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	Committee:
	Southern Health and Disability Ethics Committee

	Meeting date:
	30 October 2012

	Meeting venue:
	Southern Cross Hotel - Dunedin


	Time
	Item of business

	11:00 am
	Welcome

	
	Confirmation of minutes of meeting of 04 September 2012

	11:15 – 2:45
	New applications (see over for details)

	
	 i 12/STH/25

 ii 12/STH/26

 iii 12/STH/29

 iv 12/STH/30

 v 12/STH/31

 vi 12/STH/32

	2:45 – 3:00
	Substantial amendments (see over for details)

	
	 i LRS/12/01/001/AM01

	3:00 – 3:15
	General business:

Noting section of agenda

	3:15 pm
	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 
	Present 

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

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

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

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

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


Welcome

The Chair opened the meeting at 11:00 am and welcomed Committee members, noting that apologies had been received from Mr Doug Bailey and Dr Nicola Swain.
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 4 September 2012 were confirmed.

New applications 
	 1  
	Ethics ref:  
	12/STH/25 

	 
	Title: 
	Teen Online Problem Solving - NZ (TOPS-NZ) 

	 
	Principal Investigator: 
	Dr Kelly Jones 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	18 October 2012 


The CI was not 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 appropriate peer review was provided.
· Please clarify the age ranges to be included in this study, as there are discrepancies in the information provided in the application.
· Please clarify the number of participants to be recruited to this study. There is a discrepancy between the number stated in the application form and in the Participant Information Sheet. 
· The Committee queried the appropriateness of the food voucher for this age group.

· Please clarify if the value of the voucher is $50 or $60, as there are discrepancies in the information provided in the application. 
· The Committee requested the following changes to the Participant Information Sheet and Consent Form:
· The child’s form should be titled assent form rather than consent form.
· Remove interpreter clauses, as non-English speaking participants will be excluded from the study.
· Conflicting language: child vs. teenager. Please ensure age appropriate language is used depending on the age of the participants. 
· Please make it clear that the study does not involve taking videos of the participants in order to improve the website for NZ audiences.
Decision 

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

· Please provide a letter in response to the Committee’s queries.
· Please amend the information sheet and consent form for participants, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies paragraph 6.22).

This following information will be reviewed, and a final decision made on the application, by the secretariat. 
	 2  
	Ethics ref:  
	12/STH/26 

	 
	Title: 
	An exploratory study of genomics and biomarkers in serum samples

	 
	Principal Investigator: 
	Prof Edward Gane 

	 
	Sponsor: 
	Roche Product (New Zealand) Ltd.  

	 
	Clock Start Date: 
	18 October 2012 


The CI was not 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 queried the location of the stored samples.
· The Committee requested the following changes to the Participant Information Sheet and Consent Form:
· The conditions for withdrawal in paragraph 3 are not relevant to the study, as researchers will be using existing stored samples.
· Bullet points may be removed from the Contact Information section for the same reason above.

· Please clarify that there are no direct benefits to participants in this study, but there may be future benefits for others.
· All references to Multi-region Ethics Committee need to be changed to Southern Ethics Committee.

· Please correct typographical errors and ensure missing information is completed.
Decision 

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

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

This following information will be reviewed, and a final decision made on the application, by the secretariat.
	 3  
	Ethics ref:  
	12/STH/29 

	 
	Title: 
	A Clinical Trial to Evaluate the Safety, Tolerability, and Effectivene 

	 
	Principal Investigator: 
	Dr Frank Weilert 

	 
	Sponsor: 
	Merck Sharp and Dohme (New Zealand) Ltd 

	 
	Clock Start Date: 
	18 October 2012 


Tamas Major 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 the potential benefits of this study.

· The Committee queried the discrepancies in the duration of the study. The researcher clarified that duration will depend on the participant’s response to the trial drug. 

· The Committee noted SCOTT approval is pending.

· R.1.4 – The Committee queried the use of only an internal data safety monitoring committee, rather than an independent committee, considering the potential side effects. Please clarify how conflict of interest is avoided in the safety review process. The Committee will contact SCOTT with this concern.
· The Committee discussed the use of samples for future biomedical research and highlighted that any future studies using these samples must be subject to ethical review (refer to the guidelines for the use of human tissue for unspecified research). Check with Doug.
· The Committee noted that the application was difficult to follow, even by the medical professionals on the Committee, and included the use of many unidentified acronyms. The Participant Information Sheet did not assist in understanding this study. 
· The Committee requested the following changes to the Participant Information Sheet and Consent Form:

· Please improve readability for lay participants. The Committee found the document hard to follow and suggests consulting with lay persons in order to simplify language.

· Include a lay pictorial description or flow chart about study design to improve participant understanding.
· Please reassure the Committee that contact numbers for patients to seek medical advice in relation to the trial will be available 24 hours.

· Please ensure the Participant Information Sheet and Consent Form for Future Biomedical Research is provided to participants as a separate document with its own letterhead and title. Please ensure that participants are aware that this sub study is optional.

Decision 

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

· Please provide a letter in response to the Committee’s queries.

· Please amend the information sheet and consent form for participants, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies paragraph 6.22).
This following information will be reviewed, and a final decision made on the application, by the Chair.
	 4  
	Ethics ref:  
	12/STH/30 

	 
	Title: 
	A study to establish safety tolerability pharmacokinetics pharmacodyna 

	 
	Principal Investigator: 
	Dr Christian Schwabe 

	 
	Sponsor: 
	Boehringer Ingelheim Pty Limited 

	 
	Clock Start Date: 
	18 October 2012 


The CI was not 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 considers that it is appropriate for Part 2 of the study to be submitted as a separate application once the safety of the study drug is established in Part 1. This safety data from Part 1 should be included in the second application. The Committee therefore only considered Part 1 of the study and will notify SCOTT of this decision.
· The Committee requested the following changes to the Participant Information Sheet and Consent Form:
· These documents should refer to Part 1 of the study only.

· Please include the following clause in the Consent Form: I undertake to take responsibility to prevent pregnancy of myself or my partner.

· Provide an emergency contact number for participants, which is available 24 hours. 
Decision 

Part 1 of this application was provisionally approved by consensus, subject to the following information being received. 

· Please amend the information sheet and consent form for participants, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies paragraph 6.22).
This following information will be reviewed, and a final decision made on the application, by the Chair.
	 5  
	Ethics ref:  
	12/STH/31 

	 
	Title: 
	A study to find out whether vemurafenib can help prevent or delay the  

	 
	Principal Investigator: 
	Dr Bernie Fitzharris 

	 
	Sponsor: 
	Quintiles Pty Ltd 

	 
	Clock Start Date: 
	18 October 2012 


The CI was not 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 the benefits of this study.
· The Committee was intrigued as to why ethnicity data will not collected.
· The Committee commended the researchers on the phrasing of the Participant Information Sheet.
· Please include the following clause in the Consent Form: I undertake to take responsibility to prevent pregnancy of myself or my partner.

· Please ensure the correct Committee (Southern HDEC) is referred to in the Participant Information Sheet and Consent Form.
Decision 

This application was approved by consensus.
	 6  
	Ethics ref:  
	12/STH/32 

	 
	Title: 
	EnligHTN II 

	 
	Principal Investigator: 
	Associate Professor Gerard Thomas Wilkins 

	 
	Sponsor: 
	St Jude Medical New Zealand Limited 

	 
	Clock Start Date: 
	19 October 2012 


The CI was not 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 queried the lack of independent peer review (section b.2.2)
· Please provide a copy of the Clinical Event Committee charter prior to commencing the study.
· The Committee commended the effort in clearly explaining all of the additional procedures to participants, however noted the description of the actual ablation procedure was quite short.
Decision 

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

· Please provide independent peer review.
· Please provide the Clinical Event Committee charter.
· Please amend the information sheet for participants, taking into account the suggestion made by the Committee (Ethical Guidelines for Intervention Studies paragraph 6.22).
This following information will be reviewed, and a final decision made on the application, by the Chair.
Substantial amendments
	1  
	Ethics ref:  
	LRS/12/01/001/AM01 

	 
	Title: 
	Stress response in diabetes 

	 
	Principal Investigator: 
	Dr Regis Lamberts 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	24 September 2012 


The CI was not 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. 

A potential conflict of interest was declared by Mathew Zacharias, but it was not deemed by the committee to be a conflict.
Summary of ethical issues
The main ethical issues considered by the Committee were as follows. 

· The Committee requested peer review external to be the project be provided.

Objectivity can be compromised if peer reviewers have conflicts of interest (refer to Ethical Guidelines for intervention studies Appendix 1). 

Examples of Conflict of Interest include (as in Damocles, 2005):
· Consulting arrangements with sponsor

· Hands-on participation in the trial

· Involvement in running of the trial or publications

· Emotional involvement in the trial

· Intellectual conflict

· Investment 

Decision 

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

· Please provide independent peer review.

This following information will be reviewed, and a final decision made on the amendment, by the Chair and Dr. Martin Than.
General business

1. The Committee noted the content of the “noting section” of the agenda.
2. The Committee requested the application forms for future agendas to be printed on different colour paper and separating tabs inserted between applications for ease of navigation.

3. Issues to raise for 2013: Flights (commuter flights & parking), expenses, tele/video conferencing facilities, location/venues in Dunedin, software footnotes on documents.
4. The Chair was asked to raise the following issues in the Chair’s meeting on 30 November: 

· Pregnancy clause in Consent Form.
· Independent peer review essential for intervention studies.
· Emergency contact for participants available 24 hours (be aware this number may be tested).

· Best practice – Good examples of Participant Information Sheets.
· Link in Online Forms to write suggestions

· R.1.4 - When there is potential for serious adverse events it would be ideal to have an independent data safety committee. Discuss in what cases this would be appropriate.

· Remuneration under current system – specifically half a day preparation if under 8 applications.
5. The Chair reminded the Committee of the date and time of its next scheduled meeting, namely:

	Meeting date:
	27 November 2012, 12:00 PM

	Meeting venue:
	Sudima Hotel, Cnr Memorial Ave and Orchard Rd, Christchurch



No members tendered apologies for this meeting, but Dr. Martin Than advised he would be late to the meeting.

The meeting closed at 3:15 pm.
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