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		Minutes




	Committee:
	Northern B Health and Disability Ethics Committee

	Meeting date:
	02 July 2013

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



	Time
	Item of business

	12:00pm
	Welcome

	12:05pm
	Confirmation of minutes of meeting of 04 June 2013

	12:15pm
	New applications (see over for details)

	
	   i 13/NTB/76
  ii 13/NTB/78
  iii 13/NTB/80
  iv 13/NTB/81
  v 13/NTB/82
  vi 13/NTB/83
  vii 13/NTB/84
  viii 13/NTB/85

	4pm
	Review of approved studies (see over for details)

	
	[bookmark: _GoBack]MEC/08/03/033 - Closed

	5.30pm
	General business:
Noting section of agenda

	5.35pm
	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 
	Present 

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

	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 

	Mr Mathew Zacharias (co-opted from Southern Committee)
	Non-lay (health/disability service provision) 
	01/07/2012
	01/07/2015
	Present 





Welcome

The Chair opened the meeting at 12 pm and welcomed Committee members, noting that apologies had been received from David Stephens and that Mathew Zacharias was attending from the Southern HDEC as a co-opted member. Dr Mathew Zacharias confirmed his eligibility, and was co-opted by the Chair as member of the Committee for the duration of the meeting and in particular to ensure adequate representation during the discussion of the SOLD study.
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 June 2013 were confirmed.

New applications 

	 1  
	Ethics ref:  
	13/NTB/76 

	 
	Title: 
	Early Treatment of Chronic Hepatitis B. 

	 
	Principal Investigator: 
	Dr. William Abbott 

	 
	Sponsor: 
	Auckland City Hospital 

	 
	Clock Start Date: 
	20 June 2013 



Dr Abbott 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. 

Tissue samples: The Committee sought further information from the researcher about the existing tissue samples (15000 samples from 5000 people) obtained during the Hepatitis B screening programme.  The original consent form stated samples would be destroyed after 2 years but they are still being stored. The Committee noted that the samples were used in 2006 to look at viral antibodies (ethical approval was obtained). 
The Steering Committee for the study will write to ADHB seeking clarification about the status of the existing tissue samples. 

Data: The Committee sought clarification about linking the samples to patient identifiable data. The researcher explained that the samples are coded and screening programme staff would link the code to the patient’s NHI.  Nurses from screening programme would contact patients to invite them to participate.  
The Committee was reassured that the researcher had tested data linkages during a pilot study.  
Harm minimisation: The Researcher stated that, if the test works, the study may result in early detection of treatable slow liver inflammation.  Equally the test may not work, as some participants may test positive and be asymptomatic.  Those who test positive would be referred to the screening programme for ongoing monitoring. Patients with positive result may need treatment for liver inflammation to avoid liver cyrrhosis which may progress to heightened risk of liver cancer.

Decision 

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

· Committee requires confirmation that informed consent to use of samples for current study.
· Committee would like confirmation that consent will be obtained by the screening nurse’s scheduled visit to patients.
· Please reword PIS to simplify, and decrease overall length.
· Please state in the PIS that you are asking to use an existing sample and give option of being able to request the sample be destroyed. 
· PIS should contain pro forma information in accordance with Unspecified Future Use of Human Tissue Guidelines.  Please read the guidelines and amend the PIS/CF accordingly.
· Please state in PIS that patients will have no right to IP rights deriving from the use of their tissue.
· Please advise participants in the PIS that you may refer patients to doctors if previously unidentified health conditions are identified during the study.
· Please review the PIS to simplify it.

This information will be reviewed, and a final decision made on the application, by Stephanie Pollard and Mary-Anne Gill.


	 2  
	Ethics ref:  
	13/NTB/78 

	 
	Title: 
	Early Results of SUFE Treatment 

	 
	Principal Investigator: 
	Mr Andrew Graydon 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	20 June 2013 


 
Mr Graydon and Nichola Wilson 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 researcher advised that the rate of SUFE is very high in NZ, particularly for Maori and Pacifica children and can result in long term deformity.  
· The committee noted that the short follow up period is because most complications occur in first two years, eg wound healing problems, prostheses failure.  
· Koha will be offered to children participating.

Decision 

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

· Please review the children’s consent form and amend to direct it specifically to the child, rather than the parent.  
· Please simplify wording in child’s PIS, which explains what is involved in participating and include an ACC statement at a level more appropriate to children.
· Please ensure that child’s name is captured as well as providing the signature block in the child’s assent form.
· Please amend the PIS/CF to state that consent entails agreeing to radiological data being used for current research and any presentations arising out of it.
· Please amend approval statement to refer to Northern B HDEC Committee. 

This information will be reviewed, and a final decision made on the application, by Paul Tanser and Mali Erick.


	 3  
	Ethics ref:  
	13/NTB/80 

	 
	Title: 
	Investigating the microbiological contamination of drugs administered for anaesthesia in the operating theatre 

	 
	Principal Investigator: 
	Mrs Derryn Gargiulo 

	 
	Sponsor: 
	University of Auckland 

	 
	Clock Start Date: 
	20 June 2013 



Professor Alan Merry and Derryn Garguilo 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.
Mathew Zacharias declared a potential conflict of interest, and the Committee decided that it was not substantial and did not preclude him participating in the discussion and deliberation.

Summary of ethical issues

The main ethical issues considered by the Committee were as follows. 

· The Committee noted that the study will review anaesthetist’s practice rather than observing the effects on patients.   The researcher stated that he viewed the study as an observational study with no discernible effect on patients.
· The Committee noted that, as part of the study, a wide connection with a mesh filter would be added to the patient’s main IV line, and that this was not standard practice.  The Committee discussed whether this made the study interventional rather than observational but concluded that the filter was an intervention for data collection only and that this is a prospective observational audit.
· PIS/CF –The Committee noted that the application provided a participant information sheet and that the researcher proposed that patients would have the option of opting out but felt that this was acceptable, given that the study is a prospective audit..  
· The researcher stated that an independent panel of anaesthetists would review SAEs.
· Researcher confirmed that if 10% or more of samples were found to be contaminated, he would view that as adequate evidence of a problem that needs to be addressed and the study would be stopped.

Decision 

The Committee, with the agreement of the researcher sought leave to conduct further research before making a determination.  Following further consideration of the guidelines this application was approved by consensus, subject to the following minor corrections. 
· Please provide information in the PIS about the mesh insert.
· Please insert reference to the Northern B ethics committee in the approval statement in the PIS.
· Please remove reference to the manager having given consent to the study in the PIS.


	 4  
	Ethics ref:  
	13/NTB/81 

	 
	Title: 
	AI452016 

	 
	Principal Investigator: 
	Prof Edward Gane 

	 
	Sponsor: 
	Bristol-Myers Squibb 

	 
	Clock Start Date: 
	20 June 2013 


 
Manu 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 this is an observational study that follows on from three previous clinical trials.
· The Committee noted that the researcher is waiting for patients on another trial to complete study treatment to enable recruitment before they can be recruited into this follow up.  Those patients currently blinded as to the treatment they are receiving and will finish treatment in 8 weeks. The study will be unblinded later in 2013.
· The Committee discussed who will have access to patients records.  
· The Committee asked would there be routine follow up even if participants do not take part in this study.  The researcher clarified that patients would be followed up in the liver clinic.  

Decision 

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

· Please invite participants to participate.
· Page 1 - PIS, please amend to clarify whether and why patients would to continue participate in study if they did not receive lambda treatment? 
· Please state clearly in the PIS whether the original restrictions that apply regarding entering into other trials continue to apply for this follow up study?  
· Page 4 PIS states that a benefit of participating is that patients will be monitored for worsening of liver disease. This implies if you don’t participate you won’t be monitored.  Please either delete or make clear that all patients will be monitored for worsening symptoms.
· Page 3 PIS please clarify what will happen to blood samples, eg will they be sent overseas?  The PIS/CF should contain information about storage and future use of samples/.
· Page 4 - PIS please remove statements that are not applicable.
· Page 5 - compensation wording – please use the pro forma wording
· Page 5 - please advise details of reimbursements – what are they and how do participants access them?
· Page 7 – please delete statement about when treatment may be stopped –as no treatment is offered as part of this study.
· Please clarify whether urine samples will be sent overseas and state this in the PIS/CF.
· Page 8 – PIS. The flowchart is helpful but only gives option of participating, not the option of declining as well
· Page 10 - Remove reference to Australia
· Please clarify wording to explain to participants the role of monitors and sponsors and that they will have access to patient information.

This information will be reviewed, and a final decision made on the application, by Stephanie Pollard and Mali Erick.


	 5  
	Ethics ref:  
	13/NTB/82 

	 
	Title: 
	TEAM: A pilot Trial of Early Activity and Mobility in ICU 

	 
	Principal Investigator: 
	Dr Paul Young 

	 
	Sponsor: 
	Australian and New Zealand Intensive Care Research 

	 
	Clock Start Date: 
	19 June 2013 



Dr 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.

Summary of ethical issues

The main ethical issues considered by the Committee were as follows. 

· The Committee noted this is a pilot study to determine safety of initiating an early, more intensive exercise regime for ICU patients.
· The researcher explained that current practice in intensive care units is variable.  Some ICUs sedate patients and confine to bed.  Other ICUs will get patients mobilised around unit with life support attached.  This prospective trial will evaluate the risks and benefits associated with this.  
· Two step consent process: The Committee noted that as the participants initially will not be able to give consent, a next of kin/relative or close friend’s assent will be sought.  This will be supplemented by an informed consent process once the participant is able to give consent. 
· The Committee noted that 80 patients will be recruited and will be followed up six months after their admission to ICU.  The researcher commented that experience with other similar studies indicates that most patients welcome such follow up. 

Decision 

This application was approved by consensus.


	 6  
	Ethics ref:  
	13/NTB/83 

	 
	Title: 
	ConSEPT: A PREDICT study. 

	 
	Principal Investigator: 
	Dr Stuart Dalziel 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	20 June 2013 


 
Dr Dalziel, Cynthia Sharpe and Joslyn Neutze 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 researcher outlined the overall objectives of the study and risks associated with phenytoin (current standard treatment).  Comparator medication appears to have a better safety profile, but efficacy data needs further testing.
· The Committee noted that the study is likely to involve recruiting 8 children per annum.
· Committee noted peer review and robust data safety monitoring arrangements
· The researcher advised the Committee that ED staff will be delivering the intervention as it needs to be delivered rapidly.  Researchers will train departments to deliver study via simulation training (funding is allocated for this). Other sites support study.  
· The Committee noted that SCOTT approval has been sough as iv levetiracetam is not registered for use.  
· The Committee noted that data will be stored until the youngest participant reaches age of 18.
· Researcher clarified that there is no sponsor for the study. PREDICT network is a voluntary collaboration, not a legal entity.
· The Committee noted that the research team will do follow up consent once the seizure has stopped, but this may be in ICU setting.
· The committee noted the peer review and biostatistical input into the study design.
· The committee sought clarification of how the treating team would be able to identify whether a patient has already participated in trial if they present again?  The researcher stated that treatment would be initiated then the data excluded. 
· The Committee asked at what stage the study would be unblinded for the benefit of participants (eg to identify which medication they responded best to) without compromising the validity of the trial.

Decision 

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

· SCOTT approval being obtained
· Please ensure that if treatment has been initiated and consent later withheld, that his is clearly documented on patient notes so that these patients are not unintentionally included in the study if they re-present with a seizure.
This information will be reviewed, and a final decision made on the application, by Mathew Zacharias and Raewyn Sporle.

	 7  
	Ethics ref:  
	13/NTB/84 

	 
	Title: 
	ProVIDe: Protein intake in early life and later development 

	 
	Principal Investigator: 
	Ms Barbara Cormack 

	 
	Sponsor: 
	The University of Auckland  

	 
	Clock Start Date: 
	20 June 2013 


 
Frank Bloomfield and Barbara Cormack 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 researcher confirmed that the risk of giving too much protein was low, as the total amount given within the trial was within the normal range given currently.
· The Committee noted a letter of support from a Maori provider.  The Committee noted that locality approval will be staggered.
· The Committee clarified that data will be stored in potentially identifiable rather than de-identified form.
· Committee asked what complications might arise?  Researchers will monitor for sepsis, catheter failure as outcome measures. 
· The Committee noted that blood will be collected and stored for two years.  
· The Committee noted that safety data will be analysed at regular intervals, and all SAEs will be notified to the DSMC. 
· Committee commended the study and the clarity of the PIS/CF.

Decision 

This application was provisionally approved by consensus, subject to the following information being received. 
· Please make the following amendments to the PIS/CF
· Please provide information about storing blood samples.
· Please refer to Northern B ethics committee.
· PIS – we invite you to participate.
· DEXA scan – please provide more information about what is involved, risks and benefits in PIS.
This information will be reviewed, and a final decision made on the application, by the secretariat 


	 8  
	Ethics ref:  
	13/NTB/85 

	 
	Title: 
	A screening study to identify adult and adolescent individuals with Down Syndrome for eligibility to participate in a future Drug Treatment Research Study. 

	 
	Principal Investigator: 
	Professor Ed Mitchell 

	 
	Sponsor: 
	Roche Products New Zealand Limited 

	 
	Clock Start Date: 
	20 June 2013 


 
Prof Ed Mitchell 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.

Paul Tanser declared a potential conflict of interest, and the Committee decided that it was not a material conflict and he would participate in the decision making.

Summary of ethical issues

The main ethical issues considered by the Committee were as follows. 

· The Committee noted that this is a screening process for potential entry into trial for children and young people with Down syndrome.  
· Committee noted reimbursement of expenses associated with participation.
· The researcher explained that the main study may not eventuate.  The committee queried whether PIS might unrealistically raise participant’s/parents’ hopes.  
· The researcher explained that if medical assessment identifies other modifiable health issues that would enable medication adjustment, this can be followed up on by referral to the GP and or other specialists.  The participant would be reassessed for eligibility to enter the trial.
· The Committee noted that compensation for any injury that might occur during the screening study is covered by Roche’s indemnity.
· Data will be anonymised but coded.

Decision 

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

· Please rewrite the PIS to aim it at a lower reading level, and consider incorporating graphics to enhance readability.
· Please make it clear in the PIS that the proposed trial may not eventuate.
· Please state in the PIS how data might be used in the future.
· Please remove reference to US law in the adult PIS (at p 5).

This information will be reviewed, and a final decision made on the application, by Mathew Zacharias and Raewyn Sporle.


Review of approved studies
CLOSED AGENDA ITEM


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:
	06 August 2013, 12:00 PM

	Meeting venue:
	CEO Meeting Room, L3, Hocking Building, Waikato Hospital Campus



	No members tendered apologies for this meeting.

The meeting closed at 1730.
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