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	Committee:
	Northern B Health and Disability Ethics Committee

	Meeting date:
	24 October 2012

	Meeting venue:
	Novotel Ellerslie


	Time
	
Item of business

	12 noon
	
Welcome

	
	
Confirmation of minutes of meeting of 29 August 2012

	
	
New applications (see over for details)

	12:30 – 1:00
01:00 – 1:30

01:30 – 2:00

02:00 – 2:30

02:30 – 3:00

03:00 – 3:30

03:30 – 4:00

04:00 – 4:30

04:30 – 5:00

05:00 – 5:30
	 i 
12/NTB/41

  ii 
12/NTB/34

  iii 
12/NTB/35

  iv 
12/NTB/36

  v 
12/NTB/37

  vi 
12/NTB/38

  vii 
12/NTB/39

  viii 
12/NTB/42

  ix 
12/NTB/43

  x 
12/NTB/44

	05:30 – 6:00
	
General business:

Noting section of agenda


Confirmation of meeting dates for 2013

	6:00pm
	
Meeting ends


	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

	Mrs Raewyn Sporle 
	Lay (the law) 
	01/07/2012 
	01/07/2015 
	Present 

	Mrs Maliaga Erick 
	Lay (consumer/community perspectives) 
	01/07/2012 
	01/07/2014 
	Present 

	Mrs Mary Anne Gill 
	Lay (consumer/community perspectives) 
	01/07/2012 
	01/07/2015 
	Apologies

	Mrs Kate O'Connor 
	Non-lay (other) 
	01/07/2012 
	01/07/2015 
	Present 

	Mrs Stephanie Pollard 
	Non-lay (intervention studies) 
	01/07/2012 
	01/07/2015 
	Present 

	Dr David  Stephens 
	Lay (consumer/community perspectives) 
	01/07/2012 
	01/07/2014 
	Apologies 

	Dr Paul Tanser 
	Non-lay (health/disability service provision) 
	01/07/2012 
	01/07/2014 
	Present 

	Ms Kerin Thompson 
	Non-lay (intervention studies) 
	01/07/2012 
	01/07/2015 
	Present 


Welcome

The Chair opened the meeting at 12.22pm and welcomed Committee members, noting that apologies had been received from Dr David Stephens and Mary Ann Gill.
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 29 August 2012 were confirmed.

New applications 
	 1  
	Ethics ref:  
	12/NTB/41 

	 
	Title: 
	The Intrauterine Insemination Study 

	 
	Principal Investigator: 
	Professor Cindy Farquhar 

	 
	Sponsor: 
	The University of Auckland 

	 
	Clock Start Date: 
	27 September 2012 


Professor Cindy Farquhar and Nicole Arroll 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 ethical issues
The main ethical issues considered by the Committee were as follows. 
· The committee noted that there were no ethical issues in this study.
· The committee suggest that a biostatistician be consulted.

· The Committee requested the following changes be made to the Participant Information Sheet and Consent Form:
· To add a sentence in Paragraph 9…regarding a possibility of the possibility of a 
subsidised rate for IUI at the end of 3 months for participants who are randomised 
to expectant management.
· Please change the word ‘principal investigator’ to ‘co-investigator’.

· Please include the standard interpreter’s template.

· Could you please elaborate more about the risks in the Participant Information Sheet.

Decision 

This application was provisionally approved by consensus.
· 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/NTB/34 

	 
	Title: 
	New brain cells in Huntington's disease 

	 
	Principal Investigator: 
	Dr Maurice Curtis 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	12 October 2012 


Dr Maurice Curtis and Richard Roxburgh 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 ethical issues
The main ethical issues considered by the Committee were as follows:
· The committee noted that the application was very clear and well done.
· Please insert the correct HDEC in all forms.

Decision 

This application was approved by consensus.
	 3  
	Ethics ref:  
	12/NTB/35 

	 
	Title: 
	How do adolescents think, feel, and behave? 

	 
	Principal Investigator: 
	Associate Professor Marc Wilson 

	 
	Sponsor: 
	Victoria University of Wellington 

	 
	Clock Start Date: 
	12 October 2012 


Associate Professor Marc Wilson 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 they wish to see a copy of the pilot study application MEC/11/12/108 and the outcome. (Administrator to distribute).
· The opt out consent is not approved and the consent as used in the pilot study is the preferred method of consent.
· Please provide a final version of the questionnaire.
· Please add the Health and Disability Commission’s (Advocacy Services) phone number.

· Heading ‘Need some Help’ please provide this information to every child who is approached with regards to this study.
· Under the heading ‘want to talk to someone you can trust’ please add a statement reiterating that the completed survey will not be given to anyone else.

· Please clarify how you are you linking the data matching individuals with code numbers over the 4 years.

Decision 

This application was provisionally approved by consensus, subject to the following information being received:
· Please provide a cover letter clarifying the committee’s queries regarding the points below:
· Please provide a final version of the questionnaire.

· Please add the Health and Disability Commission’s (Advocacy Services) phone number to the Patient Information Sheet and Consent Forms.
· Under the heading ‘Need some Help’ please provide this information to every child who is approached with regards to this study.
· Under the heading ‘want to talk to someone you can trust’ please add a statement reiterating that the completed survey will not be given to anyone else.
· Please clarify how you are you linking the data matching individuals with code numbers over the 4 years.
This following information will be reviewed, and a final decision made on the application, by Dr Paul Tanser and Kate O’Connor.
	 4  
	Ethics ref:  
	12/NTB/36 

	 
	Title: 
	EVOLVE II Trial 

	 
	Principal Investigator: 
	Dr Seif El-Jack 

	 
	Sponsor: 
	Boston Scientific Corporation 

	 
	Clock Start Date: 
	12 October 2012 


Dr Seif El-Jack and Hector Gonzales 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 ethical issues
The main ethical issues considered by the Committee were as follows:
· Please insert the correct HDEC in all forms.
· Please insert contact details for a Maori Research Advisor at all localities.
· Patient Information Sheet needs to be rewritten to be more patient friendly, please use the standard NZ template.
Decision 

This application was provisionally approved by consensus, subject to the following information being received:
· Please provide a cover letter clarifying the committee’s queries regarding the points below:
· Please insert the correct HDEC in all forms.

· Please insert contact details for a Maori Research Advisor at all localities.

· Patient Information Sheet needs to be rewritten to be more patient friendly, please use the standard NZ template.
This following information will be reviewed, and a final decision made on the application, by Mary Ann Gill and Kerin Thompson.
	 5  
	Ethics ref:  
	12/NTB/37 

	 
	Title: 
	Can Interpersonal Psychotherapy be Delivered by Community Support Work 

	 
	Principal Investigator: 
	Associate Professor Sue Luty 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	12 October 2012 


Associate Professor Sue Luty 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:
· Please clarify what your relationship is with the Stepping Stone Trust and what on-going supervision you have with the CSW’s in their university programme.

· Please clarify if the patient declines to have there therapy recorded is their another means of supervising the therapy?

· Please clarify if the CSW’s are legally qualified to deliver psychotherapy independently.

· The Committee requested the following changes be made to the Participant Information Sheet and Consent Form:
· Please include in the Participant Information Sheet that the research question is about the delivery of psychotherapy by non-clinical staff and may not benefit participants.
· Please clarify who is administering the MADRS scale and please advise the participants in the Participant Information Sheet that they will be assessed by this person at the beginning and the end of the 12 weeks.
· Please define the acronyms used in the Participant Information Sheet and Consent Form.

· Please ensure that participants are informed in the consent form that this is a pilot study only.

· Please provide a cover letter addressing the committee’s queries in the application form:
· Pg 18 of the Application – P4.7 please clarify as you have ticked NO.
· Please provide a cover letter addressing the committee’s queries in the Protocol
· Protocol page 19: please include in the Participant Information Sheet the exclusion criteria.
· Please clarify what safety protocols are in place for the CSW’s when visiting private homes.

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 para 6.22).
· Please provide a cover letter clarifying the committee’s queries regarding the points below:

· Please clarify what your relationship is with the Stepping Stone Trust and what on-going supervision you have with the CSW’s in their university programme.

· Please clarify if the patient declines to have their therapy recorded is there another means of supervising the therapy?

· Please clarify if the CSW’s are legally qualified to deliver psychotherapy independently.

· Please provide a cover letter addressing the committee’s queries in the application form.
· Please provide a cover letter addressing the committee’s queries in the Protocol.
This following information will be reviewed, and a final decision made on the application, by Kate O’Connor and Mali Erick.
	 6  
	Ethics ref:  
	12/NTB/38 

	 
	Title: 
	A study to test the benefit of dabrafenib in combination with trametin 

	 
	Principal Investigator: 
	Dr Mike McCrystal 

	 
	Sponsor: 
	GlaxoSmithKline Australia 

	 
	Clock Start Date: 
	12 October 2012 


Dr Mike McCrystal 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.

Dr Paul Tanser, Kerin Thompson and Stephanie Pollard declared a potential conflict of interest, and the Committee considered this to not be a major conflict which did not require them to leave the room and they were involved in the discussion.
Summary of ethical issues
The main ethical issues considered by the Committee were as follows:
· The research is very good.

· Main question is to do with design as it is a phase 3 trial. Please provide evidence from the statistician that the trial is adequately powered to answer his question.
· Please provide evidence of peer review.

· Please clarify what the practice is regarding interferon treatment in North Shore Hospital.

· Please provide the sponsor insurance certificate.

· Please provide the questionnaires.

· Please clarify options around sperm banking in the event of the risk of sterility.
· Please advise if there is a NZ number patients can contact instead of an Australian number. Is the number that will be put on the Alert card a 24 hour service?

· Please justify sending of the tissue samples overseas.

· Please clarify why the Genitourinary Exam is required?

· The Committee requested the following changes be made to the Participant Information Sheet and Consent Form:
· Need to make a thorough disclosure to patients of radiation they may receive and the risks of same in Participant Information Sheet, Page 5 of the Information Sheet eg what is the equivalent number of chest x-rays.

· All risks outlined in the protocol need to be also included in the Participant Information Sheet.

· Page 8 of 9 of the Participant Information Sheet – please clarify if it is the study 
doctor or the GP.

· Notification to the GP should be mandatory, please remove the option to tick NO.
· Please explain the unspecified future use of the samples in the Participant 
Information Sheet.
· Page 9 of the Participant Information Sheet, please use NZ spelling words eg colour, please also define terms such as halo.

· The information sheet should state that the study drug will not be available after 12 months of treatment.

· Page 6 of the Participant Information Sheet states that there is going to be a mandatory biopsy on progression, if this is not standard of care can you please include this in the Consent Form as a bullet point.
· Consent Form – Please remove YES/NO option for blood samples being sent overseas and the statement that not agreeing will exclude the participant, as this is an inclusion criterion.
· Please provide a cover letter addressing the committee’s queries in the application form.
· R1.4 – please clarify the IDMC charter or the independent nature of the committee.
· F2.1 – Please clarify why HIV+ve patients are not included.

Decision 

This application was provisionally approved by consensus, subject to the following information being received:
· Please provide a cover letter clarifying the committee’s queries regarding the points below:

· Main question is to do with design as it is a phase 3 trial. Please provide proof from your statistician that the trial is adequately powered to answer the question.
· Please provide evidence of peer review.

· Please clarify what the practice is regarding interferon treatment in North Shore Hospital.

· Please provide the sponsor insurance certificate.

· Please provide the questionnaires.
· Please clarify options around sperm banking in the event of the risk of sterility.

· Please advise if there is a NZ number patients can contact instead of a Australian number. Is the number that will be put on the Alert card a 24 hour service?

· Please justify sending of the tissue samples overseas.

· Please clarify why the Genitourinary Exam is required?

· Please amend the information sheet and consent form for participants, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).
· Please provide a cover letter addressing the committee’s queries in the application form.
This following information will be reviewed, and a final decision made on the application, by Dr Paul Tanser and Kerin Thompson.
	 7  
	Ethics ref:  
	12/NTB/39 

	 
	Title: 
	The effect of fentanyl on swallowing and cough response 

	 
	Principal Investigator: 
	Dr  Geoffrey Shaw 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	12 October 2012 


Dr Geoffrey Shaw 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 requested the following changes be made to the Participant Information Sheet and Consent Form:
· P2.1 – Please include all the exclusions in the Participant Information Sheet 
and poster.

· Please clarify who will administer the doses, is it the study doctor or the GP so it is clear for the participants in the information sheet.

· Please provide a cover letter addressing the committee’s queries in the application form:
· F2.1 – Please check how would eligibility be reviewed and confirmed, would this involve the participants GP?

· R.5.1 – Please explain the source of funding.

· Please provide a cover letter clarifying the committee’s queries regarding the points below:

· Please exclude all your students from participating in this study.

· Please provide current MPS for Dr Shaw.

· Questionnaire For Participants – you list ‘deaf’ as an ethnic group, please delete and please use NZ census question for ethnicity.
· Can you please clarify how long the effects of the fentanyl will last and the monitoring arrangements for these.

· Will the GP be informed of their participation in this study and will the participants carry participation cards.
· Please provide a cover letter addressing the committee’s queries in the Protocol:
· Please clarify the minimum time the participants will have to stay at the clinic to match the protocol.
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 para 6.22).
· Please provide a cover letter addressing the committee’s queries in the application form.

· Please provide a cover letter addressing the committee’s queries in the Protocol.
· Please provide a cover letter clarifying the committee’s queries regarding the points below:

· Please exclude all your students to participate in this study.

· Please provide current MPS for Dr Shaw.

· Questionnaire For Participants – you list ‘deaf’ as an ethnic group, please delete and please use NZ census question for ethnicity.
· Can you please clarify how long the effects of the fentanyl will last and the monitoring arrangements are for these.

· Will the GP be informed of their participation in this study and will the participants carry participation cards.

This following information will be reviewed, and a final decision made on the application, by Kate O’Connor and Mali Erick.
	 8  
	Ethics ref:  
	12/NTB/42 

	 
	Title: 
	Tissue Bank and Database 

	 
	Principal Investigator: 
	Professor Swee T Tan 

	 
	Sponsor: 
	Hutt Valley DHB 

	 
	Clock Start Date: 
	12 October 2012 


Professor Swee T Tan 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:
· Please provide a cover letter clarifying the committee’s queries regarding the points below:

Please explain the following

· The committee suggest that the CI refer to the HDEC SOP’s on Tissue Banks and that the amended application meets all the criteria.

· Governance of the tissue bank
· Who has access to the tissue bank?
· Who will be monitoring the tissue bank?
· How will the tissue be identified?
· Will the tissue be used in research that will provide genetic information?
· Will normal as well as abnormal tissue be stored?
· The committee recommends that you consider other tissue bank consent forms to consider wording of same and for differing donor options including disposal with karakia.

· Please explain how you will manage on-going consent when children become adults.
· Please use the correct HDEC.

· Please clarify if the pathologist determines the tissue is not appropriate for the tissue bank will the participant be informed?

· Please provide confirmation of Hutt Hospital as a locality.
· The Committee requested the following changes be made to the Participant Information Sheet and Consent Form:
· Participant Information Sheet and Consent Form – Please separate the forms for 


children and adults.

· Please reformat the signature boxes on the Consent Form, refer to HDEC example on the website. 

· Please provide a cover letter addressing the committee’s queries in the application form:
· P3.2 – If patients cannot consent for themselves will they be included.
· P4.6 – States ethnicity data will not be collected, please justify.

· Pg17 r3.12 – Please seek ethical approval for future use of tissue.
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 para 6.22).
· Please provide a cover letter clarifying the committee’s queries regarding the points below:

Please explain the following

· Governance of the tissue bank
· Who has access to the tissue bank?

· Who will be monitoring the tissue bank?

· How will the tissue be identified?
· Will the tissue be used in research that will provide genetic information?
· Will normal as well as abnormal tissue be stored?
· The committee recommends that you consider other tissue bank consent forms to consider wording of same and for differing donor options including disposal with karakia.

· Please explain how you will manage on-going consent when children become adults.
· Please use the correct HDEC.

· Please clarify if the pathologist determines the tissue is not appropriate for the tissue bank will the participant be informed?

· The committee suggest that the CI refer to the HDEC SOP’s on Tissue Banks and that the amended application meets all the criteria.

· Please provide confirmation of Hutt Hospital as a locality.
· Please provide a cover letter addressing the committee’s queries in the application form.
This following information will be reviewed, and a final decision made on the application, by the full committee.

	 9  
	Ethics ref:  
	12/NTB/43 

	 
	Title: 
	Early recovery from LL Ortho Surgery in CP 

	 
	Principal Investigator: 
	Dr Nichola Wilson 

	 
	Sponsor: 
	The University of Auckland 

	 
	Clock Start Date: 
	12 October 2012 


Dr Nichola Wilson 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:
· Researcher has advised that Maori Consultation has been sought by Te Puna Oranga.
· The committee noted that 40 minutes for young kids to answer the questionnaire was a bit long.

· The Committee requested the following changes be made to the Participant Information Sheet and Consent Form:
· (Big Kids Participant Information Sheet) - Please review the Participant Information Sheet to make it clear what is part of the standard treatment and what is part of the research.

· Please change the words to make it age appropriate.(little kids and big kids).
· Please include showering/bathing in the all the Participant Information Sheet 
(both).
· Please delete the references to the private health insurance in the little kids and big kids Participant Information Sheet.
· Please explain In the Participant Information Sheet – travel claim (parents 
Participant Information Sheet).
· Assent for the little kids to be included. (little kids)

· Please remove the word decline in the letter of invitation.

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 para 6.22).
This following information will be reviewed, and a final decision made on the application, by Kate O’Connor and Dr Paul Tanser.
	 10  
	Ethics ref:  
	12/NTB/44 

	 
	Title: 
	Effects of Multiple Doses of TD4208 for 7 Days on FEV1 in 

	 
	Principal Investigator: 
	Dr Dean Quinn 

	 
	Sponsor: 
	Theravance 

	 
	Clock Start Date: 
	12 October 2012 


Dr Dean Quinn 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 requested the following changes be made to the Participant Information Sheet and Consent Form:
· Please advise the sponsor that it is not necessary that the participant initial every page of the Participant Information Sheet and Consent Form.

· Page 4 Section B, Participant Information Sheet and Consent Form – please add the words days after 10 to 16.

· Please add life style restrictions eg caffeine, alcohol, smoking, blood donations to the Participant Information Sheet and Consent Form.
· Please add a cultural support person’s contact details to the Participant Information Sheet and Consent Form.

· Page 3 Section 4 of the Participant Information Sheet and Consent Form, please use either words or numerals and review readability.

· Please provide a cover letter clarifying the committee’s queries regarding the points below:

· Medication Diary – reword page 2 ‘trying to take little as possible’.
· Possible Side Effects please change the terminology use the one term.

· Please clarify the sponsor’s right of review re publication.
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 para 6.22).
· Please provide a cover letter clarifying the committee’s queries regarding the points below:

· Medication Diary – reword page 2 ‘trying to take little as possible’.
· Possible Side Effects please change the terminology use the one term.

· Please clarify the sponsor’s right of review re publication.

This following information will be reviewed, and a final decision made on the application, by Stephanie Pollard and Kerin Thompson.
General business

1. The Committee noted the content of the “noting  section” of the agenda.
2. The committee noted and agreed on the dates for the 2013 Northern B HDEC Meetings.
3. The Chair reminded the Committee of the date and time of its next scheduled meeting, namely:

	Meeting date:
	21 November 2012, 12:00 PM

	Meeting venue:
	Novotel Tainui, 7 Alma St, Hamilton



No members tendered apologies for this meeting.

The meeting closed at 5.14pm.
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