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	Committee:
	Southern Health and Disability Ethics Committee

	Meeting date:
	22 January 2013

	Meeting venue:
	Dunedin Airport


	Time
	Item of business

	10:45
	Welcome

	
	Confirmation of minutes of meeting of 27 November 2012

	
	New applications (see over for details)

	
	 i 12/STH/53

 ii 12/STH/54

 iii 12/STH/55

 iv 12/STH/56

 v 12/STH/58

 vi 12/STH/59

 vii 12/STH/62

 viii 12/STH/65

 ix 12/STH/66

 x 12/STH/67

 xi 12/STH/68

 xii 12/STH/69

	16:50

	General business:

Noting section of agenda

            

	17:00
	Meeting ends


	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

	Ms Raewyn Idoine 
	Lay (consumer/community perspectives) 
	01/07/2012 
	01/07/2015 
	Present 

	Mr Doug Bailey 
	Lay (the law) 
	01/07/2012 
	01/07/2015 
	Apologies 

	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 
	Present 

	Ms Sandy Gill
	Lay (consumer/community perspectives)
	01/07/2012
	01/07/2014
	Present

(Co-opted member)


Welcome

The Chair opened the meeting at 10:45 and welcomed Committee members, noting that apologies had been received from Mr Doug Bailey, Mrs Angelika Frank-Alexander, Ms Gwen Neave, Dr Martin Than.
The Chair noted that fewer than five appointed members of the Committee were present, and that it would be necessary to co-opt members of other HDECs in accordance with the SOPs.  Ms Sandy Gill confirmed her eligibility, and were co-opted by the Chair as members of the Committee for the duration of the meeting.
The Chair noted that the meeting was quorate. 

The Committee noted and agreed the agenda for the meeting.

Confirmation of previous minutes

The minutes of the meeting of 27 November 2012 were confirmed.

New applications 
	 1  
	Ethics ref:  
	12/STH/53 

	 
	Title: 
	Bronchiolitis feasibility study 

	 
	Principal Investigator: 
	Professor R Beasley 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	10 January 2013 


Dr Irene Braithwaite 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 notes this is a very worthwhile study with no major ethical issues.
· The Committee requested the following changes be made to the Participant Information Sheet:

· Simplify the PIS. The Flesch reading score is seems high especially given the targeted participants
· Please consider removing some information on the hypothesis to prevent participants in the paracetamol group from possibly restricting paracetomol use on their own accord
· Please change all instances of “syringe” to “oral syringe”
· Please use lay titles

· Please move the “Request for Interpreter” to the start of the document.

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

· The PIS and CF should be a single document
· Please use lay titles

· Please make it clear that the parent is consenting for both themselves and for their child 
Decision 

This application was approved by consensus.
Please address the amendments outlined above and send a copy of the updated documents to the secretariat for their records. 

	 2  
	Ethics ref:  
	12/STH/54 

	 
	Title: 
	An extension study Investigating PCI-32765 in Patients 65 Years or Older with Chronic Lymphocytic Leukemia (CLL) or Small Lymphocytic Lymophoma (SLL) Involved in the Parent Study PCYC-1115-CA.  

	 
	Principal Investigator: 
	Dr Gillian Corbett 

	 
	Sponsor: 
	PPD are the CRO for this study and acting as spons 

	 
	Clock Start Date: 
	10 January 2013 


Dr Gillian Corbett was not available 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 notes this is a very well written application and a great example for other applicants.

· The Committee commends the research team for acknowledging and recognising Tikanga Māori, especially regarding obtaining tissue samples.

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

· The committee would like the researcher to add both these paragraph's to the consent form:
· 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 approved by consensus with the inclusion of the abovementioned paragraphs to the consent form.
	 3  
	Ethics ref:  
	12/STH/55 

	 
	Title: 
	A Study of the Bruton's Tyrosine Kinase Inhibitor PCI-32765 versus Chlorambucil in Patients 65 Years or Older with Treatment naive Chronic Lymphocytic Leukemia or Small Lymphocytic Lymphoma. 

	 
	Principal Investigator: 
	Dr Gillian Corbett 

	 
	Sponsor: 
	PPD are the CRO for this study and acting as spons 

	 
	Clock Start Date: 
	10 January 2013 


Dr Gillian Corbett was not available 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 notes this is a very well written application and a great example for other applicants.

· The Committee commends the research team for acknowledging and recognising Tikanga Māori, especially regarding obtaining tissue samples.

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

· The committee would like the researcher to add both these paragraph's to the consent form:
· 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 approved by consensus with the inclusion of the abovementioned paragraphs to the consent form.
	 4  
	Ethics ref:  
	12/STH/56 

	 
	Title: 
	Accolade II® Comparative Study 

	 
	Principal Investigator: 
	Mr William Farrington  

	 
	Sponsor: 
	Stryker South Pacific 

	 
	Clock Start Date: 
	10 January 2013 


Dr William Farrington was not available 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 is very concerned that no scientific peer review has been done for the study.
· The Committee notes that ethnicity data will not be collected. Please clarify why.

· The Committee is very concerned that, although bone will be removed and replaced, Tikanga Māori has neither been acknowledged nor considered (p.4.2). Please acknowledge and demonstrate an understanding of Tikanga Māori.

· Please provide clarification and evidence that a minimum two year follow-up is sufficient for adequate comparison.

· Please provide confirmation of funding for both types of hip prosthesis for the duration of the study.

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

· Please include information on the blood tests; it is mentioned in the protocol but not the PIS
· Please include information for all X-ray visits; the protocol mentions multiple X-rays at various intervals but this is not clear in the PIS
· Please reword “visit” to “visits” for all instances regarding reimbursement

· Please rephrase section two, paragraph two, as the language used seems to imply that one is better than the other 

· Please list the side effects for both types of hip prosthesis 

· Please ensure that the entire document is relevant and pertains only to New Zealand. For example, page 6 states: “In accordance with relevant Australian privacy and other relevant laws” 

· Please refer to the correct HDEC (Southern) throughout all documents.
· The Committee requested the following changes be made to the Consent Form:

· Please include a consent clause for the blood tests; it is mentioned in the protocol but not the CF

· Please include a consent clause all X-ray visits; the protocol mentions multiple X-rays at various intervals but this is not clear in the CF
Decision 

This application was provisionally approved by consensus, subject to the above amendments being addressed, and a resubmission of the revised versions of the PIS and CF.
This following information will be reviewed, and a final decision made on the application, by the Chair.
	 5  
	Ethics ref:  
	12/STH/58 

	 
	Title: 
	FOURIER 

	 
	Principal Investigator: 
	Professor  Russell  Scott 

	 
	Sponsor: 
	Amgen Australia 

	 
	Clock Start Date: 
	10 January 2013 


Professor Russell Scott was not available 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 notes this is an elegant study without any major ethical issues.

· The Committee notes the large amount of injections the placebo group participants will be subjected to.
· The Committee would like the research team to consider two forms of contraception instead of just one. 
· The Committee requested the following changes be made to the Consent Form:

· The committee would like the researcher to add both these paragraph's to the consent form:
· 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 approved by consensus with the inclusion of the abovementioned paragraphs to the consent form.
	 6  
	Ethics ref:  
	12/STH/59 

	 
	Title: 
	Protocol AI444-026 

	 
	Principal Investigator: 
	Professor Edward Gane 

	 
	Sponsor: 
	Bristol-Myers Squibb Pty Ltd  

	 
	Clock Start Date: 
	10 January 2013 


Professor Edward Gane was not available 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 commends the researchers on the inclusion of the pregnancy clause for male participants.

· The Committee commends the researchers for an exceedingly clearly written PIS/CF and would like to request that the same amount of effort be put in the application form itself if possible.

· The Committee is very concerned that there is no acknowledgement of Tikanga Māori at all (p.4.2). Please acknowledge and demonstrate an understanding of Tikanga Māori especially since tissue samples will be obtained.

· The Committee requested the following changes be made to the Participant Information Sheet and Consent Form:
· Please include a heading at the start of the document clearly indicating that it is a PIS/CF.

Decision 

This application was provisionally approved by consensus, subject to the above amendments being addressed, and a resubmission of the revised versions of the PIS and CF.
This following information will be reviewed, and a final decision made on the application, by the Chair.
	 7  
	Ethics ref:  
	12/STH/62 

	 
	Title: 
	RNA biomarkers and Prostate Cancer 

	 
	Principal Investigator: 
	Dr James Watson 

	 
	Sponsor: 
	Caldera Health Ltd 

	 
	Clock Start Date: 
	10 January 2013 


Dr James Watson 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. 

· The Committee questioned why the study was not confined to just urine samples but analysing RNA from fixed tissue samples from biopsies instead. Dr Watson clarified that at this stage, the primary objective is to ascertain if RNA biomarkers can be extracted and detected in fixed tissue samples.
· The Committee appreciates the difficulties involved with obtaining retrospective informed consent for this study but does not believe exceptional grounds apply, in this case, to waive obtained informed consent. The Committee suggested Dr Watson provide participant invitation letters and PIS/CFs to the laboratory to forward to the respective potential participants. 
· Please note that heath data has to be stored for a minimum of ten years.

· Please ensure that adequate and appropriate Tikanga Māori protocols are available once the ethic origin of the tissue sample(s) is known (via informed consent).

· The Committee requested the following changes be made to the Participant Information Sheet and Consent Form:
· Please create a PIS/CF for obtaining informed consent

· Please create an invite letter to go with the PIS/CF.
Decision 

This application was provisionally approved by consensus, subject to the above amendments being addressed, and a resubmission of the revised versions of the PIS and CF.
This following information will be reviewed, and a final decision made on the application, by the Chair.
	 8  
	Ethics ref:  
	12/STH/65 

	 
	Title: 
	INTEGRATE A study to see whether Regorafenib has sufficient activity in advanced chemo resistant Oesophago- Gastric cancer to warrant a phase III trial 

	 
	Principal Investigator: 
	Dr Dean  Harris 

	 
	Sponsor: 
	As above 

	 
	Clock Start Date: 
	10 January 2013 


Dr Dean Harris was not available 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 clarify if the commencement date indicated in the application form is correct.

· The Committee appreciates the small sample size of the proposed study (n = 6) but notes that, based on ethnicity statistics, at least one of the participants are likely to be Māori.
· The Committee is very concerned that there is no acknowledgement of Tikanga Māori at all (p.4.2). Please acknowledge and demonstrate an understanding of Tikanga Māori especially since tissue samples will be collection, stored for 15 years and sent overseas. Please also take into consideration that, with the targeted participant group, it is likely that some of the participants will have died during this time.
· Please clarify and provide more detailed information on the decision-making process and timelines of offering the trial drug to patients in the placebo group.

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

· Please ensure that the entire document is relevant and pertains only to New Zealand
· Please add both these paragraph's to the consent form:
· 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 above amendments being addressed, and a resubmission of the revised versions of the PIS and CF.
This following information will be reviewed, and a final decision made on the application, by the Chair and Dr Matthew Zacharias.
	 9  
	Ethics ref:  
	12/STH/66 

	 
	Title: 
	Validation of LOLIPOPS Pain Score 

	 
	Principal Investigator: 
	Dr James Hamill 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	10 January 2013 


Ms Alana Cole 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 is very concerned that there is no acknowledgement of Tikanga Māori at all (p.4.2). Please acknowledge and demonstrate an understanding of Tikanga Māori especially since family members may wish to be involved in/with the child as well.

· Please note that health data will have to be stored for a minimum of ten years after the participant turns 16 years old.
· The Committee requested the following changes be made to the Participant Information Sheet and Consent Form:

· Please replace the word “tools” as the children might think it refers to spades and the like

· Please provide a way/place for potential participants aged seven and over to provide assent at the end of the child information sheet

· Please include a heading for the child information sheet
· Please note that the PIS and CF should be one document.
Decision 

This application was approved by consensus with the inclusion of the abovementioned amendments to the information sheet and consent form.
	 10  
	Ethics ref:  
	12/STH/67 

	 
	Title: 
	Counting Virus Particles 

	 
	Principal Investigator: 
	Assoc Prof Lance C. Jennings 

	 
	Sponsor: 
	IZON Science, 

	 
	Clock Start Date: 
	10 January 2013 


Professor Jennings was not available 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 appreciates the potential difficulties that may arise from obtaining retrospective informed consent for this study but does not believe exceptional grounds apply (under the Human Tissue Act 2008, sections 19 & 20), in this case, to waive obtained informed consent. Therefore, it is unacceptable that informed consent is not obtained.  

· The Committee is very concerned that there is no acknowledgement of Tikanga Māori at all, especially since the study involves the use, and disposal, of tissue samples. 

Decision 

This application was declined by consensus, as the Committee did not consider that the study would meet the following ethical standards.

These ethical standards are contained in the Ethical Guidelines for Observational Studies.  The references in the table below are to paragraph numbers in this document.

	Reference
	Reason for declining

	4.3 – 4.6
	Māori and ethical considerations.

	6.42
	The consent of participants should generally be obtained for using identified or potentially identifiable data for research.


	 11  
	Ethics ref:  
	12/STH/68 

	 
	Title: 
	Potential outcomes of neonates born < 28 weeks gestation  

	 
	Principal Investigator: 
	Ms Fiona Dineen 

	 
	Sponsor: 
	CCDHB 

	 
	Clock Start Date: 
	10 January 2013 


Ms Fiona Dineen 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 is very concerned that no evidence of scientific peer review was done for the study.

· The Committee is very concerned that there is no acknowledgement of Tikanga Māori at all in question p.4.2. Given that the study will involve interviews, whānau members of Māori participants may wish to be involved as well.

· The Committee is concerned that there are substantive issues with the PIS/CF (e.g. insufficient details) as well as grammatical and spelling errors. 

· Please note that health data has to be kept for a minimum of ten years.

· The Committee is extremely concerned that no list standardised questions, or ‘areas’, exists for the interviews. The Committee questions the quality of the data that will be obtained if the study were to be approved given this inconsistency.

· The Committee strongly recommends obtaining peer review for the study and all associated documents prior to application the next time.  

Decision 

This application was declined by consensus, as the Committee did not consider that the study would meet the following ethical standards.
These ethical standards are contained in the Ethical Guidelines for Intervention Studies.  The references in the table below are to paragraph numbers in this document.

	Reference
	Reason for declining

	4.3 – 4.6
	Māori and ethical considerations.

	5.5 
	Scientific soundness is ethically important. Projects without scientific merit needlessly expose participants to risk and misuse their time, and waste resources.

	5.11
	Peer review of the scientific validity of a study’s protocols is beneficial, and is advised for all studies that pose more than minimal risk.

	6.9
	The person making the decision must have sufficient competence to make that decision, in terms of their ability to understand and weigh the information.


	 12  
	Ethics ref:  
	12/STH/69 

	 
	Title: 
	Neurobiology of PTSD 

	 
	Principal Investigator: 
	Dr Katie Douglas 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	10 January 2013 


Dr Katie Douglas and Dr Richard Porter 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 Committee notes this is an elegant study without any major ethical issues.

· The Committee asked whether participants will be able to edit their transcripts. The researchers clarified that the patients will not, but will be involved with the “editing” of the interview as part of a “trauma narrative”.
· The Committee questioned the risk of controls developing PTSD due to “replaying/recalling” the event as part of this study. The researchers felt given the number of aftershocks that the controls would have already experienced (in excess 11000), this risk is extremely low. 

· The Committee would like to commend the research team for acknowledging that Māori consider the head to be tapu and for having Tikanga Māori protocols in place for the disposal of the tissue samples.
· The Committee requested the following changes be made to the Participant Information Sheet and Consent Form:

· Please note and use consistent tenses throughout the document.
Decision 

This application was approved by consensus. 
General business

1. The Committee noted the content of the “noting section” of the agenda.
2. The Committee suggested that all applications must have some form scientific peer review before it can be submitted for review.
3. The Committee requested that documents uploaded as evidence of peer review should include review comments and not just the approval letter (e.g SCOTT, HRC).
4. The Chair reminded the Committee of the date and time of its next scheduled meeting, namely:

	Meeting date:
	19 February 2013, 12:00 PM

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


5. Problem with Last Minutes

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

6. Matters Arising

7. Other business

8. Other business for information

9. Any other business

The meeting closed at 17:00.
	HDEC Minutes – Southern Health and Disability Ethics Committee – 22 January 2013
	Page 1 of 18


PAGE  
	HDEC Minutes – Southern Health and Disability Ethics Committee – 22 January 2013
	Page 18 of 18



[image: image1.png]