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		Minutes





	Committee:
	Southern Health and Disability Ethics Committee

	Meeting date:
	16 June 2015

	Meeting venue:
	Sudima Hotel - Christchurch Airport



	Time
	Item of business

	12.00pm
	Welcome

	12.05pm
	Confirmation of minutes of meeting of 19 May 2015

	12.30pm
	New applications (see over for details)

	12.30-12.55
12.55-1.20
1.20-1.45
1.45-2.10
2.10-2.35
2.35-3.00
3.00-3.25
3.25-3.50
3.50-4.15
4.15-4.40
	 i 15/STH/83
  ii 15/STH/84
  iii 15/STH/85
  iv 15/STH/86
  v 15/STH/87
  vi 15/STH/88
  vii 15/STH/89
  viii 15/STH/90
  ix 15/STH/91
  x 15/STH/93

	4.45pm
	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) 
	01/07/2012 
	01/07/2015 
	Present 

	Mrs Angelika Frank-Alexander 
	Lay (consumer/community perspectives) 
	01/07/2012 
	01/07/2015 
	Present 

	Dr Sarah Gunningham 
	Non-lay (intervention studies) 
	01/07/2012 
	01/07/2015 
	Present 

	Dr Nicola Swain 
	Non-lay (observational studies) 
	01/07/2012 
	01/07/2015 
	Present 

	Dr Mathew  Zacharias 
	Non-lay (health/disability service provision) 
	01/07/2012 
	01/07/2015 
	Present 

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

	Assc Prof Mira Harrison-Woolrych 
	Non-lay (intervention studies) 
	01/09/2014 
	01/09/2015 
	Apologies 

	Dr Fiona McCrimmon 
	Lay (the law) 
	01/09/2014 
	01/09/2015 
	Present 


 

Welcome
 

The Chair opened the meeting at 12.00pm and welcomed Committee members, noting that apologies had been received from A/Prof Mira Harrison Woolrych.

The Chair noted that the meeting was quorate. 

The Committee noted and agreed the agenda for the meeting.


Confirmation of previous minutes


The minutes of the meeting of 19 May 2015 were confirmed.



New applications 


	 1  
	Ethics ref:  
	15/STH/83 

	 
	Title: 
	PAEAN - Erythropoietin for hypoxic ischaemic encephalopathy 

	 
	Principal Investigator: 
	Dr Arun Nair 

	 
	Sponsor: 
	Waikato District Health Board 

	 
	Clock Start Date: 
	03 June 2015 


 
Dr Arun Nair and Ms Sarah Findlayson 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
· This study will recruit babies who are born at late term gestation who have confirmed Neonatal Hypoxic Ischaemic Encephalopathy, where it is suspected that they have some kind of injury at birth.  Current standard treatment is controlled hypothermia but even with this treatment more than 50% of babies suffer developmental delay as they get older.  Adjuvant treatments are required and current literature suggests that Erythropoietin will be efficacious. The reason that the study is also planned to take place in New Zealand is that this is an application applicable to babies in the New Zealand context.  New Zealand babies have also benefited from the current standard treatment of controlled hypothermia.  
 
Summary of ethical issues (resolved)
· The committee asked whether the researchers can justify the use of placebo and the erythropoietin dose.    The researchers explained that they are conducting this study because the literature says erythropoietin is a promising treatment but they cannot displace harms or benefits and will use the placebo in case of unforeseen harms.  The dose was derived through clinical studies conducted in the US. 
· The committee queried whether the researchers expected any problems from the dose selected.  The researchers acknowledged that there is currently a limited amount of evidence about the dose selected but noted that more than 2000 babies have received Erythropoietin for other indications at various doses, some higher and for longer duration, without concern.  To address potential concerns about safety of the dose in this study, the researchers have a protocol for serious adverse events and have categorised what they expect.  They have also convened a data safety monitoring board to review instances of safety following administering the dose in the first 50 babies in this study.  Clinicians will also monitor the babies in real time.
· The committee queried whether the researchers had considered using two doses of Erythropoietin instead of placebo.  The researchers noted that this approach would raise a study design issue and there would then be a need for more participants in order to do a factorial analysis. 
· The committee accepted the argument for a control group and queried why the placebo group would still need to be injected with saline solution.  The need for blinding was discussed.  The committee accepted that both nurses and doctors will need to be blinded. The researchers explained that the babies will already have a catheter line in place and the saline solution will be administered through the same line.  There will be no additional harm and administering the saline solution is not a painful procedure.  
· The researchers confirmed that they are consulting with Maori for their views on this study.  The committee queried what the rates are for Maori infants who have the condition under question in this study. The researchers thought that the rates for Maori infants are no different to non-Maori infants but that they do have a high rate of Maori women patients at their hospital.  The committee queried whether the outcomes for Maori and non-Maori are equivalent in this case and the researchers confirmed that outcomes are equal.  
· The committee queried the answer given at question a.1.6 on page 4 of the application form.  The question asks researchers to identify the main ethical issues that may arise in the study.  It was unclear to the committee what the researchers meant when they noted that certain population groups may be coincidentally recruited into the study.  The researchers confirmed that they could have expressed the point more clearly and explained that it related to a particular emphasis on inclusion in the Australian context and cultural perspective on specific and vulnerable groups.  
· The committee noted the answer given at question r.2.5 on page 18 of the application form that health information that identifies participants in relation to this study will be destroyed after 23 years. This information is also stated on page 5 of the Participant Information Sheet.  The researchers explained that they intend to follow up with participants to the time that they reach 8 years of age. It is a TGA guidelines requirement that any records need to be archived for 23 years.  The researchers confirmed that they are not going to be collecting any data. 
· The committee noted the answer given at question r.2.1.1 on page 17 of the application form the recruitment process will be from medical records in line with the privacy policies of the institution.  In New Zealand the privacy code will say someone from medical team will identify participants.  The researchers confirmed that in New Zealand the initial identification will be made by a consultant physician working in ICU. Following that, medical records may need to be reviewed to determine eligibility criteria. 

The committee requested the following changes to the participant information sheet and consent forms:
· Please provide a study title in lay language.  
· The committee noted that some of the language in the information sheet is blunt.  For example on page 1 the statement given at point number 2 ‘What is the current treatment for HIE?’ that even with cooling, nearly one in two infants will either not survive or will survive with major disability.  The committee queried whether this statement is needed noting that it understands the need for the researchers to maximise efficiency but also noting that they are approaching parents at a vulnerable time.  The researchers noted that they had consulted a parent who had a baby with Cerebral Palsy who had said that information should be delivered in a blunt way – as a parent she said that she would want to know about the risks and what they were doing for the baby. The committee noted that it would be equally important to consult with parents who had not been in the same position to ask about how they would like to receive this kind of information. 
· Page 5, ‘What will happen to information about my baby?’: the information stated in this section seems geared to the Australian system.  Please restate the information so that it is appropriate to the New Zealand context. 
· Page 5, ‘What will happen to my baby’s test samples?’:  please include the following statement to acknowledge that the taking of tissue is a cultural issue for some Maori: You may hold beliefs about a sacred and shared value of all or any tissue samples taken.  The cultural issues associated with sending your samples overseas and/or storing your tissue samples 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.
· Page 2, section 7 and page 5, section 16: The committee noted that it is stated that bloods will be taken but there is no explanation of what will be done with them.  The committee noted that section 16 states that the samples will be used for research for the PAEN study and related studies and queried what the ‘related studies’ the parameters around them are.  The researchers confirmed that there will be no related research for this study.  Please remove the words “and related studies” as all you are doing is laboratory research for PAEN 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).
· 
This information will be reviewed, and a final decision made on the application, by the Secretariat. 



	 2  
	Ethics ref:  
	15/STH/84 

	 
	Title: 
	Organisational case studies of sensory modulation  

	 
	Principal Investigator: 
	Mr Gilberto Azuela 

	 
	Sponsor: 
	Te Pou 

	 
	Clock Start Date: 
	04 June 2015 


 
Mr Gilbert Azuela and Mr Daniel Sutton 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.

Summary of the study
· The committee asked Mr Azuela to outline why he is conducting this study.  Mr Azuela explained that he would like to explore the organisational implementation of sensory modulation - an emerging practice. It is hoped that the findings might benefit units across the country as they are aiming to have a consistent approach. Mr Azuela stated that on a personal note he has an interest in sensory modulation as a therapy and thinks that it has a huge value in assisting mental health agitation when in a state of crisis. 

Summary of ethical issues (resolved)
· Mr Azuela advised the committee that he is an occupational therapist and is currently employed by CYFs.  He developed a personal interest in sensory modulation when he was completing his Masters degree and the majority of his practice was in mental health. 
· The committee queried whether Mr Azuela will conduct the training for the units.  He confirmed that he will lead the training but will call on experts in sensory modulation to facilitate the training.  District health boards have such experts who are called ‘champions’ and this study will be conducted at two DHBs within the greater Wellington region. 
· The committee noted that the researchers intend to recruit 60 people to this study and asked what split between practitioners and mental health consumers will be.  Mr Azuela noted that 60 is an approximate at this stage.  Mr Sutton added that they are looking at up to 30 staff from each of the two units and the mental health service users will form a small focus group of around 8 so the participants will be mostly staff.   
· The committee noted that it was surprised that service users from acute mental services would be researched by having group interviews.  The researchers confirmed that they are treated as a group and a pilot study in acute mental health service users has found this approach useful.  There will be no issue of confidentiality as the users and the staff members are known to each other.  

The committee had no major ethical concerns about this study but did request some minor changes to the participant information sheet and consent forms. 
· Please proofread the forms for grammar and spelling errors. 
· An Invitation: please remove the word “requirement” of my degree in Doctor of Philosophy and replace with the words “part of”.
Decision 

This application was approved by consensus.



	 3  
	Ethics ref:  
	15/STH/85 

	 
	Title: 
	DECT Study in Allopurinol-Treated Patients With Gout 

	 
	Principal Investigator: 
	Prof Nicola Dalbeth 

	 
	Sponsor: 
	Ardea Biosciences 

	 
	Clock Start Date: 
	04 June 2015 


 
Prof Dalbeth 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.

Summary of the study
· This study will recruit people with gout for a new method of imaging to identify a causative agent.  It is hoped that the study will help the researchers understand the relationship between symptoms, assessment and Dual-Energy Computed Tomography.  Participants will receive a clinical assessment, then have DECT and then receive a follow up with the treating clinician with a further assessment about how severe the disease is. 
Summary of ethical issues (resolved)
· The committee queried whether the researchers had further details about what was considered as part of the peer review for this study.  Prof Dalbeth noted that the study has been developed in collaboration with radiologists. The committee queried whether a document with further details could be provided but agreed that in this instance given the low level of risk associated with the study that the letter provided is acceptable.  For future studies, more detail on the level of peer review done would be helpful. 

The committee requested the following changes to the participant information sheet and consent forms:
· Authorisation to use your private health information form. The committee queried why this is not part of the main information sheet and consent form noting it was unusual that if this form is not signed that participants cannot take part in the study.  The committee queried the parameters and whether data referred to is for this study only.  Prof Dalbeth thought that it is data for this study only. The committee noted that data will be stored as identifiable information and with this in mind queried who will have access to this information.    The committee assumed that this is a new requirement from the US and queried whether it is a requirement in New Zealand.    The committee noted that the form states (on page 8 of 10) that in signing the form participants allow their study doctor to use and share their health information collected during the course of the study.  Page 9 of 10 notes that data may be used for additional research purposes. The stated uses appear broad and unclear and given this and that the authorisation is requested for 50 years the committee is not comfortable.  Prof Dalbeth noted that the usual approach is to use study identifiers rather than identifying information and would seek clarification, advise the committee and make any modifications needed to the form. 
· The committee noted that if separate form is needed then it needs to be tightened significantly.  If the data is for compliance agencies to use in audits related to this study then it should be in the main information sheet only. 
· The committee noted that main information sheet (page 2 of 10) discusses that samples collected for biomarker testing may be kept for up to 10 years and that this appears to be a part of the main study rather than optional genetic study.  In the application form it is stated that assessment of the samples without storage will take place. Prof Dalbeth confirmed that samples will be stored.  With this in mind, there is no explanation given in the information sheet about what will happen if a participant withdraws consent and it is not clear what will happen to the samples.  Prof Dalbeth noted that the information sheet she is a generic sheet that she modified and she will include this further information about the samples as requested by the committee. 
· The committee also noted that it would like to see a statement on Maori views around tissue storage further noting that as this is especially important as an obligatory genetic test is a requirement in this study.  You may hold beliefs about a sacred and shared value of all or any tissue samples taken.  The cultural issues associated with sending your samples overseas and/or storing your tissue samples 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. 
· Please include a lay title ahead of the study title. 

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

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

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



	 4  
	Ethics ref:  
	15/STH/86 

	 
	Title: 
	Ketamine in anxiety disorders 

	 
	Principal Investigator: 
	Professor Paul Glue 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	04 June 2015 


 
Prof Glue was present by teleconference for discussion of this application.

Potential conflicts of interest

The Chair asked members to declare any potential conflicts of interest related to this application.
 
Dr Mathew Zacharias and Dr Nicola Swain declared a potential conflict of interest.  The committee did not require either Dr Zacharias or Dr Swain to leave the room during the discussion. 

Summary of the study
· In the last decade low dose ketamine has been reported to be an effective fast-acting antidepressant.   This has been more recently confirmed in multiple studies in people with Obsessive Compulsive Disorder and Post Traumatic Stress Disorder who have been shown to respond in the same way (within 3-7 days).  Because of the similarity of where the disorders originate in the brain it is likely that people with Generalised Anxiety Disorder and SP will also respond.  Anxiety disorders are the most common mental health disorders in the world and New Zealand and they have a high level of non-response to current treatment in 50% of the population – there is currently a gap in the treatment available for the disorders.  The researchers want to find out if Ketamine can show an effect in this population and if yes is there a dose response.  Will three months give a long lasting effect?
Summary of ethical issues (outstanding)
The main ethical issues considered by the Committee and which require addressing by the Researcher are as follows.
· The committee noted that the researchers had contacted SCOTT about whether review was required and had been advised that it is not. The committee asked that for robustness of its records that the researchers ask for this advice from SCOTT in writing and provide a copy of this to the committee.  
· Please submit a peer review form that states the name of the reviewer and their signature.
· Please provide details about who makes up the data safety monitoring body and how data will be monitored. 

Summary of ethical issues (resolved)
· The committee queried whether sub-cutaneous use of the drug is known to cause any tissue damage or other side effects. Prof Glue advised that there is no formal data but anecdotal data shows no local tissue reactions in sub-cutaneous treatment over 12-18 months.   
· The committee queried how the researchers will ensure that participants are safe after one dose.  Prof Glue advised that participants will be in clinic and observed for 1-2 hours after receiving the dose.  Side effects/symptoms do not persist after 2 hours and if a participant is affected within this time the research nurse will continue to observe them.  The research nurse is appropriately trained and knows how to use resuscitation equipment.  
· The committee noted an understanding that Ketamine has some addictive potential.  Prof Glue acknowledged that it is a drug of abuse but the way it will be used is quite different to the way it will be administered in this study.  As a recreational drug, Ketamine is often combined with other drugs such as ecstasy and users report feeling “spacey”.  The committee asked whether the researchers had any concerns that people may perceive benefit and when trial stops seek out the drug from non-prescription sources.   Prof Glue advised that he hasn’t seen examples of that happening.  He added that he thought it would be unlikely as Ketamine is not easy to access outside of the hospital environment.  It can be sourced off shore but it is still not easy to get the drug this way.  
· The committee sought clarification about eligibility criteria and the appropriateness of using a flyer at the hospital that invites participants to self-present. The committee noted the inclusion criteria listed at question f.2.1 on page 23 of the application form included a history of moderate to severe, acute medical illness and it was clarified that this was exclusion rather than inclusion criteria.   The researchers have included a flyer with the application that is intended to be posted at the hospital and potential participants are invited to self-present.  The committee queried whether the researchers would have access to colleagues to ask who might participate as the proposed method might create a lot of work and the researchers might not get many participants who fit the bill for inclusion into the study.  The committee recommended that the first point of call for recruiting participants to the study be by referral through general practitioners and community groups. 

The committee requested the following changes to the information sheet and consent forms:
· The committee noted that the use of the dash throughout the document formatting impacted on readability of the document and asked the researchers to remove the dashes.  
· Page 1 under the title ‘What is the purpose of this study?’: mentioning that low dose Ketamine can improve symptoms of anxiety within hours could create an expectation about what it might achieve within a susceptible group.  Please remove the words “rapidly (within hours)”. 
· Please remove the Interpreter box and the words “add or delete as appropriate” as both are guidance for researchers only.  
· Pease define the term “off label”. 
· Patients will need a lift home and transport will be provided if they do not have someone to drive them home.  The committee would like to see this information stated in the participant information sheet along with how long the participants will be expected to stay in the unit following dosing and that someone should stay with them for the first night. 
· The committee noted that the importance of taking bloods for Maori was emphasised at question p.4.2 on page 21 of the application form and asked that the researchers state in the information sheet and consent form that Maori are welcome to discuss or consult with whanau before deciding whether to take part so they can decide for themselves.  You may hold beliefs about a sacred and shared value of all or any tissue samples taken.  The cultural issues associated with sending your samples overseas and/or storing your tissue samples 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. Some Māori will want to know that samples will be discarded in a culturally sensitive way or returned to them.  
· Please state pregnancy in the exclusion criteria and in the consent form include a statement that participants consent to taking responsibility not to get pregnant while in the study. You may wish to consider doing a pregnancy test before starting before participants start the study. 
· Please include Y/N tick boxes in the consent form for things that are truly optional only. 

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

· Please amend the information sheet and consent forms, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).
· The committee noted that the researchers had contacted SCOTT about whether review was required and had been advised that it is not. The committee asked that for robustness of its records that the researchers ask for this advice from SCOTT in writing and provide a copy of this to the committee.  
· Please submit a peer review form that states the name of the reviewer and their signature.
· Please provide details about who makes up the data safety monitoring body and how data will be monitored. 

This information will be reviewed, and a final decision made on the application, by the Chair and Dr Sarah Gunningham.


	 5  
	Ethics ref:  
	15/STH/87 

	 
	Title: 
	Oral Paclitaxel for the Treatment of Cancer 

	 
	Principal Investigator: 
	Dr Christopher Jackson 

	 
	Sponsor: 
	Kinex Pharmaceuticals 

	 
	Clock Start Date: 
	04 June 2015 



Ms Michelle Lockhart and Dr Chris Jackson 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 were as follows. 

· This study protocol is related to 15/STH/88 protocol and the committee reviewed both protocols concurrently.
· The committee congratulated the researchers on the quality of the application form and participant information sheet and consent forms submitted with this application.
· The committee asked the researchers to give a precis of both studies and outline the importance of conducting them. The researchers explained that despite advances in cancer treatment most are chemotherapy and intravenous, patients often need to travel to receive treatment and this means a commitment  and treatment also impacts on day/unit resources in hospital so there is both patient and provider interest in having oral treatment options.  
· Over last 30 years alternative to paclitaxel has been sought as it is insoluble and poorly absorbed. 14 months ago the first study was approved with this drug.  Protocol enrolled 8 patients at 3 different dose levels and results showed 86% absorption rate.  Current protocol is looking at achieving 100 % absorption in a broader range of patients.  They are close to achieving this and believe this may be achieved with the dosing regimen assessed in the current study.  
· In the pilot study the only serious adverse event reported was a GI disturbance. 
· The first of the two studies under ethical review will look at bio availability and bio equivalence in blood and the second will be run over sequential weeks to address the safety profile. 
· The committee queried whether participants enrolled in the first study can re-enrol in the current studies.  The researchers explained that theoretically they can, but those likely to enrol will be very few.  
· The committee noted that some participants may have an overnight stay in Dunedin and asked who chooses where they are staying.  The researchers noted that patients have the option to choose where they are most comfortable staying.   

The committee requested the following changes to the participant information sheet and consent forms:
· Please include Maori tissue statement as you will be collecting tissue for pharmacokinetic sampling. You may hold beliefs about a sacred and shared value of all or any tissue samples taken.  The cultural issues associated with sending your samples overseas and/or storing your tissue samples 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. 
· Page 2, ‘What will my participation in the study involve?’: Please state roughly how many weeks participants may be in the study plus a screening period of up to four weeks rather than the number of hours and days.  
· Page 5:  Please be consistent in your reference to paclitaxel capsule as opposed to Oraxol.
· Consent form both 87 and 88:  please rework the following yes/no statement “If I decided to withdraw from the study, I agree that the information collected about me up to the point I withdraw may continue to be processed”, to state that a participant’s samples may continue to be processed. 

Decision 
This application was approved by consensus.

	


	 6  
	Ethics ref:  
	15/STH/88 

	 
	Title: 
	A Safety Study of Oraxol (HM30181 + oral paclitaxel) in Cancer Patients 

	 
	Principal Investigator: 
	Dr Christopher Jackson 

	 
	Sponsor: 
	Kinex Phramcaeuticals Inc 

	 
	Clock Start Date: 
	04 June 2015 


 
Ms Michelle Lockhart and Dr Chris Jackson 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

The main ethical issues considered by the Committee were as follows.

· This protocol was reviewed concurrently with 15/STH/87.  Please refer to minutes for 15/STH/87.

Decision 

This application was approved by consensus.
	


	 7  
	Ethics ref:  
	15/STH/89 

	 
	Title: 
	FG-3019 therapy in patients with Idiopathic Pulmonary Fibrosis 

	 
	Principal Investigator: 
	A/Prof Lutz Beckert 

	 
	Sponsor: 
	Quintiles Pty Limited 

	 
	Clock Start Date: 
	04 June 2015 


 
No member of the research team was present for the 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

The main ethical issues considered by the Committee were as follows. 

· The Committee had no ethical concerns in relation to this study and had only minor suggestions for administrative changes on the participant information sheet and consent forms. 
· Please include a lay study title.
· Please review the formatting of the documents for readability. 
· Please include the following statement about the use of tissue for Māori: You may hold beliefs about a sacred and shared value of all or any tissue samples taken.  The cultural issues associated with sending your samples overseas and/or storing your tissue samples 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.  
· Page 8 of 21 ‘What will happen to the samples I give?’:  please include the words “for this study only” after reference to samples being used for further testing to obtain more information about a participant’s  IPF. 
Decision 

This application was approved by consensus.



	 8  
	Ethics ref:  
	15/STH/90 

	 
	Title: 
	Painbuster rectus sheath infusion device for analgesia following laparotomy 

	 
	Principal Investigator: 
	Dr Kelly Byrne 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	04 June 2015 


 
Dr Bryne was present by teleconference for discussion of this application.

Potential conflicts of interest

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

Dr Fiona McCimmon declared a potential conflict of interest. The committee did not require Dr McCrimmon to leave the room during discussion of this application.  

Summary of the study
· The committee asked the researcher to give an overview of the study and why he wanted to conduct it.  By way of background, Dr Kelly explained that 6-8 months ago the ‘pain buster’ pumps portable device attached to catheters at end of abdominal surgery were introduced and have had rapid uptake.  Dr Kelly is not convinced they have the pain reduction benefits attributed to them.  There is potential that they are beneficial but the only way to determine this is to do a trial comparing with placebo.  Dr Kelly noted that the literature is sparse and a wider search shows small or no benefit.  The difficulty with previous literature is the placement of the catheter is dependent on surgeon putting it in and placement is not standardised. 

Summary of ethical issues 
The main ethical issues considered by the Committee are as follows.
· The committee noted that the planned dose in this study seemed physiologically unlikely to work and queried whether the researcher had thought about the best concentration to use. It was noted that negative findings could be important as well as the device has an impact on the use of resource.  Dr Kelly noted that this is a standard dose being used currently so he is looking at using it in our environment -  if results are negative, then the use of higher doses could be tested. 
· A study done in Melbourne was not able to show a difference and noted that further research was needed because of the non-standardised catheter placement/surgical technique may impact on outcome. Therefore they had difficulties getting published. The committee queried whether in this trial the researchers could look to clearly define and document catheter placement.  The committee suggested that the researchers could meet with surgeons prior to surgery and document a standard placement.  However, if the researchers standardise they may lose one of their variables.  
· Dr Kelly noted that an alternative to this study is a retrospective audit but these are not as robust. 
· The committee queried whether the catheter placement could be recorded as a photo.  The researchers could confirm placement via ultrasound rather than exposing people to contrast.  If the researchers can address the catheter placement then that could go some way toward getting the results published as well. 
· The committee noted that the peer review submitted with this application commented that the statistical techniques are straight forward and asked that the researchers provide a further peer review that comments on the appropriateness of the intended dose in this study.

The committee requested the following changes to the participant information sheet and consent forms: 
· The use of the name pain buster implies results before they come through.  The committee suggested replacing the term with the words “medical device”. 
·  Please include page numbers.
· Please include a section that explains what the device is, shows where it will be placed, for how long, and how it will be removed. 
· Item 3:‘What does participation in this research involve?’ The committee agreed that even though the apin rating scale is routinely used in standard of care treatment, it should be mentioned that participants would be asked to evaluate their pain using a standard rating scale. 
· Item 10: ‘If I need an interpreter, can one be provided?’ Please remove this item from the information sheet.
· Please remove the ‘request for interpreter’ box from the consent form.

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

· Please provide a further peer review that comments on the appropriateness of the intended dose in this study.
· 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 information will be reviewed, and a final decision made on the application, by Dr Devonie Waaka


	 9  
	Ethics ref:  
	15/STH/91 

	 
	Title: 
	A study to evaluate the efficacy and safety of two doses of Anifrolumab compared to placebo in patients with Active Systemic Lupus Erythematosus 

	 
	Principal Investigator: 
	Dr  Alan Doube 

	 
	Sponsor: 
	Pharmaceutical Research Associates Ltd NZ 

	 
	Clock Start Date: 
	04 June 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 ethical issues

The main ethical issues considered by the Committee were as follows. 
· The Committee had no ethical concerns in relation to this study where 4 New Zealanders will be recruited for an additional treatment that can be continued after the study ends.  Participants on the placebo arm may also receive active treatment after the study ends. 
· All information was clearly laid out in the participant information sheet and consent forms and the committee had only minor suggestions for administrative changes. 
· Please include a lay title.
· Consent form: please include consent for males not to donate sperm while they are on this trial and that participants agree to take responsibility for not becoming pregnant while on this trial. 
Decision 

This application was approved by consensus.
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	Ethics ref:  
	15/STH/93 

	 
	Title: 
	Acerta 006 

	 
	Principal Investigator: 
	Dr Peter Ganly 

	 
	Sponsor: 
	PPD Australi Pty Ltd 

	 
	Clock Start Date: 
	04 June 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 ethical issues (outstanding)
The main ethical issues considered by the Committee and that need addressing by the researchers were as follows. 
· The committee noted the answers given at questions f.3.1 and f.3.2 on page 27 of the application form.  The researchers had answered ‘no’ at questions f.3.1 that participants will not have continued access to best-proven intervention after the study.  Please clearly explain this to participants in the information sheet. 
· The committee agreed that the answer given at question f.3.2, which asks researchers to explain how the study will meet the equipoise standard, was not adequately answered. Please reconsider this answer and provide it in a cover letter to the committee and please address it in the participant information sheet to reassure the committee that this study meets the best intervention and equipoise standards. 

The committee requested the following changes to the participant information sheet and consent forms:
· Please include a short lay title before the main study title.
· Page 2, ‘What is the purpose of this clinical research study?’: the some of the medications listed are not available in New Zealand.  Please amend the list to include only treatments that are available in New Zealand. 
· The drug dosage is stated for the previous trial only. Please state what the dosage will be in this study. 
· Page 4, ‘Duration of this study’: if there is a set duration for this study please state how long it will be. 
Pharmacokinetics informed consent form:
· Page 1, ‘What is the purpose of this clinical research study?’:  please start with the words “If you take part will be required to […]”.  

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

· [bookmark: _GoBack]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).
· The committee agreed that the answer given at question f.3.2, which asks researchers to explain how the study will meet the equipoise standard, was not adequately answered. Please reconsider this answer and provide it in a cover letter to the committee and please address it in the participant information sheet to reassure the committee that this study meets the best intervention and equipoise standards.

This information will be reviewed, and a final decision made on the application by Dr Sarah Gunningham and Dr Fiona McCrimmon.

 


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:
	21 July 2015

	Meeting venue:
	Dunedin International Airport, Maungatua Room



	The following members tendered apologies for this meeting.

Mrs Angelika Frank-Alexander

The meeting closed at 3.50pm.
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