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	Committee:
	Southern Health and Disability Ethics Committee

	Meeting date:
	19 November 2013

	Meeting venue:
	Heartland Hotel Cotswold, 88-96 Papanui Road, Christchurch


	Time
	Item of business

	12.00pm
	Welcome

	12.10pm
	Confirmation of minutes of meeting of 15 October 2013

	12.30pm
	New applications (see over for details)

	
	 i 13/STH/158

  ii 13/STH/156

  iii 13/STH/159

  iv 13/STH/163

  v 13/STH/164

  vi 13/STH/165

  vii 13/STH/166

  viii 13/STH/167

  ix 13/STH/168

  x 13/STH/169

  xi 13/STH/170

  xii 13/STH/171

	4.30-4.45
	General business:

· Noting section 

	4.45pm
	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 
	01/07/2014 
	Present 

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

	Ms Gwen Neave 
	Lay (consumer/community perspectives) 
	01/07/2012 
	01/07/2014 
	Present 

	Dr Nicola Swain 
	Non-lay (observational studies) 
	01/07/2012 
	01/07/2014 
	Present 

	Dr Martin Than 
	Non-lay (intervention studies) 
	01/07/2012 
	01/07/2014 
	Apologies 

	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 


Welcome

The Chair opened the meeting at 12.00pm and welcomed Committee members, noting that apologies had been received from Dr Martin Than.
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 15 October 2013 were confirmed.

New applications 
	 1  
	Ethics ref:  
	13/STH/158 

	 
	Title: 
	REDUCE-HTN Global Pivotal Clinical Study 

	 
	Principal Investigator: 
	Dr John Ormiston 

	 
	Sponsor: 
	Boston Scientific Corporation 

	 
	Clock Start Date: 
	31 October 2013 


Dr John Ormiston and Mr Hector Gonzales 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. 
· Dr Ormiston summarised the study for the Committee.  It involves the use of the Vessix™ Renal Denervation system.  The system has been trialled in a smaller population and was shown to lower blood pressure in most people.
· Dr Ormiston confirmed that the control group will continue with standard medication.  

· The Committee agreed that it did not have any major ethical concerns in regard to this study and that it was relatively straightforward. Patients very rarely experience side effects or adverse events and it is likely that blood pressure will be lowered. 
· The Committee noted some disappointment at the researchers’ response to p4.2 on the application form. No Māori cultural issues were identified in the response but the researchers intend to take blood samples.  The Committee pointed out that Māori regard tissue samples as Taonga or Tapu and therefore the answer to this question could have more clearly reflected the issues.  
· Dr Ormiston confirmed for the committee that should participants need to change blood pressure medication in the six month period post randomisation (if their well-being is at risk), they can.  Dr Ormiston also confirmed that participants who needed to change their blood pressure medication would not be excluded from further participation in the study.  
· The Committee noted that while scientific peer review was covered in the Investigators Brochure, it was not clear where the information was in the document.  Mr Gonzales advised that it was included where the scientific evidence is compiled.  The Committee agreed that the study has been thoroughly reviewed by the FDA but for future reference advised the researchers that they need to ensure that the New Zealand based ethics committees can readily see that peer review is carried out and what the comments are.  

· The Committee requested the following changes to the Participant Information Sheet:

·  Page 6, table of possible risks. The Committee suggested that it might make more sense to express the risks in terms of likelihood of events. That is, as ‘common’, ‘uncommon’ or ‘rare’ as this would be much more informative.  The Committee complimented the researchers on the use of both technical and simple terms noting that this that helps patients understand the terms that the clinicians use.

· The Committee recommended more white space between bottom of the text and footer so that it is clearer to participants when they can start and stop reading.

· Page 4. Please remove the words “If your” at the end of paragraph 2 and include them at the start of paragraph 3.

· Please note approval for the study by the Southern Ethics Committee.

Decision 

This application was approved by consensus.
Non-standard approval Conditions 

Please amend the information sheet, taking into account the suggestions made by the committee (Ethical Guidelines for Intervention Studies para 6.22).
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	Ethics ref:  
	13/STH/156 

	 
	Title: 
	Text package for young people with mild to moderate anxiety and depression 

	 
	Principal Investigator: 
	Miss Amber Davies 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	31 October 2013 


Miss Amber Davies was present by teleconference for discussion of this application.
Potential conflicts of interest

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

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

Summary of ethical issues
The main ethical issues considered by the Committee were as follows. 
· The Committee complimented Miss Davies on a well-written application and noted that this is a great programme for this group of participants. 
· Miss Davies summarised the study for the Committee and gave examples of the content of the texts that will be sent.    The study aims to first look at whether young people will engage with this service, which is based on evidence based cognitive therapies.  Secondly to see whether it has an impact on levels of anxiety/depression and thirdly to evaluate the service.  The programme has a theme for each week (10 weeks in total), and three messages a week will be sent - a psycho- educational message, a weekly challenge and an inspirational message.  One message will take up between four and 10 texts but will remain within 160 characters.  
· The researchers envisage that participants who want to opt out of the study can phone to do so.  The Committee noted that some young people may not want to phone and recommended that there be a text message option for this.   Miss Davies agreed that this was a good idea and would arrange the text option.
· This is a pilot study with 40 young people.  The Committee noted that 20 will receive a standard text and the other 20 will receive texts and a phone call from a trained supporter and Miss Davies confirmed that will be the case. The Committee asked that the participant information sheet needs to make clear to participants that only half will receive a phone call from a trained supporter.  The Committee suggested that this be stated on page 1 of the participant information sheet under the heading ‘What does it involve?’  
· Miss Davies advised the Committee that in the absence of this programme, Youth Line offers a variety of standard options to support young people with depression including face to face counselling and family support.

· Records will be kept and a spread sheet used to manage texts going out to participants.

· The age range for this study is 12-24 years old and the Committee asked whether the text messages would be the same for all?  Miss Davies confirmed the messages would be the same, acknowledged the age gap between 12 and 24 and advised that this age range is the range Youth Line supports.  The possible difficulty of generalising findings if the spread of data is large was acknowledged.
· The question of whether the information sheet and consent forms could be tailored to the different age ranges was discussed.  The Committee agreed however, that the forms were well-written and did not need to be simplified. 
· Miss Davies noted that while she didn’t have access to percentage of Youth Line clientele between the ages of 12 and 16 at the time of the meeting, but that clientele tended to be mostly between the ages of 16 and 25 years old.

· The Committee discussed whether it will be necessary to get parental consent for participants between the ages of 12 and 16 and, on receipt of advice that this age group could give consent if they have the maturity and cognitive ability to understand what is involved in participating in the study means, decided it would not be necessary to do so.
· The Committee noted that it would therefore be up to the researcher to determine whether a 12-16 year old participant could consent for themselves and requested that the following signed and dated declaration by the researcher be included in the participant information sheet and consent form: 
“I have given a verbal explanation of the research project to the participant, and have answered the participant’s questions about it.  

I believe that the participant understands the study and has given informed consent to participate”.
· Miss Davies confirmed that the completion of the final questionnaire will be by phone. The Committee noted that the information sheet did not state how this would be done and asked that this be made clear to participants.  The Committee also noted that the1 hour duration to complete the form is a long time for this age group.  
Decision 

This application was approved by consensus.
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	Ethics ref:  
	13/STH/159 

	 
	Title: 
	PIF:TTA 

	 
	Principal Investigator: 
	Professor Janis Paterson 

	 
	Sponsor: 
	Auckland University of Technology 

	 
	Clock Start Date: 
	31 October 2013 


Mr Leon Iusitini and Mr Upasana Jhagroo 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 is the latest phase (14-year phase), in an ongoing longitudinal study that aims to understand and characterise pacific island individuals and families’ health outcomes.   Parents of the 14 year old child will be asked to consent to their child being assessed at school and also for the child’s father or male caregiver to fill out a short questionnaire Data collection will take place in March next year and will take place mostly in homes of the caregiver.  Assessment of the children in the cohort will take place mostly in schools. 
· The Committee complimented the researchers on a well-written protocol and application form. 
· The Committee noted that recruitment was in several countries and did not require ethics approval from other countries.  Mr Iusitini  advised that  some participants have moved overseas since last seen and they had received advice that ethical approval was not needed from overseas for a cohort recruited in the year 2000.

· Recruitment numbers were clarified.  2750 mothers, fathers and children in New Zealand, of whom150 reside outside of Auckland.  The researchers started with 1398 in the cohort and expect to get approximately 1000 for this phase.  They will still try and find others that were interviewed early.

· The children in this cohort will receive a finger prick test for blood glucose level and the Committee was concerned that the researchers’ plan to advise parents of abnormally high blood glucose levels may mean a risk that this may not be followed up on with a GP and in turn could impact on the health of the child involved.  
· The researchers advised that participants had not previously given them permission to contact GPs.  The researchers do not have a GP record for participants.

· The Committee suggested ways in which this risk could be mitigated including a clear statement in the letter to parents that helps them understand the significance of such a result and asking a diabetic nurse to contact participants. The researchers advised that the significance of such results is stated in the letter. 

· The Committee advised that if the blood glucose result is significantly elevated then it would ask that a GP be involved. The researchers could break confidentiality if there is a concern for safety for the child’s on going health.  The Committee suggested inclusion of a statement in the participant information sheet that states “If your child is found to have test results that might indicate serious health issues we would like permission to contact your GP or you about this”.    The Committee agreed that the researchers come up with a solution that works for them and then advise the Committee about how follow up will be handled.
· The Committee requested the following changes to the Participant Information Sheet:

· Where the researchers have used words in brackets, e.g “consent (permission)” the Committee asked that the researchers use one or the other rather than both

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 information will be reviewed, and a final decision made on the application, by the Chair, Dr Mathew Zacharias and Mrs Angelika Frank-Alexander. 
	 4  
	Ethics ref:  
	13/STH/163 

	 
	Title: 
	CO.23 

	 
	Principal Investigator: 
	Dr  Michael  Jameson  

	 
	Sponsor: 
	University of Sydney 

	 
	Clock Start Date: 
	07 November 2013 


Dr Michael Jameson and Mrs Wendy Thompson 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 study will recruit participants in Australia, New Zealand and Canada who have exhausted other treatment options. Participants will be randomised to receive study medication or placebo. The FDA does not allow cross over as survival is the primary endpoint.  Dr Jameson confirmed that participants will receive either palliative care or this treatment. 
· The study medication appears to be well tolerated in humans.  It is taken orally and may be irritating to the stomach lining but by and large it is more easily tolerated than other treatments.

· The Committee had no issues with the study design and consent process.

· The researchers answered ‘yes’ at r.1.13.1 that this study would involve additional ionising radiation for participants beyond that they would normally receive.  The Committee noted that the doses that will be used were not stated.  Dr Jameson noted that this is a difficult thing to obtain and that his understanding is that the r.1.13.1 question is more about the potential for risk for generating new cancer.  This population will only have a few months to live so the question is not so relevant for this group.  
· The Committee noted an inconsistency between the answer given at r.1.7.1.2 that the study was not being carried out for the benefit of the manufacturer and the consent form that stated otherwise.  Dr Jameson confirmed the answer at r.1.7.1.2 was a mistake and that this is a commercially sponsored study. 

· The Committee asked for clarification about which test samples are optional, which aren’t and how long both the required and optional samples will be stored for as this information is not made clear in the participant information sheet and consent forms submitted.  The Committee noted that some participants will be happy to consent to samples used for this study but not for additional studies that are unspecified.   Dr Jameson acknowledged the potential for confusion in the forms as they currently stand and advised that he will go back to the trials management committee and propose revised wording to clarify intention.  An additional consent form for samples to be used in future unspecified research is also required.  

· The Committee requested the following changes to the Participant Information Sheet:


· Section 7 of the PIS ‘What will happen to me if I take part?’  The Committee noted that there is no clear sense of what follow up will involve.  Please add a statement to the effect that participants will be followed up indefinitely.

· Please ensure consistency with fonts and include more white space between the content and the footer.


· The Committee requested the following changes to the Consent Form:


· The Committee suggested that the researchers check which statements are required and try to shorten the form.  The Committee suggested that the researchers may like to refer to the pro forma consent form on the Health and Disability Ethics Committee website: www.ethics.health.govt.nz.

· Please revise the participant information sheet and consent forms for typographical and grammatical errors.


· Please include the following clauses relating to compensation for injury and pregnancy.

· “If you were injured as a result of treatment given as part of this study, which is unlikely, you won’t be eligible for compensation from ACC. However, compensation would be available from the study’s sponsor, [x], in line with industry guidelines.  We can give you a copy of these guidelines if you wish.  You would be able to take action through the courts if you disagreed with the amount of compensation provided. 

If you have private health or life insurance, you may wish to check with your insurer that taking part in this study won’t affect your cover”.

· “I understand that there may be risks associated with the treatment in the event of myself or my partner becoming pregnant. I undertake to inform my partner of the risks and to take responsibility for the prevention of pregnancy”.
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).
· Please ensure that compensation for participants will be covered to at least ACC- equivalent standard (Ethical Guidelines for Intervention Studies paras 8.4-8.5).
This information will be reviewed, and a final decision made on the application, by the Chair, Dr Devonie Waaka and Ms Gwen Neave.
	 5  
	Ethics ref:  
	13/STH/164 

	 
	Title: 
	Measuring pressure of pancreatic necrosis cavity. 

	 
	Principal Investigator: 
	Professor John Windsor 

	 
	Sponsor: 
	University of Auckland 

	 
	Clock Start Date: 
	07 November 2013 


Dr Lisa Brown was present by teleconference for discussion of this application.
Potential conflicts of interest

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

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

Summary of ethical issues
The main ethical issues considered by the Committee were as follows. 
· This study will review the way that a drain used to drain dead pancreatic tissue and fluid works in order to better understand why the drain blocks.  Pressure changes in the drain and cavity to be drained will be measured. 
· The Committee asked that given that the drain is easily blocked, how would pressure be managed/measured?  Dr Brown acknowledged this could be difficult but could potentially be rectified by measuring pressure in a number of different patients and correlating clinically. 

· Dr Brown confirmed that she will be the primary person consenting participants to the study.  The participants may be ‘vulnerable’ as they may have some pain associated with their condition and the Committee questioned whether they are capable of consenting before the procedure is done.   If in a compromised state then could be useful to have participants sign again after the procedure. They will be on opiates so will not be in the best frame of mind to consent to having measurements done.  The Committee acknowledged however, that important discussions with participants, their next of kin and the clinical team would be held prior to the procedure.  
· This study will recruit four participants.  Dr Brown explained that the number is low given number of patients who require treatment for this condition.  In 2013 she has seen just two patients who require treatment.  Dr Brown advised that the recruitment is for Auckland only at this point and that she would look to extend the study if more participants are needed and would seek ethics review.  The Committee advised that she could submit a request to extend recruitment as an amendment to the study.

· The Committee asked whether four participants would provide enough data for the purpose of this study.  Dr Brown acknowledged that a higher number would be ideal but as previously stated, practically the patient catchment is not high enough.   Both the engineers and the Head of Department have looked at the number and have agreed 4 is appropriate for this pilot study. 

· The Committee noted that scientific peer review has been carried out and asked that Dr Brown provide copies of the substantive comment to the HDEC secretariat for the study file. 

· The Committee requested the following changes to the Participant Information Sheet:

· Please provide a diagram or drawing of the device that will be used.

· Page 2 under the heading ‘What would your participation involve?’  Please change from third person and personal to be consistent with the language throughout the document. 

· The Committee requested the following changes to the Consent Form:

· Please simplify and remove clauses not relevant to this study. You may wish to refer to the PIS Pro forma template is available on the HDEC website: www.ethics.health.govt.nz  

· The Committee suggested that rather than include an interpreter box, that the following sentence be included: “I have read and understood this in my first language”. 

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).

· Please provide copies of the substantive comments for scientific peer review for this study. (Ethical Guidelines for Intervention Studies para 5.11)
This information will be reviewed, and a final decision made on the application, by the Chair, and Dr Sarah Gunningham. 
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	Ethics ref:  
	13/STH/165 

	 
	Title: 
	Ghrelin treatment for acute Myocardial Infarction 

	 
	Principal Investigator: 
	A/Prof Gerard Wilkins 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	07 November 2013 


A/Prof Wilkins and Dr Daryl Schwenke 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. 
· The researchers explained that experimental data showed prevention of arrhythmia in animal studies using Ghrelin treatment. This will be a ‘first in human’ trial, which is a big step so this study will take an intermediate step and look at a sub therapeutic dose in subjects who have not had severe Myocardial Infarction.  This study aims to find out whether or not Ghrelin has any adverse effects in human subjects before trialling a therapeutic dose. 
· This study will aim to establish variability in recording of sympathetic nerve activity.  Very few studies have measured this and given the population size there will be a need to do a second trial.

· The researchers confirmed that there will be only one nerve recording in this study. In the second part, the researchers intend to monitor long term changes including at 3 and 6 months after the initial consultation.
· Because of concern that patients may drop out the participants will be asked whether they will consent to two follow up visits 3 and 6 months after the consultation.  The researchers advised that this was not change to the study but a reliability test so that in the full study they can confidently say that they will be able to recruit for up to six months.  If participants answer yes to returning then they can assure little drop out rate. 

· The researchers confirmed that this study was simultaneously submitted to SCOTT for review.  Scientific peer review will be covered during this process and the researchers are aware that the study cannot commence until SCOTT approval is given.  
· The researchers confirmed that the internal data safety monitoring board consists of one expert from cardiology and another from the Otago University medical school’s department of pharmacology.  The cardiologist was chosen because of his experience with such committees and expertise as a consultant.  The Committee asked whether the researchers were confident that the board of two was adequate for new use of a drug.  The researchers advised that the primary variable is Ghrelin has potential to affect heart rate and they were confident that these two people would not hesitate to report if this was being compromised at all. 

· The Committee asked whether there was anything preventing the researchers from having an external data safety monitoring committee?  The researchers stated that there was nothing preventing this and that they would consider this at the Committee’s suggestion. The Committee advised that it would expect an external data safety monitoring committee be in place so that any accusation of bias can be alleviated.   

· The Committee asked whether the researchers intend to do their own safety tests on the drug before administering intravenously. They confirmed that this is clinical grade drug and that they would not be doing their own safety tests. 

· The Committee noted the researchers’ response to p4.2 on the application form. No Maori cultural issues were identified in the response but the researchers intend to take blood samples.  The Committee pointed out that Maori regard tissue samples as Taonga or Tapu and therefore the answer to this question could have more clearly reflected the issues.  

· The Committee requested the following changes to the Participant Information Sheet:

· The language used is highly technical and terms and phrases used would be hard to for a lay person to understand.  Please revise the form and think about content from the point of view of a lay person.  Please also include a lay title.  You may wish to refer to the PIS/CF pro forma on the HDEC website for guidance: www.ethics.health.govt.nz
· Please make clear that participants in this study will be contacted again at 3 and 6 months and that no follow up measurements will be involved at 3 and 6 months.  

· Please state that receipt of Ghrelin or placebo is just for patients and not for healthy volunteers. 

· The Committee requested the following changes to the Consent Form: 

· The taking of tissue samples is an issue for Maori. Please acknowledge that some iwi have issues about taking of tissue and disposal and what participants can do to address this. 

· Please remove “as described in Section 4 of this document”. 
· Please make clear that samples will be disposed of at the end of study or after analysis so people know they won’t be used for something else.

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).

· Please make arrangements for an external data safety monitoring board to review data for this study (Ethical Guidelines for Intervention Studies paras 6.55 and 6.56).

This information will be reviewed, and a final decision made on the application, by the Chair and Dr Nicola Swain.  
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	Ethics ref:  
	13/STH/166 

	 
	Title: 
	Sprayed Peritoneal Regional Analgesia in Appendicectomy trial - SPRAY trial 

	 
	Principal Investigator: 
	Dr James Hamill 

	 
	Sponsor: 
	The University of Auckland 

	 
	Clock Start Date: 
	07 November 2013 


Dr James Hamill was present by teleconference for discussion of this application.
Potential conflicts of interest

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

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

Summary of ethical issues
The main ethical issues considered by the Committee were as follows. 
· The Committee complimented the Dr Hamill on a well-written application including consent and assent forms. 
· Dr Hamill confirmed that all participants will have a rectal sheath block as results from an earlier trial showed an advantage in the early op period. The Committee asked how the researchers would recognise benefit for this treatment if the rectal sheath block has already been shown to be an effective technique.  Dr Hamill advised that a rectus sheath block has a short lived but significant effect: global pain scores were significantly reduced in the first three hours but pain scores were not significant after that.  
· The Committee asked whether half of the study population of 136 was an adequate number to show any difference. Dr Hamill advised that he would be happy to arrange for a statistician to look at and confirm the number is appropriate.  If it turned out that a rectus sheath block is effective he may have to look at changing numbers.  The Committee advised that should a change of number be required, that this could be submitted for review as an amendment to the study.
· Participant Information Sheet - Please state that storage of study data will be for10 years from when the youngest participant turns 16.   

· Consent Form - Please include the option for parents to receive study results if they wish.   
Decision 

This application was approved by consensus.
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	Ethics ref:  
	13/STH/167 

	 
	Title: 
	Keeping it real 

	 
	Principal Investigator: 
	Ms Rima Susan Arii Thomson 

	 
	Sponsor: 
	University of Auckland 

	 
	Clock Start Date: 
	07 November 2013 


Ms Sue Thompson and Mr Anthony O’Brien 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. 
· The number of questionnaires and length of time for completing them could likely mean that participants lose interest as it will be difficult to keep the attention span for between 90 minutes and two hours. Ms Thompson noted that tests are the same as those given in the UK and the number have been reduced for this study.  Participants will be able to stop and take breaks if needed. The Committee recommended a mechanism be put in place to ensure that results are not skewed by questionnaire fatigue (eg participants zoning out in the last two or three tests).  The Committee recommended changing the order of the tests and randomising the questions to help avoid questionnaire fatigue and the researchers agreed that they could do this.

· The Committee requested the following changes to the participant information sheet and consent form: 

· PIS - Page 1 ‘Why are we doing this study?’ Please remove the first three sentences.  The Committee noted the importance of the researchers coming from an independent stand point so that they don’t give people a sense they’re not doing what they should or that participants are missing out because they are not living in a certain area in New Zealand.
· PIS/CF - Please remove reference to NoK and also CASE.
· The PIS is currently dense and may be too much so for a person with dementia. Please revise the information in the form and tailor it so that a participant in your study might better understand.  The Committee noted that it recommends this approach for children and vulnerable patients so there is a sense of respect for those participants.
· CF – Please revise so that both the participant and their next of kin consent to taking part in the study.  The next of kin could be first person to consent.
· Please state that ethical approval has been given by Southern Ethics Committee.
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 information will be reviewed, and a final decision made on the application, by the Chair and Dr Sarah Gunningham. 
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	Ethics ref:  
	13/STH/168 

	 
	Title: 
	Assessment of the investigational coeliac disease drug Nexvax2, when given in multiple doses to men and women with coeliac disease 

	 
	Principal Investigator: 
	Dr Timothy King 

	 
	Sponsor: 
	ImmusanT, Inc 

	 
	Clock Start Date: 
	07 November 2013 


Ms Carolyn Harris and Dr Paul Hamilton 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.

Devonie Waaka declared a potential conflict of interest, and the Committee decided that she would not take part in the discussion or decision for this application.
Summary of ethical issues
The main ethical issues considered by the Committee were as follows. 
· This study has three objectives: assessment of safety and tolerability of Nexvax2 in patients with celiac disease, assessment of the pharmacodynamics of the drug and assessment of immunological response and tolerance to gluten in patients who have been on a gluten free diet for at least 12 months.  

· An additional biopsy cohort will receive a higher dose of 150 mg and no gluten challenges.  

Dr Hamilton advised that a previous phase I study trialling 150-300 mg showed 150 mg was well tolerated and 150mg will be the maximum dose trialled in this study.  300mg caused gastrointestinal side effects and won’t be used in this study.

· The Committee queried whether there may be risk of long term mal-absorbtion because of inflammation the drug may cause?  Dr Hamilton advised that the GI side effects tended to be mild and no more than moderate and this discussion will be held with participants along with full disclosure of potential risks.
· Dr Hamilton confirmed that SCOTT approval was given for the previous trial.  An application has also been submitted for this trial.  The Committee was satisfied that scientific peer review is covered in the SCOTT review process but asked that in future the researchers tick SCOTT review on the application form and upload a cover letter advising that the application has been submitted to SCOTT in parallel.
· The Committee queried whether the answer at b.4.3 that stated the need for written permission from sponsor to publish data included permission for the publication of negative results.  The researchers will double check this and advise the committee. Most international trials state that results are publicly available after a certain length of time but he Committee seeks assurance that both positive and negative results will be published.  Our guidelines state results only be available in public domain and if on a registry this will be the case.

· The Committee requested the following changes to the participant information sheet and consent forms:

· PIS and CF - Please use shortened or lay title on the PIS/CF.
· PIS - Please make clear upfront that this is not a curative treatment but the trial of the safety of a particular desensitising vaccine. This is currently stated in section 9 of the form but please state this at the outset to avoid participants reading with an assumption.

· PIS - Please clearly state how many doses participants will receive while in this study.
Decision 

This application was approved by consensus. 
Non-standard approval Conditions 

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).
Please advise the Committee whether there will be any restrictions on the publishing of negative results.
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	Ethics ref:  
	13/STH/169 

	 
	Title: 
	Open-label Study of Sofosbuvir + Ledipasvir in Participants with Chronic HCV who have Advanced Liver Disease or are Post-Liver Transplant 

	 
	Principal Investigator: 
	Professor Ed Gane 

	 
	Sponsor: 
	Quintiles Pty Limited 

	 
	Clock Start Date: 
	07 November 2013 


Prof Ed Gane and Ms Amy Cole 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.

Devonie Waaka declared a potential conflict of interest, and was not present for the discussion or decision relating to this application. 
Summary of ethical issues
The main ethical issues considered by the Committee were as follows. 
· This is a curative treatment trial. Sofosbuvir was a first oral therapy for treating the Hepatitis C Virus and has a cure rate of 70 percent in patients with genotype 1.   A combination of Sofosbuvir and Ledipasvir in phase II trials has shown a 95 to100 percent cure rate in the same population. This study goes beyond that and treats chronic hepatitis C virus infection in participants with advanced liver disease who are post-liver transplantation.   Liver transplant patients have a 30 percent chance of developing cirrhosis and if this drug combination is effective in this population there will be benefits long term for liver transplant patients. In this study participants will have less drug exposure and 12 weeks of therapy will be compared with 24 weeks of therapy.  
· The Committee noted that the study protocol is demanding but if the treatment is curative it will be worth it.

· There are three optional sub studies for participants already enrolled in the main study.  Prof Gane outlined the studies for the committee and confirmed that participation will be optional. The pharmacokinetic sub study will be conducted to ensure that there is no accumulation (of the drug) and liver failure so patients with severe HCV infection will be kept at the precinct for 12 hours after to compare with the other participants.

· Optional Liver explant study.  On the day of liver transplant a biopsy will be taken from the explanted liver.  Prof Gane noted that the importance of this study is to confirm that drug levels are the same in someone without cirrhosis. 

· The Committee requested the following changes to the participant information sheet and consent form:

· CF - Please include a pregnancy clause so that participants show no doubt about what their obligations are for protecting against pregnancy. 
· PIS – Please review content in the first bullet point under ‘Participant Responsibilities on page 3. 
Decision 

This application was approved by consensus.
Non-standard approval Conditions 

Please amend the information sheet, taking into account the suggestions made by the committee (Ethical Guidelines for Intervention Studies para 6.22)
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	Ethics ref:  
	13/STH/170 

	 
	Title: 
	Prostate Cancer Imaging Study 

	 
	Principal Investigator: 
	Professor David Lamb 

	 
	Sponsor: 
	University of Otago, Wellington 

	 
	Clock Start Date: 
	07 November 2013 


Mrs Judy Murray was present by teleconference for part of 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.
· This study is a ‘first in human’ study that will involve the use of a new radio tracer for prostate cancer imaging. 50 men with advanced prostate cancer will be recruited in New Zealand.
· The Committee noted that the study is not registered and a UTN number has not been obtained.  This is requisite as this is a new drug.  Only two small studies in which it is trialled in people (15 subjects).  

· The Committee noted that on the application form the researchers had answered that their study involved the use of a medical device when in fact it involves the use of a new contrast medium. The Committee sought clarification and spoke briefly with the study Co-ordinator, Mrs Judy Murray, as the researchers were not available to attend.  Mrs Murray confirmed that it is a new contrast medium but that ‘new medical device’ was ticked on the application form at the advice of the HDEC secretariat because there is currently no option for ‘new contrast medium’ on the application form. 

· The researchers have answered ‘no’ at r.1.13 on the application form that the study will not involve the use of ionising radiation when ionising radiation will be used.  Mrs Murray confirmed that ionising radiation will be used but not more than would be used in a regular PET scan.  The Committee noted however that this is a screening test using a new contrast medium and it would therefore like to see more information about the ionising radiation and clarify what dose/s will be used. The Committee would expect to see evidence that at medical physics expert has verified that accurate doses have been calculated for this ionising radiation. The Committee would also like to see the name(s) of the person(s) licensed under the Radiation Protection Act 1965 to supervise the administration of ionising radiation to participants in this study. 
· The Committee noted that the blood and urine collection for proteomics study will be collected to validate another study (mentioned in this study’s protocol).  The other study has collected blood and urine and this will be added to that collection.  The Committee noted that this would be a sub study for participants in the main study and as such requires a separate information sheet and separate consent form.  
· The Committee recommended that the participant information sheet for the main study clearly states up front what the PET scan involves.  

· The Committee also recommended that the information sheet clearly outline what ACC compensation may cover and also asks participants to check that participation in this trial would not affect any personal insurance cover held. 
Decision 

This application was provisionally approved by consensus subject to the following information being received.
· This study involves the use of a screening test using a new contrast medium and the Committee would like to see more information about the ionising radiation including clarification about what dose/s will be used. The Committee would expect to see evidence that at medical physics expert has verified that accurate doses have been calculated for this ionising radiation. The Committee would also like to see the name(s) of the person(s) licensed under the Radiation Protection Act 1965 to supervise the administration of ionising radiation to participants in this study.

· The Committee noted that the blood and urine collection for the proteomics study will be collected to validate another study (mentioned in this study’s protocol).  The other study has collected blood and urine and this will be added to that collection.  The Committee noted that this would be a sub study for participants and as such requires a separate information sheet and separate consent form.  

This information will be reviewed, and a final decision made on the application at a full Committee meeting. 
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	Ethics ref:  
	13/STH/171 

	 
	Title: 
	IDX-04B-001 - Study of single and multiple doses of IDX21437 in healthy people & people with hepatitis C virus 

	 
	Principal Investigator: 
	Professor Ed Gane 

	 
	Sponsor: 
	Idenix Pharmaceuticals, Inc. 

	 
	Clock Start Date: 
	07 November 2013 


Prof Gane 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.

Devonie Waaka declared a potential conflict of interest, and was not present for the discussion or decision relating to this application. 
Summary of ethical issues
The main ethical issues considered by the Committee were as follows. 
· The Committee noted that the researchers intend to recruit 40 people for 14 days. Prof Gane noted the early phase challenges of keeping people for 14 days and that it will likely be a barrier to recruitment.
· The Committee asked why no formal data safety monitoring arrangement is in place.  Prof Gane advised that this is a fairly early phase study and is confidential.  Protocols have been submitted to FDA and reviewed by its internal experts.  

· The Committee noted that a Data Safety Monitoring Board would not be used for this study.  Prof Gane advised that SCOTT reviews amendments and safety concerns.  

· The Committee asked whether Prof Gane could give an assurance that data collected will be reviewed.  Prof Gane advised that the data will go to investigators at the site and that doses chosen are well within the safety margins. The Committee asked that the research team formalise their data review process and provide evidence of this. The Committee would prefer that data safety is monitored from a New Zealand Perspective so that there is not sole reliance on an internal data safety monitoring committee in the US that is controlled by a sponsor.

· The Committee requested the following changes to the participant information sheet:

· The Committee noted that participants will receive 300-350 dollars per day.  Prof Gane advised that the amount was in line with a calculation based on number of procedures and time spent in the unit.  The Committee had no problem with the amount but noted that it was quite hard based on the information in the participant information sheet to work out how much participants will get.  Prof Gane will see that this is clarified in the participant information sheet. 
· Please provide more white space between the text and footer.

Decision 
This application was provisionally approved by consensus, subject to the following information being received. 
· Please provide evidence of a formalisation of your data monitoring process to show what you are doing in effect is the same as an internal data safety monitoring committee. The Committee noted the need to feel reassured that it is not abrogating responsibility in New Zealand for safety to be assured. 
This information will be reviewed, and a final decision made on the application by the Chair and Dr Mathew Zacharias.   
General business

1. The Committee noted the content of the “noting section” of the agenda.
2. Peer Review: The Committee would like to see full documentation of what is covered in scientific peer review and for this to be made clear on the HDEC application form.
3. Participant Information Sheet and Consent Form pro forma: the Committee would like to see the standard paragraphs for compensation, pregnancy and use of samples for further unspecified research.

4. The Committee requests clarification from the secretariat about what compensation clau