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	Committee:
	Northern A Health and Disability Ethics Committee

	Meeting date:
	25 July 2012

	Meeting venue:
	Novotel Ellerslie


	Time
	Item of business

	13:00
	Welcome

	
	New applications (see over for details)


	  14:15 – 14:45
	i 12/NTA/2 

	  14:45 – 15:15
	ii 12/NTA/3 

	  15:15 – 15:45
	iii 12/NTA/4 

	  15:45 – 16:15
	iv 12/NTA/6 

	  16:15 – 16:45
	v 12/NTA/1


	
	Substantial amendments (see over for details)


	
	Review of approved studies (see over for details)


	16:45
	General business:

Noting section of agenda

	16:50
	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

The Chair opened the meeting at 1:30 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

No previous minutes to be confirmed, as this was the first of the Northern A Committee meetings.
New applications 
	 1  
	Ethics ref:  
	12/NTA/2 

	 
	Title: 
	Fluid therapy after cardiac surgery  

	 
	Principal Investigator: 
	Dr Shay McGuinness 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	13 July 2012 


Dr Shay McGuinness 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 risks in this study are unknown.

· The peer review process did not appear to be independent.
· Lack of independent review of safety issues. The researcher explained the total time frame for recruitment is very short; therefore waiting for a Data Safety Monitoring Board to review interim data would interfere with the recruitment time frame. The Committee was satisfied with this explanation.

· Patient contact after 90 days. The researcher explained clinical records (for mortality) will be checked before contact.
· The Participant Information Sheet requires additional information:

· Note that this is a feasibility study for a larger study.
· Explain rationale for the study, for example that reducing amounts of fluid may assist in wound healing and lead to earlier hospital discharge.

· Include information on access to ACC.
· Expand on the risks associated with this study, for example an increased incidence of cardiac surgery associated kidney injury. These are stated in the protocol but have not been included in the Participant Information Sheet.

· Blood will be taken from an existing arterial line. 

· Include consent to contact participant’s GP in the consent form.

Decision 

This application was provisionally approved by consensus, subject to the following information being received. 
· Please provide evidence of favourable peer review. (Standard Operating Procedures Para 40.4.3).
· 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 Chair and Professor Miles.
	 2  
	Ethics ref:  
	12/NTA/3 

	 
	Title: 
	Evaluating the efficacy of 2 DAAs in patients with Chronic Hepatitis C  

	 
	Principal Investigator: 
	Professor  Edward Gane 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	13 July 2012 


Professor Edward Gane 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. 

· Details of compensation were not included in the application. 
· Query why there is no data safety monitoring for this study. The researcher explained both drugs are in advanced stages of development (phase III) and considers the combination of these drugs will not pose an increased risk.
· The Committee asks the researcher to continue his efforts (wherever possible) to make complex overseas-derived Participant Information Sheets more understandable to New Zealanders:

· Please include the title ‘Participant Information Sheet’.
· Please amend terminology for New Zealand participants, for example NHI rather than Medicare.
· Suggest sponsor details on page 1 rather than page 12.
· Reorder clauses relating to blood samples to improve clarity, (for example storage and use of samples before destruction at the end of the study).
· A participant dosing diary would be beneficial in providing clarity to participants. 
· The Committee discussed the advisability of separating consent for genetic research from consent to participate in the trial and requested a separate, optional consent form be provided for analysis of genetic make-up, sending samples overseas and storage and destruction of these samples.
Decision 

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

· Please amend the information sheet and consent forms, taking into account the recommendations made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).

· Please provide details of compensation to participants (Ethical Guidelines for Intervention Studies Section 8).

This following information will be reviewed, and a final decision made on the application, by the Chair and Professor Miles.
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	Ethics ref:  
	12/NTA/4 

	 
	Title: 
	Does use of a scoring system improve asthma outcomes 

	 
	Principal Investigator: 
	Dr Colin Helm 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	13 July 2012 


Dr Colin Helm was unavailable but the clinician at the Papamoa practice (Dr Davitt Sheahan) took part by teleconference.
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 asked for clarification as to whether data generated in this study would be made available for use in future research, which the researcher was unable to answer.
· There was discussion on the high incidence in the Māori and Pacific communities. It was suggested that good Māori participation be insured by alerting the local Maori health group as to the trial.
· There were reservations on the peer review process. It was noted one member of the review panel was connected with the practice.

· There was a divergence of view on the clarity of the research question. Is it a trial of a questionnaire? Or is it aimed at improving asthma treatment rates? And will the results from this study be used to inform the design of a larger study? It is after all a significant health issue for certain groups.
· The committee noted the Smith Kline Glaxo donation of the kit, but that SKG had no further interest in the project. It also noted the questionnaire also features on an asthma website supported by SKG (however later research by the Chair showed the questionnaire on other websites).
· The researcher confirmed that participants will not have to cover the costs of any additional doctor visits.
· The Committee requested the following changes be made to the Participant Information Sheet:
· Include information that this is a pilot study.
· Provide GSK name in full.

· Clarify this study is not principally being carried out for the benefit of the sponsor and include information on access to ACC compensation.
· Include contact details of study doctors.

· Ensure consistency of terminology (Use ACT score rather than ACS score). ‘Study doctor’ and ‘local doctor’ should be clearly specified.

· Clarify that participants will not pay for any additional doctor visits and explain what will happen once the study has ended.

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

· Request for interpreters.
· Opportunity to use whānau support.
· Ability to withdraw from the study at any time without affecting future health care.
· Confidentiality of data.
· Understand compensation provisions.
· Know who to contact in case of study related emergency.
· Wish to receive a copy of the results.
· Agree to GP being informed of participation and results.
· In future applications please ensure all questions of the application form are answered. 
Decision 

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

· Please amend the information sheet and consent form, taking into account the recommendations made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).
· Please comment on the independent/external peer review. Is there a report to review? (Standard Operating Procedures Para 10-11). 
This following information will be reviewed, and a final decision made on the application, by Dr Glover, Professor Miles and Mr Hiini.
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	Ethics ref:  
	12/NTA/6 

	 
	Title: 
	Placenta previa after prior caesarean birth 

	 
	Principal Investigator: 
	Dr Chiu Tin Lok 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	13 July 2012 


Dr Chiu Tin Lok 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 case control study and therefore is of little risk, as there is no direct patient contact.

· The Committee agreed this was a retrospective case note review, suited to expedited review.
· The Committee queried the future benefit of this audit. The researcher indicated this is a small study and to publish recommendations for the treatment of pregnant women would need a larger study group.
Decision 

This application was approved by consensus. 
	 5 
	Ethics ref:  
	12/NTA/1 

	 
	Title: 
	The pharmacokinetics of Mannitol in patients with bronchiectasis 

	 
	Principal Investigator: 
	Dr  Roderick Ellis-Pegler 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	13 July 2012 


Dr Roderick Ellis-Pegler and Carolyn Harris 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 queried the inclusion criteria. The researcher confirmed that a Mannitol tolerance test will be performed prior to the study and only participants who are tolerant to Mannitol will be included.
· The Committee noted that the benefits are expected to be equal for smokers and non-smokers.

· The researcher confirmed special attention will be given to Māori participants in terms of sending samples overseas.
· The researcher clarified this is a safe medication, which has already been studied in cystic fibrosis patients, and does not anticipate there will be any risk.

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

· In trial procedures on page 4, mention that an ID card will be provided for participants to carry in case of emergency. 
· Include compensation clause relating to when injury is caused by researchers and advise participants to verify whether participation in the study will affect indemnity cover, such as medical insurance, life insurance and superannuation.
· Uniform formatting and font throughout the document.
· Change Melbourne to Auckland on page 2.
· Include the full name of the local sponsor in New Zealand on page 1.
· Consent Form on letterhead.
· Add other languages, including deaf, to the Consent Form.

· Move clause ‘I understand the compensation provisions for this study’ to above bullet point 14 on the Consent Form.

Decision 

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

· Please amend the information sheet and consent form, taking into account the recommendations 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.

General business

1. The Committee noted the content of the “noting section” of the agenda.
2. The Committee members expressed their preference for unbound agendas in future meetings. 
3. The Committee members were made aware of a free online Foundation Course in Cultural Competency (www.mauriora.co.nz).

4. The Committee agreed to schedule between half an hour and an hour at the beginning of each meeting for committee discussion. If there is a full agenda on the day then the first application will be scheduled at 1:30 pm. If the agenda is not full then the first application will be scheduled at 2 pm.
5. The Committee suggested that long Participant Information Sheets should have numbered paragraphs to facilitate review, but recognized this would be difficult to enforce.
6. The Committee raised some difficulties with the application form, most of which are in the process of being resolved with Infonetica. 
7. The Committee discussed the concepts of research vs. audit and agreed that both should be directed to improvement. Although these concepts are not necessarily divorced from each other statutory distinctions apply to audits. A document called Defining Research was brought to the attention of the Committee. 

8. The Chair reminded the Committee of the date and time of its next scheduled meeting, namely:

	Meeting date:
	14 August 2012, 01:00 PM

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



No members tendered apologies for this meeting.
The meeting closed at 4:50 pm.
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