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	Committee:
	Northern A Health and Disability Ethics Committee

	Meeting date:
	14 August 2012

	Meeting venue:
	Novotel Ellerslie


	Time
	Item of business

	 13:00
	Welcome

	
	Confirmation of minutes of meeting of 25 July 2012

	
	New applications (see over for details)


	 14:15 – 14:45 
	i 12/NTA/9 

	 14:45 – 15:15  
	ii 12/NTA/10 

	 15:15 – 15:45  
	iii 12/NTA/11 

	 15:45 – 16:15  
	iv 12/NTA/13 

	 16:15 – 16:45  
	v 12/NTA/16 


	 16:45
	General business:

Noting section of agenda

	
	Meeting ends


	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

	Dr Brian Fergus 
	Lay (consumer/community perspectives) 
	01/07/2012 
	01/07/2015 
	Present 

	Ms Susan  Buckland 
	Lay (consumer/community perspectives) 
	01/07/2012 
	01/07/2015 
	Present 

	Ms Shamim Chagani 
	Non-lay (health/disability service provision) 
	01/07/2012 
	01/07/2014 
	Present 

	Dr Marewa Glover 
	Non-lay (observational studies) 
	01/07/2012 
	01/07/2015 
	Present 

	Mr Kerry Hiini 
	Lay (consumer/community perspectives) 
	01/07/2012 
	01/07/2014 
	Present 

	Prof Wayne Miles 
	Non-lay (intervention studies), Non-lay (health/disability service provision) 
	01/07/2012 
	01/07/2013 
	Present 

	Dr Etuate Saafi 
	Non-lay (intervention studies) 
	01/07/2012 
	01/07/2014 
	Present 

	Ms Michele Stanton 
	Lay (the law) 
	01/07/2012 
	01/07/2014 
	Present 


Welcome

Dr Miles chaired this meeting on request from Dr Fergus.

The Chair opened the meeting at 13:00 and welcomed Committee members.
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 25 July 2012 were confirmed.

New applications 
	 1  
	Ethics ref:  
	12/NTA/9 

	 
	Title: 
	TAK875 in Asia Pacific Subjects with Type 2 Diabetes 

	 
	Principal Investigator: 
	Dr John  Baker 

	 
	Sponsor: 
	 Takeda Global Research and Development Center (Asia)

	 
	Clock Start Date: 
	02 August 2012 


Dr John Baker 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 comment on the sponsor restrictions imposed on publication (b4.2 and b 4.3) and confirm that the sponsor will not withhold negative results.
· Please be mindful that any major future use of the data (b.4.4) will require a separate ethics application.
· The Committee requested the following changes be made to the Participant Information Sheet and Consent Form:

· On letterhead

· Use the term ‘ethnicity’ rather than race, and avoid using the term ‘terminate’.

· All references to Multi-region Ethics Committee need to be changed to Northern A Ethics Committee

· Specify what constitutes a physical examination (give examples, or alternatively change the wording). 
· Clarify tissue samples are not able to be returned. Tissue samples sent overseas will be stored for up to 15 years.
· Specify the amount of blood taken per visit, rather than in total. Reassure patients that only normal amounts of blood will be drawn.
· Consent form should refer to participant information leaflet dated 11 July 2012, not 13 June 2012.

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 Professor Miles.
	 2  
	Ethics ref:  
	12/NTA/10 

	 
	Title: 
	Abi EAP Study 

	 
	Principal Investigator: 
	Mrs Susan Millmow 

	 
	Sponsor: 
	Janssen-Cilag etc

	 
	Clock Start Date: 
	02 August 2012 


Mrs Susan Millmow 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. 

· For the sake of the participants please clarify the difference between prednisone and prednisolone and explain which will be used in New Zealand?
· The committee queried the lack of independent data monitoring committee (r.1.4)

· Clarify the type of ionising radiation to be used and the risks involved. This should be verified by a medical physics expert (r.1.13.3).
· For all participants the researchers need to ensure no conflict of interest in invitation to participate and in explanations given.

· Please explain the involvement of Johnson & Johnson.
· Clarify if participants will have future access to study medication. Answer in f.3.1 is conflicting with information provided on page 6 of the Participant Information Sheet.
· The Committee requested the following changes be made to the Participant Information Sheet:
· Re-worded for New Zealand participants

· Explain what is involved in the MRU-Medical Resource Utilisation Questionnaire
· Include information on retention of health information, as described in r.2.5
· Include the time frame for this study. This is likely to involve 12 months in total for participants (12 cycles of 28 days).

· All references to Multi-region Ethics Committee need to be changed to Northern A Ethics Committee
· Include information that blood samples will be analysed locally and then destroyed.

· On page 15, delete sentence ‘The sponsor will not add any new data to your study record’ and add new sentence at the end of the page ‘Apart from this information the sponsor will not add any new data to your study records’ 

· Explanation needed for sentence on page six ‘This will occur if the samples still have personal identifiers that link the samples to you’

· The Committee requested the following changes be made to the Consent Form:
· Include clause that participant consents to medical records being accessed by the study doctors, sponsor, ethics committee and health authorities for research, reporting or statistical purposes. Refer to page 14 for the wording needed.

· Consent to share study results with doctors, not just the fact of participation

· Include Deaf as a language

· Remove page 21. Include blind and illiterate in request for interpreter.

· Shorten the first sentence of bullet point two to say ‘I have read and understand this information for volunteers taking part in the study’.
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 evidence that a medical physics expert has verified the dosage calculations for the ionising radiation to be administered (Ethical Guidelines for Intervention Studies para 3.8).
· Please provide an explanation on the lack of independent data monitoring committee for this study where safety is the focus (Ethical Guidelines for Intervention Studies para 6.38).
This following information will be reviewed, and a final decision made on the application, by Ms Michele Stanton
	 3  
	Ethics ref:  
	12/NTA/11 

	 
	Title: 
	Space suits and intraoperative wound contamination 

	 
	Principal Investigator: 
	Dr Otis Shirley 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	02 August 2012 


Dr Otis Shirley and Mark Zhu were present in person and Dr Simon Young 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:
· The Participant Information Sheet and Consent Form should be on letterhead
· In paragraph one, change ‘illegible’ for ‘eligible’ and ‘chose’ for ‘choose’

· Include statement of approval from Northern A Ethics Committee

· Add contacts for Māori Health Support
· Include the time frame for this study

· Separate paragraph two into several smaller paragraphs
· Clarify that tissue samples are taken from the surgical wound and that these samples will be destroyed immediately after testing.
· Remove sentence stating that tissue can be returned to the participant, as it is anticipated that most of the tissue will be used up in the tests.
· Clarify that participation in this study will only add a couple of minutes to theatre time

· Clarify that patients will not be paid or reimbursed for participation in this study 

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 the secretariat.
	 4  
	Ethics ref:  
	12/NTA/13 

	 
	Title: 
	The HyperOxia Therapy OR NormOxic Therapy (HOT OR NOT) 

	 
	Principal Investigator: 
	Dr Paul Young 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	03 August 2012 


Dr Paul Young 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. 

· Consent will not be obtained prior to intervention, but all attempts will be made to gain delayed consent from relatives or the participants themselves. The researchers will not seek consent when the patient has died before reaching intensive care, to avoid additional distress for relatives. The committee acknowledges this study involves delayed consent and approves this approach.

· The committee accepts that exclusion of data from patients who have died before reaching intensive care would introduce bias in the study, and allows its inclusion.
· The Participant Information Sheet requires additional information:

· Maori Health Adviser contact details

· Request for interpreter clauses

· How is the decision made on whether the participant receives standard care or the titration option?
Decision 

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

· Please amend the Participant Information Sheet, 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 the secretariat.

	 5  
	Ethics ref:  
	12/NTA/16 

	 
	Title: 
	The Balanced Anaesthesia Study 

	 
	Principal Investigator: 
	Dr  Timothy  Short 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	02 August 2012 


Dr Timothy Short was unavailable but the clinician at Auckland City Hospital (Dr Douglas Campbell) 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 acknowledged the letter from Dr Short regarding the new online submission process.

· Recruitment strategy. The researcher explained participants will be identified in clinic and from published operating lists.
· Māori and Pacific communities. The researcher confirmed that these communities would be oversampled.
· The Committee requested the following changes be made to the Participant Information Sheet:

· Use the term participant rather than patient

· For acronyms (ADHB RDO, A+ 5015, NTA) either write in full, provide explanation for participants as to what these mean or include as a footer.
· Use larger font

· Paragraph 4 on page 3 should be unbolded 
· Add the time frame for this study

· Include phrase ‘There are no known additional risks from participating in this study beyond those of general anaesthesia’ in Purpose and Background.

· The Committee requested the contents of the Consent Form be expanded to include the usual items of:

· Deaf and Tokelauan to request for interpreter
· I understand the compensation provisions for this study

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 Mr Kerry Hiini.
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:
	11 September 2012, 01:00 PM

	Meeting venue:
	Novotel Ellerslie, 72-112 Greenlane Rd East, Ellerslie, Auckland



The following members tendered apologies for this meeting.

· Prof. Wayne Miles 
The meeting closed at 16:45.
	HDEC Minutes – Northern A Health and Disability Ethics Committee – 14 August 2012
	Page 1 of 1


PAGE  
	HDEC Minutes – Northern A Health and Disability Ethics Committee – 14 August 2012
	Page 9 of 9



[image: image1.png]