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		Minutes



  

	Committee:
	Southern Health and Disability Ethics Committee

	Meeting date:
	18 August 2015

	Meeting venue:
	Sudima Hotel - Christchurch Airport



	Time
	Item of business

	12.00 pm
	Welcome

	12.05 pm
	Confirmation of minutes of meeting of 21 July 2015

	12.30 pm
	New applications (see over for details)

	
	 i 15/STH/119
  ii 15/STH/121
  iii 15/STH/122
  iv 15/STH/123
  v 15/STH/124
  vi 15/STH/125
  vii 15/STH/126
  viii 15/STH/127
  ix 15/STH/128
  x 15/STH/129
  xi 15/STH/135
  xii 15/STH/136

	5.30pm
	Substantial amendments (see over for details)

	
	 i 15/STH/58/AM01

	5.55pm
	General business:
· Noting section of agenda

	6.00pm
	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 21 July 2015 were confirmed.

New applications 


	 1  
	Ethics ref:  
	15/STH/119 

	 
	Title: 
	Prostate artery embolization for treatment of acute urinary retention due to benign prostate hyperplasia (PRO-FLOW) 

	 
	Principal Investigator: 
	Dr Martin Krauss 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	06 August 2015 


 
Dr Martin Krauss and Dr Frank Kueppers were present in person for discussion of this application.

Potential conflicts of interest

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

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

Summary of the study 

1. The committee asked the researchers to introduce the study and to explain why they are doing it.  Dr Krauss explained that the basic idea behind this study is to try to a degree to replace the invasive treatment for enlarged prostate with a minimally invasive procedure. Dr Krauss noted that an increasing number of papers show that embolization works but there is little evidence that compares current standard treatment of Trans-Urethral Resection of Prostate (TURP) with embolization.  

Summary of ethical issues (resolved)

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

1. The committee noted the answer given at question p.4.1 on page 19 of the application form that asks researchers to describe whether and how a study may benefit Mãori. For future reference the committee noted that it can be useful to state any known statistics at this question.  The committee wanted hear more about how enlarged prostate affects Mãori.  The researchers did not have any data but noted that the rates are the same however presentation is often later and therefore the outcome is worse than for non- Mãori .  If Mãori have comorbidities then this could potentially effective treatment. 
2. The committee noted the answer given at question p.4.2 on page 19 of the application form that asks researchers to identify cultural issues that may arise for Mãori and how they might be managed.  The committee noted that issues that the researchers could have identified that are different from the general population that included the collection of data from people, joint consideration of consent and time to consider consent.   
3. The committee queried whether the sponsor is funding the study.  The researchers confirmed that the sponsor is not funding the study and will not be controlling the design.  The sponsor is funding the product free of charge and will be interested in the results of the study. 
4. The committee complemented the researchers on the readability of that participant information sheet and consent forms. 


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

1. Page 1: the committee noted the title uses medical language and requested that the researchers use a lay person appropriate title such as Comparison of two types of treatment for enlarged prostate. 
2. Page 2, ‘What is the purpose of this study?’ The committee noted the sentence that states “This project aims to prove that in most cases PAE is safer for the patient with better long term results.”  The committee asked that the researchers be consistent with equipoise statement (f.3.1, page 21) when expressing this information so as not to bias participation by suggesting that one intervention is better than the other. Participants just need to know that there are two available options and that the researchers are going to compare them. 
3. Page 5: the committee noted that embolization was described a fair way through the information sheet and noted that it may be helpful for participants if the technique is described earlier.  The inclusion of a picture may also be helpful.  
4. Page 6: ‘What is the advantage of PAE over traditional TURP technique?’ The committee noted the statement that common side effects of TURP have not been reported after PAE and that improvement in symptoms has been reported in 80 percent of cases studied worldwide. The committee asked the researchers whether they had an idea of how many cases of treatment with embolization there are worldwide.  Dr Krauss noted that a thousand cases have been published to date.   The committee asked that the researchers include that the information is for [x] number of cases from around the world so far to give proportionality to potential participants. 
5. Page 6: please move ‘Alternative Treatment’ information to follow the information about PAE and associated risks. 
6. Consent Form: the committee noted that ‘yes/no’ options are only needed when the question requires a yes or no answer.  Please remove the yes/no options for questions to which this does not apply.  

 Decision 
This application was approved by consensus.



	 2  
	Ethics ref:  
	15/STH/121 

	 
	Title: 
	Validation of transcutaneous monitoring 

	 
	Principal Investigator: 
	Dr Janine Pilcher 

	 
	Sponsor: 
	Medical Research Institute of New Zealand 

	 
	Clock Start Date: 
	06 August 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:

1. The committee noted that the researchers had stated that the study may involve participants who are acutely unwell and queried how the researchers intended to manage the consent process for such individuals.  The committee noted that the researchers had stated that they will reiterate to the participant the importance of having time to consider the information before making a decision and that their medical care will not be influenced by their decision about whether to take part in the study.   

The committee requested the following change to the participant information sheet:

2. The committee requested the inclusion of a statement before the first heading ‘What is the purpose of the study?’ that advises why the study is being done.  That is, that the researchers are already taking blood and would like to trial the device. 

Decision 

This application was approved by consensus.


	 3  
	Ethics ref:  
	15/STH/122 

	 
	Title: 
	Telemedicine in rural palliative care patients 

	 
	Principal Investigator: 
	Dr Gordon Giddings 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	06 August 2015 


 
Dr Giddings 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. Clarify that understanding is correct that 20 patients in outlying areas will get one extra consult.
2. Dr Giddings confirmed for the committee that a research assistant and hospice nurse will be with the patient at a satellite hospital when the medical doctor videoconferences.  The research assistant will be a first or second year medical student. The committee queried whether the student will be in their first year of clinical placement or first year of medical school.  Dr Giddings confirmed that the student will be a first year medical school student.  However, a hospice nurse will also be present. 

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 peer review submitted was not adequate and requested that the researchers refer to the HDEC template peer review document that can be found on the HDEC website: http://ethics.health.govt.nz/ as it is set out in a way that helps the committee check whether a research proposal has received adequate peer review. 
4. The committee noted that the answer given at question p.4.1 on page 19 of the application form was a big statement to make and that it would argue that Mãori do understand the concept of palliative care but that it is just a different concept of care.  
5. The committee noted the answer given at question p.4.2 on page 19 of the application form that the researchers would use the findings of the study to assess Mãori preferences and attitudes and preferences for using this modality. The committee queried how the researchers would do this when they may expect to get one or two Mãori participants.  The committee cautioned the research team about making such claims when the results would likely not be representative of Mãori as a group. The committee would like the CI to talk to his team about questions p.4.1 and p.4.2 and let the committee know that the committee know that the study is being done in a way that is respectful to Mãori. 

Summary of ethical issues (resolved)

6. Patient satisfaction questionnaire: the committee requested that the questionnaire be reviewed to make complete sentences and correct typos.  
7. Palliative Performance Scale (PSS) score is not an outcome measure.  Dr Giddings confirmed that this measure will help determine where the patient’s health is at. 
8. Dr Giddings confirmed for the committee that patient satisfaction scale will yield a total score. 
9. The committee queried whether a population of 20 people could give statistically significant results. Dr Giddings explained that this study is a pilot study and that the results may be used to inform a larger study.  The committee noted that while the statistical data may not achieve power, that the study is a relatively low risk pilot study and that it ethically not breaking any rules. 
10. The answer given at question r.2.5 on page 15 of the application form states that health information generated in this study will be retained for three years after publication. The committee reminded the researchers of the legislative obligation in New Zealand to retain this data for 10 years.  
11. The committee discussed that the researchers had indicated in the application that evidence of the effectiveness of telemedicine is mixed including that a Danish study last year showed that many providers have concerns regarding the ethical and practical components of modern communication and asked whether this research intended to dispel that.  The committee noted that telemedicine is in use in some areas in New Zealand and queried what benefits this study would add in terms of scientific knowledge?  Dr Giddings acknowledged this and noted that four larger rural centres launched a project where telemedicine was placed in emergency departments.  The Hospice is making an investment in this technology and SMO resources.  The study showed that telemedicine can be a more effective use of SMO time and provided the same level of specialist care without compromising patient satisfaction. The researchers want to demonstrate that telemedicine does not compromise delivery of care.  The committee acknowledged that it can take hours to travel to rural areas and supported the concept of what the researchers are trying to do. 

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

12. The committee asked who wrote the participant information sheet and Dr Giddings advised that the research team adapted it from a College of GPs in the UK document. The committed noted that it would need to be proofread for spelling and readability and Dr Giddings noted that he would review the document to make it more readable. 
13. The committee queried the use of the terminology of telemedicine and noted that it is interesting that telemedicine was not used in the title.   Please remove reference to telemedicine in parenthesis from the information sheet.  
14. The committee noted that the information sheet is brief but acceptable for the patient group and type of study that it is. However, the committee noted that it is not clear that participants will get one extra visit and complete a satisfaction survey. In other words, the procedural aspect seems to be missing from the information sheet.  Please include information about where the study will take place, how long the extra visit will take and that it is voluntary. 
15. Dr Giddings confirmed that participants will be outpatients who travel to the clinic for visits. The committee requested that participants’ transport costs be covered for the extra visits and that this information be given in the information sheet. 

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

· Please further evidence of peer review using the HDEC template, which you can find at http://ethics.health.govt.nz/
· 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 a further response to questions p.4.1 and p.4.2 from the application form in a cover letter. 

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

	 4  
	Ethics ref:  
	15/STH/123 

	 
	Title: 
	Use of Optiflow in the paediatric recovery room 

	 
	Principal Investigator: 
	Dr. Paul A. Baker 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	06 August 2015 


 
Dr Michael Tan 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. In essence is this an audit of a change of policy at the hospital.  Prospective audit wouldn’t usually have review at a full meeting but given that a vulnerable group is involved the study was reviewed via the HDEC full review pathway. 
2. Dr Tan advised that high flow nasal oxygen therapy will be introduced in every operating theatre in the hospital.   
3. The committee asked Dr Tan to talk about why the research team is doing the study.  Dr Tan explained that the hypoxia is the most common complication in children undergoing anaesthesia but little is known about how often this is happening in the recovery phase.  In the first part of this study the research team will observe the incidence and severity of hypoxia in the post-operative phase using the current therapy which involves delivery of low concentration oxygen through a Hudson Mask when the child is in the recovery room following surgery.  The researchers will repeat the same observations with the new practice introduction of the high flow nasal oxygen (Optiflow) prongs and compare results of rates of hypoxia. 

Summary of ethical issues (resolved)

· The committee had no major ethical concerns about this study an agreed to approve the application. 

Decision 

This application was approved by consensus.


	 5  
	Ethics ref:  
	15/STH/124 

	 
	Title: 
	Leuprolide Acetate 45 mg in Subjects with Central (Gonadotropin-Dependent)Precocious Puberty 

	 
	Principal Investigator: 
	Prof Paul Hofman 

	 
	Sponsor: 
	TOLMAR Inc 

	 
	Clock Start Date: 
	06 August 2015 


 
Prof Hofman 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. Prof Hofman explained that the study drug is currently used for blocking early puberty on lower doses and is given monthly or three monthly. This study will use a higher dose of the drug at six monthly interval and the study will look to see whether this is safe and effective. 

Summary of ethical issues (outstanding)

The main ethical issues considered by the Committee and that require addressing by the research team were as follows. 

2. The committee noted the answer given at question f.3.2 on page 25 of the application form did not answer how the study meets the best equipoise standard.  The committee would like to see this addressed in a cover letter to the committee to be submitted with the provisional approval response.  

The committee requested the following changes to the participant information sheets and consent forms: 

3. The committee noted that the documents need to be reworked in their entirety so that they talk to the parent about their child and to the child in a lay person and age appropriate way. The forms also need to be tailored for a New Zealand audience as they reflect US practice in parts.  The pictures on the child information and assent forms also need to be reviewed and changed. Prof Hofman apologised for the way in which the information sheets were written. 
4. The committee was concerned about the inclusion of the section on pregnancy testing as most of the children are young and because the drug is meant to prevent pregnancy anyway. 
5. The committee would like to see a space on the amended parent/caregiver consent form for a child to sign his or her assent.
6. The committee noted that the use of an index (page 2 of 15) was a helpful addition. 
7. The committee noted the answer given at question f.3.1 on page 25 of the application form stated ‘no’ that participants will not have continued access to the best-proven intervention after the end of the study.  Prof Hofman explained that the participants will continue to receive standard treatment which is access to lower dose at more regular intervals.  The six monthly injection at higher dose offered in this study will not continue.  Please make this clear to participants in the information sheet. 
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, by the Chair and Dr Swain. 

	 6  
	Ethics ref:  
	15/STH/125 

	 
	Title: 
	A Clinical Trial to assess the Efficacy and Safety of ISIS 420915 in Patients with Familial Amyloid Polyneuropathy 

	 
	Principal Investigator: 
	Prof Ed Gane 

	 
	Sponsor: 
	Isis Pharmaceuticals, Inc. 

	 
	Clock Start Date: 
	06 August 2015 


 
Prof Gane and Ms 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.

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

Summary of the study

1. Familial Amyloid Polyneuropathy is a rare, inherited disease that affects multiple families. The disease occurs when an abnormal gene protein becomes sticky, builds up in the blood vessels and can cause damage to nerves and the heart. The only current treatment is transplantation. Need a combined heart and liver transplant.  Two drugs are in use that are not registered in New Zealand and neither show significant improvement in function.  
2. This study will look at a new treatment that makes DNA that binds to mutated genes and blocks production of abnormal proteins.  

Summary of ethical issues (outstanding)

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

3. The committee queried whether it is ethical to do a placebo trial when other drugs are available. Prof Gane reiterated that the two other available drugs have only minimal effect and work in a non-specific way so there is a lack of benefit. 
4. The committee queried whether participants would understand the disease stated under the acronym FAP or whether it needed to be stated in full in the participant information sheet.  Prof Gane explained that the disease affects 7 or 8 families in NZ and they will be familiar with the acronym. 
5. The committee noted the answer given at question b.4.3 on page 13 of the application form.  It sounds like the drug manufacturer has a choice about which results are published. Prof Gane explained that they won’t allow anyone to publish independently, which is not uncommon.  However, the results will be published on a clinical trials registry. 
6. The committee noted the answer given at question r.1.3 on page 15 of the application form that the study will involve withholding standard treatment from participants. Prof Gane clarified that standard treatment would not be withheld in New Zealand, and that the form has been answered incorrectly for NZ participants.
7. The committee complemented the researchers on the use of tables in the participant information sheets. 


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

8. The committee noted that participants who have the Ophthalmology and ERG exams shouldn’t be driving home afterwards. Please state in the consent form that participants agree to have someone to come home with them following these exams. 
9. Clinic visits performed as non-clinic visits:  the committee queried whether such visits are performed in New Zealand.  Ms Cole explained that at this stage they will not use home care offered by the sponsor although it is available in New Zealand if there are patients who need to use the service.  The committee requested that this be reflected in the participant information sheet and consent forms.    

Decision 

This application was approved by consensus. 


	 7  
	Ethics ref:  
	15/STH/126 

	 
	Title: 
	M15-461 RUBYII 

	 
	Principal Investigator: 
	Prof Ed Gane 

	 
	Sponsor: 
	AbbVie 

	 
	Clock Start Date: 
	06 August 2015 


 
Prof Gane and Ms 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.

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

Summary of ethical issues

1. The committee had no major ethical concerns about this study and congratulated the research team on an application well done.  The only request from the committee is that a lay title be included on the participant information sheet and consent forms.

 Decision 

This application was approved by consensus.
 

	 8  
	Ethics ref:  
	15/STH/127 

	 
	Title: 
	Intercytoplasmic bridges in bone marrow aspirates 

	 
	Principal Investigator: 
	Dr Robert Weinkove 

	 
	Sponsor: 
	Malaghan Institute of Medical Research 

	 
	Clock Start Date: 
	06 August 2015 


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

Potential conflicts of interest

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

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

Summary of ethical issues (resolved)

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

· The committee noted that this is an interesting study.  The main question it had for the research team was about the disclosure of information.  The committee noted that Dr Weinkove is both the clinician and the clinical doctor and asked where he was getting the slides from.  Dr Weinkove explained that the slides to be accessed are taken for clinical purposes and sit within the Capital and Coast District Health Board.  Dr Weinkove explained that extra slides are kept for 6 months and then discarded.  He will select the slides from his own patients and choose those appropriate for this study according to the protocol inclusion and exclusion criteria.  He is one of seven working clinicians working and all individuals whose slides are accessed will have signed a hospital consent form to say that they are happy for their samples to be used for future ethics committee approved research. Dr Weinkove will then de-identify the slides before sending them to the Malaghan Institute.  There will be no information that the Malaghan institute might use to identify an individual and Dr Weinkove will maintain the linkage data.
· The committee complemented Dr Weinkove on his process which appears to ensure that health information is kept confidential and noted that it can be a difficult boundary to keep when the clinician is also the clinical doctor – the answer was like an advertisement for appropriate practice! 
· Dr Weinkove noted that in undertaking clinical trials they try and have set ups to allow the team to do research in an appropriate fashion. 
· Dr Weinkove noted that the registrar appointed to work on the study is no longer available. The committee advised that a change could be notified to the committee as an amendment via Online Forms. 

Decision 

This application was approved by consensus.

 

	 9  
	Ethics ref:  
	15/STH/128 

	 
	Title: 
	Urocanate in human specimens 

	 
	Principal Investigator: 
	Dr  Stephen Ritchie 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	06 August 2015 


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

Potential conflicts of interest

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

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

Summary of ethical issues (outstanding)

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

1. The committee noted that this is a straightforward study but agreed that ethical approval hinges on what the samples were collected for originally. The research team is possibly using the samples for a purpose that they were not originally collected for without patient consent to do this. 
2. The committee queried whether the test to be piloted in this study is related to the test that patients first gave the samples for.  It was not clear to the committee whether this is the case. 
3. The committee acknowledged that the patients have given their samples but explained that an ethical issue around the use of samples arises when patients haven’t given consent for further unrelated use.  
4. The committee queried whether there was a reason why the research team could not go back to the patients whose samples they wish to test to ask for their consent. 
5. The committee noted a provision of the Human tissue Act that might allow for the use of the sample for designing new tests for quality assurance purposes.  However this is not a quality assurance case and the exception does not apply. 
6. The committee agreed to provisionally approve the application to request further information from the research team about whether samples to be released are samples that were tested for the same infection that this new biosensor will test.  

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

· Please provide a cover letter for the committee that sets out whether the samples to be released are the samples that were tested for the same infection that this new biosensor will test. 
  
This information will be reviewed, and a final decision made on the application, by the Chair and Dr Nicola Swain. 

	 10  
	Ethics ref:  
	15/STH/129 

	 
	Title: 
	Protocol 16277: Riociguat in diffuse cutaneous systemic sclerosis (dcSSc) 

	 
	Principal Investigator: 
	Dr Kamal Solanki 

	 
	Sponsor: 
	Bayer Australia Ltd. 

	 
	Clock Start Date: 
	06 August 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. 

1. The committee was satisfied that the scientific validity of the study has had extensive independent peer review.
2. The committee queried why the participants would stay blinded in the long term extension phase of the study. It was explained that this is not uncommon and is done to avoid people changing their minds about how effective – or not, the treatment is. 

The committee requested the following changes to the participant information sheet:

3. Page 3, ‘Screening Phase’: the committee noted that the sentence “In case that you will have slightly elevated results for certain of the liver and/or kidney tests at this and/or the next visit blood for additional measurement of certain tests will be collected during later visits to monitor this thoroughly.” is confusing and would ask that the researchers review and reword.
4. The committee noted that under personal care the question: Were you able to have a bath? is asked and noted that some participants won’t have a bath.  

Decision 

This application was approved by consensus.


	 11  
	Ethics ref:  
	15/STH/135 

	 
	Title: 
	To evaluate the concentration of nicotine in the blood and its effects, safety and tolerability, following the use of a new nicotine delivery system (P3L). 

	 
	Principal Investigator: 
	Dr Chris Wynne 

	 
	Sponsor: 
	Clinical Network Services 

	 
	Clock Start Date: 
	06 August 2015 


 
Dr Wynne 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.

Mr Mathew Zacharias and Dr Devonie Waaka declared potential conflicts of interest, and the committee decided that neither Dr Zacharias nor Dr Waaka would take part in the discussion or decision relating to this application. 

Summary of ethical issues

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

1. The committee asked Dr Wynne why he was doing this study.  Dr Wynne explained that this is not a tobacco study but rather a nicotine study and it is being conducted on the basis that smoking of tobacco causes harm and there are a number of ways to reduce harm. The basis of this study from his point of view as an oncologist is that it is the substances caused by combustion that cause harm.  Nicotine is the addictive substance but it is not harmful.  The product being tested in this study is a harm reduction product. 
2. Other products licensed by Johnson and Johnson are comparators against what is being tested. 
3. The committee queried whether the product being trialled is marketed by the tobacco company. Dr Wynne confirmed that the product developed by PMI.  This is not illegal and he has received no information along those lines whatsoever.  The comparator has gone through the same process. 
4. The committee noted that participants will only get one dose of nicotine per day when on p3L nicotine delivery system. Dr Wynne confirmed that this will mean there is a reduction in the amount of nicotine the participants (smokers of 10 cigarettes a day), usually have.  The committee noted the issue of participants experiencing nicotine withdrawal.  The issue is discussed in the protocol and measures are in place to address it. The fact that participants will receive a reduction in nicotine will be made clear during the consenting process.  
5. The committee noted that no UTN number was stated in the application. Dr Wynne advised that the research team has applied for one but that it is not available yet.
6. The committee noted that a patient identification card is mentioned but that it did not get a copy. Dr Wynne noted this and will see that a copy is provided to the committee. 
7. Dr Wynne noted that Medsafe sees no particular reason on health grounds why nicotine should be registered as a medicine. The committee requested a copy of this advice.   
8. The committee thanked Dr Wynne for his time and for a well put together application.  

Decision 

This application was approved by consensus.


	 12  
	Ethics ref:  
	15/STH/136 

	 
	Title: 
	AML 19 

	 
	Principal Investigator: 
	Dr Ruth Spearing 

	 
	Sponsor: 
	Cardiff University 

	 
	Clock Start Date: 
	06 August 2015 


 
Ms Helen McDermott 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 the study

1. AML 19 is run out of the United Kingdom and is for adult patients diagnosed with acute myeloid leukaemia (AML). Ms McDermott explained that AML is not one disease but manifests in different types with different risks. If an individual is at high risk they may have to have a bone marrow transplant. Sometimes high risk patients will go into remission but will later relapse. As new novel agents become available include in protocol and test in different groups. This trial will include novel drugs that may help.  
2. Participants will be stratified according to risk and then given most appropriate treatment.   The researchers will do tests to find out what type of leukaemia a patient has. Some patients will get a new drug Mylotarg. It is known that Mylotarg helps some patients but evidence is limited and more information is needed so it is being are tested in a larger population.   
3. The committee noted that the information sheets and consent forms appear quite complicated but do make sense and are in logical order.
4. Ms McDermott confirmed for the committee that all tests done in blood work, bone marrow testing and genetic testing are standard of care apart from monitoring and that there are no additional tests. 
5. The committee noted the answer given at question r.5.1 on page 19 of the application form.  Ms McDermott confirmed that the Canterbury District Health Board has received funding to cover the cost of Mylotarg and that there would be no cost to the participant for this drug. 

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

6. The committee noted that the risk statement for the agents used are fairly brief.  The statement talks generically but no specific events are mentioned.  Ms McDermott said the drugs used are standard of care drugs that are routinely used and that every drug used in the hospital will have information sheets about the risks apart from CPX drugs, which are a new formulation of previously untested drugs.  The committee requested that the researchers have a conversation about what needs to be added about CPX risks in the participant information sheet. The committee suggested that the researchers could mention that separate information sheets are available standard of care drugs for participants to read and be comfortable that they understand the risks. 
7. The committee noted that the information sheets still appear to be in draft form. Please proof read the documents for typos. Please review the information sheets and consent forms and reformat in the interests of consistency and readability for participants. Please include contact details of haematologists and their out of hours contact numbers. 
8. Please replace reference to the 2002 Injury Prevention Rehabilitation and Compensation Act with Accident Compensation Act 2001. 

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 information will be reviewed, and a final decision made on the application, by the Secretariat.
 


Substantial amendments

	1  
	Ethics ref:  
	15/STH/58/AM01 

	 
	Title: 
	 Brain Imaging in Anorexia Nervosa 

	 
	Principal Investigator: 
	Professor Dirk De Ridder 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	26 August 2015 


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

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. 

1. The committee had some concerns about this amendment. The committee noted that the initial application was reviewed and approved just a few months ago.  The first request in this amendment is to widen the age range and enable children/adolescents to participate. Given that the application was approved recently, the committee queried what has changed in that time to mean that the researchers want to widen the age range to include a potentially vulnerable population) and why they would want to use minors in this study. 
2. The committee considered that this is a significant change to the study protocol and questioned why it was not addressed in the initial study design. 
3. The second request is to recruit age-matched females as controls through local schools.  There is little information as to how the recruitment will be managed, how the schools will be involved in the recruitment process and no discussion around using schools in this way. 
4. The committee agreed that the intended changes would require a new application with a new protocol that includes discussion around risks in a vulnerable population, new peer review document and age appropriate information sheet and assent forms and parental information and consent forms.. 

Decision 

This amendment was declined by consensus as the Committee agreed that the intended changes would require a new application with a new protocol that includes discussion around risks in a vulnerable population, new peer review document and age appropriate information sheets and assent forms, parental information and consent forms. 

 


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:
	15 September 2015, 08:00 AM

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



· No members tendered apologies for this meeting.
[bookmark: _GoBack]
The meeting closed at 4.30pm.
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