified that participants would be randomised in terms of which shoulder received each wash as this was recommended by a statistician to improve the statistical power of the study.

The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
10. Please proof read the Participant Information Sheet to reduce spelling and grammar errors. 
11. Please include the possible risks of the study, such as an adverse skin reaction, in the Participant Information Sheet, the Committee recommends listing these with bullet points. 
12. Please clarify in the Participant Information Sheet that there will be no direct benefit to participants in the study. 
13. Please rephrase the statement regarding the purpose of the study in the Participant Information Sheet to ensure it is in lay language. 
14. Please remove the yes/no tick boxes for everything that is not truly optional in the consent form. 
15. Please remove the lines from the consent form that are not directly relevant to the study. 
16. Please make it clearer in the Participant Information Sheet that participants will be required to get ready as if for surgery, including wearing a surgical gown.
17. Please clarify in the Participant Information Sheet that which shoulder receives each wash will be randomised.

Decision 

This application was approved by consensus with non-standard conditions. 

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

 

	 5  
	Ethics ref:  
	15/STH/226 
	 

	 
	Title: 
	RAIDER 
	 

	 
	Principal Investigator: 
	Dr Steve Williams 
	 

	 
	Sponsor: 
	TROG Calvary Mater Newcastle 
	 

	 
	Clock Start Date: 
	26 November 2015 
	 


 
Dr Steve Williams 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 Committee commended the high quality of the Participant Information Sheet.

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 participants would be reimbursed for their travel costs. The Researcher explained that participants would not be reimbursed as the study involves the same number of treatments that participants would be receiving if they were not in the study.
3. The Committee noted that the application states that there are no cultural issues relevant to this study. However, this study involves the use of tissue which is of specific importance to Maori. Please ensure future applications include a suitable explanation of the relevant cultural issues. 
4. The Committee questioned whether the study group with the higher risk of negative outcomes also have the best chance of benefit in this study. The Researcher explained that one of the study groups would receive focused radiation rather than receiving it to their whole bladder, it is hoped that this group will have overall better results but they may have a higher risk of side effects as the radiation will be concentrated on one spot. 
5. The Committee asked for clarification that if participants were not in the study they would receive whole bladder radiation. The Researcher confirmed this and explained that their more targeted technique was used for other cancers with good results. The Researcher explained that this technique is more invasive but also safer as radiation is given more directly and a higher dose can be used without increased toxicity and with less side effects.
6. The Committee questioned the recruitment process. The Researcher explained that patients who are not suitable for surgery are discussed and identified at a multidisciplinary meeting. These patients are then presented with the treatment options by their doctor, one of the options that will be discussed with them is being involved in this study. 
7. The Committee questioned whether someone other than the participants treating physician will obtain the informed consent. The Researcher explained that the treating physician will present the participant with all of the available options and they will then be able to go away and think about the options. On their return to the clinic a clinical trial nurse will be able to discuss the study with the participant if they are interested.

The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
8. 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.”
9. Please clarify that the number of participants in each group listed will be worldwide. 
10. Please clarify in the Participant Information Sheet whether Tissue will be sent overseas. 
11. Optional parts of the study, such as Future Unspecified use of Tissue, must have their own separate Participant Information Sheet and Consent Form. 
12. Please clarify that ‘your doctor’ means ‘your study doctor’ in the Participant Information Sheet as participants are likely to think this refers to their GP. 
13. The Committee noted that the risk of infertility is only listed in the Participant Information Sheet as a bullet point, however, this is clearly an important risk to clarify for participants. Consequently, the Committee suggests that a section is added to the Participant Information Sheet regarding the specific risks to women of reproductive age. 
14. Please ensure an appropriate ACC compensation statement is included in the Participant Information Sheet. 
15. The Committee questioned how many weeks the study treatment goes for. The Researcher explained that participants will receive treatment for between 4 and 7 weeks depending on their study sites. The Committee requests that this is clarified in the Participant Information Sheet, they suggest ‘every day for up to 7 weeks’ might help to reduce confusion. 
16. The Committee questioned whether there would be genetic testing for this study, currently the application form states that genetic tests will be conducted but this is not mentioned in the Participant Information Sheet. Please clarify this for the Committee and amend the Participant Information Sheet if necessary.

Decision 

This application was approved by consensus with non-standard conditions.

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

 

	 6  
	Ethics ref:  
	15/STH/229 

	 
	Title: 
	Maxi-IV PK Study (AFT-MXIV-06) 

	 
	Principal Investigator: 
	Dr.  Richard  Robson  

	 
	Sponsor: 
	AFT Pharmaceuticals Ltd.  

	 
	Clock Start Date: 
	26 November 2015 


 
Dr. Richard Robson was present in person for discussion of this application.

Potential conflicts of interest

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

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

Summary of Study

1. This study will investigate the bioequivalence of different formulations of paracetamol and ibuprofen combinations. 
2. Previous studies have shown similar results and this study will ensure the effectiveness of a new formulation. 
3. The Committee noted that this application was not up to the usual standard expected from CCST, especially the Participant Information Sheet. 
4. The Committee noted that the ethics application was poorly completed and some important questions were not answered relevantly.

Summary of ethical issues (resolved)

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

5. The Committee questioned the payment to participants as they noted that it seemed quite high. The Researcher explained that they used their standard calculation to determine the appropriate rate of compensation. The Researcher explained that the compensation may seem higher for this study as it requires participants to have 4 overnight stays on separate occasions, this will probably be one visit a week for 4 weeks. The Committee noted the potential for inducement but agreed with the researchers that the compensation amount seemed acceptable.

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

6. The Committee requested that the Participant Information Sheet is proof read to improve the spelling and grammar. 
7. The Committee noted that a similar previous study had a much better Participant Information Sheet and suggests that this is used as a template to improve the Participant Information Sheet for this study. 
8. Please ensure the names of drugs used in the Participant Information Sheet are the common New Zealand names rather than the American names. 
9. The first page of the Participant Information Sheet states that ‘this is a consent form’, however it is the Participant Information Sheet. Please rephrase or remove this. 
10. Please remove the tick marks from the Consent Form.
11. Please rephrase the section in the Participant Information Sheet regarding alcohol consumption as it currently states that participants must not drink more than 14 women and 21 men.
12. Please ensure that drugs are named throughout the Participant Information Sheet. 
13. The Committee noted that the Participant Information Sheet states the ‘most frequent’ risks, followed by ‘more common’ risks and this is unclear for participants regarding which side effects and risks are most common. 
14. Please clarify in the Participant Information Sheet whether female sterilisation is an accepted method of contraception for female participants. 
15. Please check the formatting of the Participant Information Sheet as it is currently difficult to follow. 
16. Please rephrase the statement that there will be no benefits to clarify that there may be no benefits as this is not certain.

Decision 

This application was provisionally approved by consensus, subject to the following information being received. 
 
17. Please provide a signed version of the Insurance Certificate.
18. Please amend the information sheet and consent forms, taking into account the suggestions made by the committee (Ethical Guidelines for Intervention Studies para 6.22) 

This following information will be reviewed, and a final decision made on the application, by Dr Sarah Gunningham and Ms Raewyn Idoine.


 

	 7  
	Ethics ref:  
	15/STH/230 
	 

	 
	Title: 
	BO25430: Extension Study of trastuzumab emtansine in patients previoulsy enrolled in a parent study. 
	 

	 
	Principal Investigator: 
	Dr  Reuben Broom 
	 

	 
	Sponsor: 
	Roche Products (New Zealand) Limited 
	 

	 
	Clock Start Date: 
	26 November 2015 
	 


 
Daniela Colabone 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 Study

1. This application is for an extension of a previously approved study, HDEC reference number NTY10/06/050.

Summary of ethical issues (resolved)

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

2. The Committee noted that one of the participants is Maori and questioned whether the possible cultural issues were discussed with them prior to their enrolment in the study. The Researcher confirmed that this was discussed before the participant was enrolled in the original study. 
3. The Committee questioned whether participants would be provided with an updated participant card for this study. The Researcher confirmed that a new card would be issued with updated contact details. 
4. The Committee questioned whether participants would stay in the same study arm as they were in the original study. The Researcher explained that no difference was found between the study arms and, therefore, participants would remain in the same study arm.

Decision 

This application was approved by consensus.

 

	 8  
	Ethics ref:  
	15/STH/231 
	 

	 
	Title: 
	M13-549 Rheumatoid Arthritis 
	 

	 
	Principal Investigator: 
	Dr David Porter 
	 

	 
	Sponsor: 
	AbbVie Pty Ltd 
	 

	 
	Clock Start Date: 
	26 November 2015 
	 


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

Potential conflicts of interest

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

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

Summary of Study

1. This study will involve 6 participants in New Zealand. 
2. The Committee noted the poor 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 a number of questions in the application form have not been adequately answered. Please provide appropriate answers to these questions.
4. b.1.4.1. “Please briefly describe the direct diagnostic, therapeutic or preventative benefits that your intervention study may have for participants.”
5. b.2.1. “Please briefly describe and justify the design of your study. Please include justification for the differential randomisation, the two placebo-to-active arms, and the rationale for the doses selected.”
6. r.1.1. “Briefly and in plain English, please describe: the procedures to be undertaken by participants in your study, and any risks associated with these procedures that potential participants may reasonably wish to be informed of.” Please include information regarding whether any blood tests will be done, how much blood will be collected, and whether participants will be cannulated. Please also include at least a summary of the medication risks. 
7. In answer to r.1.1 it stated that participants would have CXRs additional to Standard Care, this is additional ionising radiation. Please confirm whether this is correct as the answer to r.1.13 states that the study will not involve administration of ionising radiation that is not needed for participants’ normal clinical management.
8. The answer provided to question r.3.2. “What types of human tissue will be collected and/or used in your study?” states that Whole blood, serum & plasma will be collected. The Committee noted that urine samples will also be collected. Please confirm if this is correct. 
9. Please confirm the answer to r.3.8. “Will human tissue collected in New Zealand be sent overseas as part of your study?” And confirm that this include PGx samples not being sent overseas.
10. The answer to r.3.11. “What will happen to human tissue at the end of your study, or if participants withdraw consent for its use in this study?” And r.3.12. “Please briefly explain your answer above.” State that tissue samples will be disposed of at the end of the study. Please confirm whether this include PGx samples or whether they will be transferred to another existing tissue bank.
11. Please confirm the answer to r.4.1. “Might any aspect of your study produce findings that may be both unexpected and clinically significant for participants, donors of existing stored human tissue, or their families?” The Committee noted that screening tests and on-study safety tests could results in unexpected findings, please confirm how this will be managed. 
12. In answer to r.5.5. “Will the usual health or disability service provider for one or more participants in your study receive any remuneration (or any other valuable consideration) for referring potential participants to the research team in your study?” you state that the investigators are not part of the participants clinical team. Please confirm if this is correct. If this is correct please confirm whether the initial approach will be made by the participant’s health professional involved in their clinical care. If incorrect please explain how you will minimise conflict of interest between the investigators clinical and research roles. 
13. p.1.1. “Briefly and in plain English, please describe what taking part in your study will involve for participants”. Please provide some information about the number of study visits and the time commitment involved for participants. 
14. The answer to p.2.7. “How will you ensure that participants receive information that becomes available during the study and that may be relevant to their continued participation?” states that “All relevant information that may affect continued participation in this trial will be delivered to participants by their Study doctor after it has been approved by the trial sponsor and ethics committee”. Please confirm that this is an error in the application and that you understand that if you receive safety-related information that may affect a participant's wish to continue on in the study then you must let the participant know as soon as possible; it is not acceptable to wait for approval from the ethics committee. 
15. In response to p.4.1. “Please describe whether and how your study may benefit Māori”. Please explain the incidence and prevalence of RA in Maori. Please clarify for the Committee how likely it is that your study will include Maori participants. 
16. Your current response to f.2.3.1. “Please explain why the use of placebo is justified in your study” does not justify the use of placebo. Please provide further information regarding this. 
17. Please provide the rationale and justification for the amount of blood collected for PGx analysis as it appears to be far in excess of the usual volumes requested for PGx and future unspecified use of tissue.

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

18. Please confirm in the Participant Information Sheet whether the study drug will be available after the conclusion of the study. 
19. Please change ‘menses’ to ‘period’ in the Participant Information Sheet section regarding risks to women of reproductive age to ensure clarity for the New Zealand participants.

Decision 

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

20. Please amend the information sheet and consent forms, taking into account the suggestions made by the committee (Ethical Guidelines for Intervention Studies para 6.22) 
21. Please respond to the Committees outstanding ethical concerns as detailed above. 

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

	 9  
	Ethics ref:  
	15/STH/232 
	 

	 
	Title: 
	747-303: The REGENERATE Study 
	 

	 
	Principal Investigator: 
	Dr David Orr 
	 

	 
	Sponsor: 
	Intercept Pharmaceuticals, Inc. 
	 

	 
	Clock Start Date: 
	26 November 2015 
	 


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

Potential conflicts of interest

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

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

Summary of Study

1. This study aims to enrol 10 participants in New Zealand.

Summary of ethical issues (outstanding)

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

2. [bookmark: _GoBack]The Committee questioned if the study medication interacts with hormonal contraception.
3. The Committee questioned whether there is any risk to a female partner of a male participant, such as from the study drug being passed through sperm. 
4. The Committee questioned the status of Maori Consultation. 
5. The Committee questioned the data safety monitoring arrangements for the study.

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

6. Please ensure it is clear in the Participant Information Sheet that tissue samples will be sent overseas.
7. Please ensure the optional genetic aspect of the study has a separate consent form and information sheet. 
8. Please add a heading in the Participant Information Sheet regarding the risks for women of child bearing age.

Decision 

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

9. Please respond to the Committees outstanding ethical concerns as detailed above. 
10. Please amend the information sheet and consent forms, taking into account the suggestions made by the committee (Ethical Guidelines for Intervention Studies para 6.22) 

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

	 10  
	Ethics ref:  
	15/STH/233 
	 

	 
	Title: 
	Comparison of the blood levels of two forms of clobazam tablet in healthy male and female volunteers under fasting conditions 
	 

	 
	Principal Investigator: 
	Dr Noelyn Hung 
	 

	 
	Sponsor: 
	Douglas Pharmaceuticals America Ltd 
	 

	 
	Clock Start Date: 
	26 November 2015 
	 


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

Potential conflicts of interest

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

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

Summary of Study

1. The Committee considered this application alongside 15/CEN/234 as they are similar studies. 
2. This study investigates the bioequivalence of the study drug against the reference formulation. 
3. Participants will fast for 10 hours prior to taking a single dose of the study drug. 
4. Participants will be required to stay at the study site for 12 hours after taking the study drug. 
5. The Study involves a crossover design where participants will take one drug and then have a 21 day gap and take the other drug.

Summary of ethical issues (outstanding)

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

6. The Committee noted that the time given for contraception is 7 days. Please confirm whether this is adequate.

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

7. The Committee questioned the dice analogy in the Participant Information Sheet as the study only involves 2 conditions but a dice has 5 sides. 
8. The Committee notes that the Participant Information Sheet states that participants will be tested for HIV, Hepatitis B, and Hepatitis C and that their GP will be notified if they return a positive result. The Committee noted that they will also be required to notify the authorities of a positive result. Please ensure this is included in the Participant Information Sheet. 
9. The Committee noted that the time span between the collection of blood from participants is unclear as it states time periods such as “.16” of an hour. Please replace this with the time in minutes. 
10. Please clarify in the Participant Information Sheet how participants will be taken home after the study, such as that a taxi will be provided. 
11. Please bold the text about not driving and operating machinery to ensure it is clear.

Decision 

This application was approved by consensus with non-standard conditions to be checked by the secretariat.

12. Please confirm whether the time period for contraception is appropriate. 
13. Please amend the information sheet and consent forms, taking into account the suggestions made by the committee (Ethical Guidelines for Intervention Studies para 6.22)
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	Principal Investigator: 
	Dr Noelyn Hung 
	 

	 
	Sponsor: 
	Douglas Pharmaceuticals America Ltd 
	 

	 
	Clock Start Date: 
	26 November 2015 
	 


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

Potential conflicts of interest

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

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

Summary of Study

1. The Committee considered this application alongside 15/CEN/233 as they are similar studies. 
2. This study investigates the bioequivalence of the study drug against the reference formulation. 
3. Participants will be given a high fat breakfast 30 minutes prior to taking a single dose of the study drug. 
4. Participants will be required to stay at the study site for 12 hours after taking the study drug. 
5. The Study involves a crossover design where participants will take one drug and then have a 21 day gap and take the other drug.

Summary of ethical issues (outstanding)

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

6. The Committee noted that the time given for contraception is 7 days. Please confirm whether this is adequate.

The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
7. The Committee questioned the dice analogy in the Participant Information Sheet as the study only involves 2 conditions but a dice has 5 sides. 
8. The Committee notes that the Participant Information Sheet states that participants will be tested for HIV, Hepatitis B, and Hepatitis C and that their GP will be notified if they return a positive result. The Committee noted that they will also be required to notify the authorities of a positive result. Please ensure this is included in the Participant Information Sheet. 
9. The Committee noted that the time span between the collection of blood from participants is unclear as it states time periods such as “.16” of an hour. Please replace this with the time in minutes. 
10. Please clarify in the Participant Information Sheet how participants will be taken home after the study, such as that a taxi will be provided. 
11. Please bold the text about not driving and operating machinery to ensure it is clear.

Decision 

This application was approved by consensus with non-standard conditions to be checked by the secretariat.

12. Please confirm whether the time period for contraception is appropriate. 
13. Please amend the information sheet and consent forms, taking into account the suggestions made by the committee (Ethical Guidelines for Intervention Studies para 6.22)
 

General business


1. The Committee noted the content of the “noting section” of the agenda.

2. The Chair reminded the Committee of the date and time of its next scheduled meeting, namely:

	Meeting date:
	16 February 2016

	Meeting venue:
	Sudima Hotel - Christchurch Airport




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 4:15pm
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