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	Committee:
	Southern Health and Disability Ethics Committee

	Meeting date:
	15 October 2013

	Meeting venue:
	The Octagonal Room, Level 1 Ward Block, Dunedin Hospital


	Time
	Item of business

	12noon
	Welcome

	12.05pm
	Confirmation of minutes of meeting of 17 September 2013

	
	New applications (see over for details)

	12.30 – 12.50

12.50 – 1.10

1.10 – 1.30

1.30 – 1.50

1.50 – 2.10

2.10 – 2.30

2.30 – 2.50

2.50 – 3.10

3.10 – 3.30

3.30 – 3.50
	 i 13/STH/122

  ii 13/STH/123

  iii 13/STH/124

  iv 13/STH/125

  v 13/STH/126

  vi 13/STH/127

  vii 13/STH/128

  viii 13/STH/129

  ix 13/STH/130

  x 13/STH/131



	3.50pm
	General business:

· Noting section of agenda

	4.00pm
	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 
	01/07/2014 
	Apologies 

	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 
	Apologies 

	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 
	Apologies 

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

	Ms Sandy Gill 
	Lay (co-opted from Central HDEC)
	01/07/2012
	01/07/2014
	Present 


Welcome

The Chair opened the meeting at 12.30pm and welcomed Committee members, noting that apologies had been received from Angelika Frank-Alexander, Gwen Neave, Martin Than and Mathew Zacharias
The Chair noted that fewer than five appointed members of the Committee were present, and that it would be necessary to co-opt a member of another HDEC in accordance with the SOPs.  Sandy Gill confirmed her eligibility, and was co-opted by the Chair as a member of the Committee for the duration of the meeting.
The Chair noted that the meeting was quorate. 

The Committee noted and agreed the agenda for the meeting.

Confirmation of previous minutes

The minutes of the meeting of 20 August 2013 were confirmed.

New applications 
	 1  
	Ethics ref:  
	13/STH/122 

	 
	Title: 
	Behavioural and physiological biomarkers for neurological disorders  

	 
	Principal Investigator: 
	Dr Masayuki Watanabe 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	03 October 2013 


Dr Masayuki Watanabe 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 noted that this was predominantly an observation study.  There is a slight risk for patients with Parkinson’s Disease who will have routine dopamine medications withheld for a short period.  Dr Watanabe confirmed that this risk will be minimised by only including patients with less severe PD.  Patients will be closely monitored and withdrawn from the study if any adverse effects are detected.
· The Committee queried whether patient reimbursement would be provided by the host institution.  Dr Watanabe confirmed this.

· Dr Watanabe clarified for the Committee that potential participants are already known to the Brain Institute and that Professor Anderson will make the initial approach to participants.

· The Committee queried whether the person doing the consenting will be the participant’s usual doctor and how long they would have to consider whether to participate and seek advice from an independent person.  Dr Watanabe confirmed that participant’s own doctor will seek the patient’s consent.

· The Committee asked how the researcher would minimise the risk of undue influence as the recruiting researcher is the patient’s clinician.   The researcher explained that patients will be mailed information about the study and if they do not wish to proceed, would not attend the meeting at which informed consent would be sought.

· The Committee agreed that the GP should be informed that their patient is participating in the study as for some patients participation may involve withholding of usual medication.

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

· The Committee noted that all five versions of the consent form state “I understand that taking part in this study is not part of the routine investigation or treatment of my condition.”  This should be removed from the version for healthy controls. 
· Please add the word “subject” after “multiple sclerosis” on the last bullet of page 1 of each Consent Form.

· Please change “Upper South B Regional Ethics Committee” to “Southern Health and Disability Ethics Committee” on the PIS.

· Please clarify on the PIS that the $30 travelling cost reimbursement is per appointment.
Decision 

This application was approved by consensus
	 2  
	Ethics ref:  
	13/STH/123 

	 
	Title: 
	Sialyl Lewis antigen expression in melanoma 

	 
	Principal Investigator: 
	Dr Michael Jameson 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	03 October 2013 


Dr Michael Jameson 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 investigate how melanoma spreads.  Dr Jameson explained that previous research has shown that cancer cells can copy the way white blood cells leave the bloodstream and move into body tissues.  He cited a preliminary Japanese study which suggests that melanoma spreads in the same way.
· This study will examine existing melanomas tissue and tumour samples from 60 people with skin melanoma and 20 with melanoma of the eye.  By looking at those tumours that have spread this will give a better idea of how cancer spreads and potentially identify tumours that have a higher metastatic potential.
· Dr Jameson advised that most of the patients with eye melanoma that has spread will have since died and asked the Committee whether families of the deceased should be approached to give consent.
· The Committee asked how many eye melanomas are seen every year and how long it would take to get enough data going forward.  Dr Jameson noted that with only three to four diagnosed each year, it would take 10 years to get the 20 samples required.  
· The Committee agreed that the potential benefits of the study outweigh the risks of not gaining consent from relatives of patients who have died.  However the Committee agreed that consent should be sought from patients who are alive.
· The Committee commented that that the consent form was extremely readable and was one of the best that they had seen in a while.
· The Committee asked the researcher to add a statement that the study has been approved by the Southern Health and Disability Ethics Committee to the consent form.
Decision 

This application was approved by consensus.
	 3  
	Ethics ref:  
	13/STH/124 

	 
	Title: 
	Reducing FGF23 in CKD 

	 
	Principal Investigator: 
	Dr. Christopher Hood 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	03 October 2013 


Dr Christopher Hood 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 aims to reduce levels of a hormone FGF23 which can cause cardiovascular disease in patients with chronic kidney disease.  This will be done by giving participants Vitamin B3.
· The Committee noted that the researcher is also seeking SCOTT approval.
· The Committee asked whether tissue would be stored for future tissue banking (R.3.11). Dr Hood advised that they want to keep tissue samples for two years after the study ends as new technology may become available that enables researchers to conduct different tests on the samples.  The blood samples will be destroyed after two years. The Committee agreed that this is addressed in the PIS.
· The Committee requested the following changes to the Participant Information Sheet and Consent Form:

· PIS – Please condense the description of the clinic visits.  For clinic visits that are identical, please group visits 2, 3 and 4 together.

· PIS – Please explain clearly that participants will be randomised into 4 groups, 2 who will receive active treatment and 2 who will receive placebo.

· PIS – For side effects, please change “changes in bowel habit” to “diarrhoea or constipation”.

· CF – The Committee suggested deleting the interpreter  section and including statement “I wish to have an interpreter”

· The Committee noted that Auckland Medical Research Foundation (AMRF) had some questions on the design of the study and queried what changes have been made in response to this.  Dr Jameson explained that AMRF had suggested that the dosage study should have been within a preliminary study.  This had been considered but a decision was made that these changes were not necessary.  Issues relating to power calculations had been addressed and confounding congenital conditions are likely to arise in a different patient population and therefore were unlikely to be a significant issue in this research.
· The Committee acknowledged that the cultural aspects of the study had been answered well.

· The Committee acknowledged that the larger font and spacing made the CF easier to read. 
Decision 

This application was approved by consensus
	4  
	Ethics ref:  
	13/STH/125 

	 
	Title: 
	Quetiapine 1 x 200 mg bioequivalence study conducted under fasting conditions and at steady state 

	 
	Principal Investigator: 
	Dr Noelyn Hung 

	 
	Sponsor: 
	Actavis Group PTC ehf., 

	 
	Clock Start Date: 
	03 October 2013 


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

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

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

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

· These are three studies for Quetiapine drug from the same sponsor.  The Committee agreed that as the three Quetiapine applications are very similar that all three studies would be discussed together.  
· The three studies are a 50mg fasting study, a 200mg fasting study and 200mg fasting and steady state study.  A 200mg fed study was conducted in mid-September and the sponsor now wishes to proceed with the three other studies.
· The Committee noted that the sponsor’s insurance certificate expires in November.  Ms Folland confirmed that she will ensure that the sponsor provides a new insurance certificate.
· The Committee was concerned with the researcher’s answer in relation to publication of results (B.4.3) which implies that negative results will not be published.  The Committee asked for confirmation that positive and negative results will be published on a clinical trial registry.  Dr T. Hung confirmed that the FDA requires all results, either positive or negative, to be notified.
· The Committee queried if participants who do not meet the inclusion/exclusion criteria may still be permitted on the trial (R.1.5).  The Committee noted that this statement is contrary to industry standards that do not allow for waivers to be given for participation if the inclusion criteria are not met.  The Committed advised that if participants are included in a study in breach of the exclusion criteria, they may not be eligible for compensation. Ms Folland advised that laboratory standards allow for a deviation if the exclusion would not make for a clinically significant result.  Dr T. Hung confirmed that the words “clinically significant” will be added to the PIS.
· The Committee noted that the information on when people should be at the Clinical Site is confusing and recommended providing a table or flow chart outlining what is involved for each person.  Dr T. Hung advised that there is a more detailed hand out that is given to participants when they come for screening.  The Committee recommended that this information be provided in future applications.
· Dr T. Hung advised that had tried to incorporate everything that is required from all HDECs into one document but that this is often difficult as different HDECs have different requirements.  The Committee noted that information required by all HDECs should be standardised.

· The Committee noted that any concerns with HDECs should be put in writing and sent to the Secretariat addressed to Helen Colebrook, Manager.  Helen confirmed that she would be happy to meet with Dr T. Hung to discuss any issues further.
· The Committee queried whether a peer review had been done by the sponsor.  Dr T. Hung confirmed that this had been but this was simply an error in not ticking the box on the application form.  Additional peer review from Prof Paul Glue was also submitted to the HDEC.
Decision 

This application was approved by consensus
	 5  
	Ethics ref:  
	13/STH/126 

	 
	Title: 
	Quetiapine 1 x 50 mg bioequivalence study conducted under fasting conditions 

	 
	Principal Investigator: 
	Dr Noelyn Hung 

	 
	Sponsor: 
	Actavis Group PTC ehf., 

	 
	Clock Start Date: 
	03 October 2013 


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

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

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

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

· Please see information for 13/STH/125.
Decision 

This application was approved by consensus.
	 6  
	Ethics ref:  
	13/STH/127 

	 
	Title: 
	Quetiapine 1 x 200 mg bioequivalence study conducted under fasting conditions 

	 
	Principal Investigator: 
	Dr Noelyn Hung 

	 
	Sponsor: 
	Actavis Group PTC ehf., 

	 
	Clock Start Date: 
	03 October 2013 


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

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

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

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

· Please see information for 13/STH/125
Decision 

This application was approved by consensus.
	 7  
	Ethics ref:  
	13/STH/128 

	 
	Title: 
	Tailored Small Bowel Partitioning vs Standardised Limb Lengths for weight loss  in the Duodenal Switch Procedure 

	 
	Principal Investigator: 
	Mr Hisham Hammodat 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	04 October 2013 


Dr Lee Humphrey 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 compare the effect of a standardised 100cm common channel and 150cm alimentary limb length with an individually tailored small bowel partition on weight loss surgery.  

· Dr Humphrey advised that North Shore Hospital currently do between 15 and 20 procedures per year.  They are aiming to recruit 60 participants over 3 years.  The study will recruit for 3 years, with a follow up of 5 years and data collection for 7 years.  

· The Committee queried what procedure a patient would currently get if they were not on the trial.  Dr Humphrey advised that this would be the tailored small bowel partition and this is the procedure they will get if they do not consent to the trial.  The Committee recommended that this information be added to the PIS.
· The Committee recommended that participants be advised that they will be notified after 5 years what procedure had been performed on them.
· The consent form states that blood samples will be stored for up to 15 years for studies on diabetes remission.  The Committee advised that as only blood samples will be kept for the diabetes study, that a separate consent form is not needed but that this information should be added to the PIS and consent form.
· The Committee noted that the response to Māori consultation was inadequate and that storage of blood samples for 15 years may be a significant issue for Māori.  Dr Humphrey advised that Māori consultation is currently taking place.

· The Committee noted that the protocol allows for the randomised procedures to be performed either laparoscopically or open. This may influence results if the two intervention arms did not have comparable numbers of laparacopic versus open procedures. The committee queried whether stratification was considered.Dr Humphrey explained that they are hoping to use the laparoscopic procedure but they will look at stratifying if necessary.

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

· Please advise participants that standard procedure for bariatric surgery at the hospital is a tailored bowel partition.

· Please include information about the storage of blood samples for 15 years for the purpose of ongoing diabetes research related to this study.  
· The PIS should have a lay title, as the current title is too long.

· Please correct the typos, grammar and omissions in the PIS.

· Para. 2 of the PIS includes a number of abbreviations that are not used later in the document.
· Point 9 of the consent form refers to medication.  As no new medication will be included in this study, please change to “I know who to contact if I have any questions about the procedures used in this study or about the study in general, or about any changes to my medication during the study”
Decision 

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

· Please make changes to the Participant Information Sheet and Consent Form as requested above. 

This following information will be reviewed, and a final decision made on the application, by Raewyn Idoine and Nicola Swain.
	 8  
	Ethics ref:  
	13/STH/129 

	 
	Title: 
	Gabapentin for the management of pain following tonsillectomy 

	 
	Principal Investigator: 
	Dr James Sanders 

	 
	Sponsor: 
	University of Otago 

	 
	Clock Start Date: 
	03 October 2013 


Dr James Sanders was present in person for discussion of this application.
Potential conflicts of interest

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

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

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

· This is a double blind, randomised, placebo-controlled trial into whether gabapentin helps with pain following a tonsillectomy.  This study will compare post-operative pain and nausea scores.
· At present there is limited data available but it is promising and found significant improvements in pain scores and lower analgesic requirements in the 24 hours post-surgery.

· The Committee noted that this was a good study with a straightforward design.  
· The Committee praised the tone and the language of the PIS which they found welcoming.  The Committee acknowledged that the consent form was clear and easy to read but recommended using the template available on the HDEC website as some required information was not present in the submitted PIS
· Dr Sanders asked whether a parent’s signature should be included on the consent/assent form for 16 and 17 year olds.  The Committee advised that parents may like to be involved in the consent process and recommended that both can co-sign.

· The Committee advised that as levels of literacy vary that the researcher should ensure that participant has understood the form before proceeding.
· The Committee requested the following changes to the Participant Information Sheet and Consent Form:

· That the PIS template on the HDEC website be used to amend the PIS

· The risk section is currently very minimal.  Please include information about any rare but serious side effects in the CF.  Bullet points are recommended.

· Please include any obvious exclusion criteria for study participation in the PIS and CF.

· Please include how long information will be stored for and whether the participant’s GP will be informed.

· Please include a statement that if any new information comes up that may impact on a person’s willingness to participate that they will be informed.  While this has been covered in the application, it needs to be added to the PIS.

· Please include a statement about potential eligibility for ACC in the event of injury as included on the PIC/CF template.

· The Committee said that whilst young people over the age of 16 are capable of giving consent, parents may also wish to assent.  Please revise the consent form to enable this.

· The Committee recommended bringing the margins in to make the PIS easier to read for the participant and to increase the font size for the PIS and CF.

· Please include a statement that the study has received ethical approval from the Southern Health and Disability Ethics Committee.

· Please add “Hospital” after Dunedin on page 2, para. 6 of the PIS. 

· Please change “Principle” to “Principal” on page 1, para. 1 of the PIS.

Decision 

This application was approved by consensus
	 9  
	Ethics ref:  
	13/STH/130 

	 
	Title: 
	ODYSSEY CHOICE II 

	 
	Principal Investigator: 
	Professor  Russell  Scott 

	 
	Sponsor: 
	sanofiaventis australia pty ltd. 

	 
	Clock Start Date: 
	03 October 2013 


No representatives were 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 noted that the answers to P.4.1 were disappointing and did not describe the relevance or potential benefits of the research for Māori.  They acknowledged that the other cultural issues had been well addressed.

· Page 8 of the PIS states that if males are participating and their partner becomes pregnant that the sponsor would like to monitor the pregnancy.  The Committee advised that contraceptive requirements for men should be included on the PIS and that the participant’s partner should be made aware that the company wishes to monitor the pregnancy, and seek her consent to this monitoring.

· The Committee requested the following changes to the Participant Information Sheet and Consent Form:
· Please change the title to a lay title.  At present it is too long. 

· The tone of the PIS needs to be more personalised and user friendly.

· Please include contraceptive information on PIS.

· Please provide information about monitoring of any potential pregnancy and provide a consent form for this.

· Please correct spelling mistakes.

· Please change page 6, point 6 of the PIS from “properly approved” to “properly ethically approved”.

· Please add “properly ethically approved.  These samples may be sent overseas to a country which may apply different ethical standards.” to page 6, point 7.

· Please make it clear to participants that once the study is completed, the medication will not be available 
Decision 

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

· Please make changes to the Participant Information Sheet and Consent Form as requested above. 

This following information will be reviewed, and a final decision made on the application, by Sarah Gunningham and Gwen Neave.
	 10  
	Ethics ref:  
	13/STH/131 

	 
	Title: 
	KB001A-05  

	 
	Principal Investigator: 
	Dr Ben D.J Brockway 

	 
	Sponsor: 
	KaloBios Pharmaceuticals, Inc. 

	 
	Clock Start Date: 
	03 October 2013 


Dr Ben Brockway was present in person for discussion of this application.
Potential conflicts of interest

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

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

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

· This is a phase 2 study for patients with Cystic Fibrosis (CF) who have pseudomonas aeruginosa infection.
· The Committee acknowledged that the application and PIS and CF were well written.

· The Committee acknowledged that the peer review and data safety monitoring was appropriate and were impressed that peer review recommendations had been incorporated into the revised protocol.
· The Committee queried the sub-study mentioned in the protocol.  Dr Brockway confirmed that this was not being run as part of his study.
· The Committee asked how the risk of infusion reactions from the study drug will be measured and whether participants will be kept in the unit longer to minimise this risk.  The Committee advised that reactions usually occur within 120 minutes of receiving the infusion.  Dr Brockway thought that the first visit would be long enough to address this but is happy to keep the participant in the unit for longer if necessary.
· The Committee queried whether patients coming off their usual medication would be covered for any injury from the study.  Dr Brockway said that the participants would receive standard care in the event that they developed an infection.
· The Committee advised that Māori consultation can still take place before starting the study and that locality review will require this.  Dr Brockway advised that Māori consultation has been requested.

· Dr Brockway explained that incidence of CF in Māori is low.  The Committee suggested that this should be stated in future applications.
Decision 

This application was approved by consensus.
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:
	19 November 2013, 12:00 PM

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



No members tendered apologies for this meeting.

3. Problem with Last Minutes

The minutes of the previous meeting were agreed and signed by the Chair and Co-ordinator as a true record.

The meeting closed at 3.00pm.
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