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		Minutes





	Committee:
	Northern A Health and Disability Ethics Committee

	Meeting date:
	14 May 2013

	Meeting venue:
	Waipuna Conference Centre, Mt Wellington, Auckland



	Time
	Item of business

	1:00pm
	Welcome

	1:15pm
	Confirmation of minutes of meeting of 09 April 2013

	
	New applications (see over for details)

	1:30 – 1:55
1:55 – 2:20
2:20 – 2:45
2:45 – 3:10
3:10 – 3:35
3:35 – 4:00
4:00 – 4:25
4:25 – 4:50
4:50 – 5:15
5:15 – 5:40
	   i 13/NTA/54
  ii 13/NTA/51 CLOSED
  iii 13/NTA/52
  iv 13/NTA/53
  v 13/NTA/57 CLOSED
  vi 13/NTA/58
  vii 13/NTA/59
  viii 13/NTA/61
  ix 13/NTA/62
  x 13/NTA/63

	5:40-6:00pm
	General business:
Noting section of agenda

	[bookmark: _GoBack]5.45pm
	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 

	Assoc 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 1:00pm and welcomed Committee members.

The Chair noted that the meeting was quorate. 

The Committee noted and agreed the agenda for the meeting.

No conflicts of interest were declared for any applications.

Confirmation of previous minutes

The minutes of the meeting of 09 April 2013 were confirmed. 


New applications 


	 1  
	Ethics ref:  
	13/NTA/54 

	 
	Title: 
	The CCC trial 

	 
	Principal Investigator: 
	Dr Shay McGuinness 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	25 April 2013 



Dr Shay McGuinness was present in person for discussion of this application.

Summary of ethical issues

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

· This is a feasibility study.
· Existing data from in-house and out-house hospital databases is inadequate to look at subgroups.
· The Committee raised the lack of data safety monitoring (R.1.4) as per (Ethical Guidelines for Intervention Studies 2012 para 6.38). Dr McGuiness clarified that internal monitoring was in place. 
· The Committee queried if unconsented data would be used. Dr McGuiness confirmed data that was not consented or assented to would not be used, as per (Ethical Guidelines for Intervention Studies 2012 para 6.19).
· Please submit evidence of Maori consultation.
· The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
· Please clarify where the data management centre is located (pg.4),
· Please reword ‘equally suitable for you’ (pg.2).

Decision 

This application was approved by consensus





	 2  
	Ethics ref:  
	13/NTA/51 (CLOSED)

	 
	Title: 
	Violence, Substance Abuse, Reports of Concern and Non­-Accidental Head Injury. 

	 
	Principal Investigator: 
	Dr Patrick  Kelly 

	 
	Sponsor: 
	Auckland District Health Board 

	 
	Clock Start Date: 
	02 May 2013 


 
Dr Patrick Kelly, Dr Santuri, Dr Himemoa Elder, Tim Jellyman was present in person for discussion of this application.

In view of the sensitivity of the topic, the Chair sought the views from the Committee on excluding members of the public. The Committee stated the meeting will be closed.

Decision 

This application was provisionally approved by consensus 



	 3  
	Ethics ref:  
	13/NTA/52 

	 
	Title: 
	Supplemental PN 

	 
	Principal Investigator: 
	Dr Shay McGuinness 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	02 May 2013 


 
Dr Shay McGuinness was present in person for discussion of this application.

Summary of ethical issues

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

· This is a feasibility study which will inform a larger study.
· The Committee queried if participants will undergo any additional tests from standard practice. Dr McGuiness confirmed there is one additional test that is non-invasive and is required to draw accurate conclusions from the study.
· The Committee queried the risks involved in the study. Dr McGuiness stated that there are standard risks with TPN however the participants involved in this study are not at risk as the group has already undergone successful IV feeding. Participants who cannot have TPN are excluded (F.2.1).
· The Committee queried the safety monitoring plan (Ethical Guidelines for Intervention Studies 2012 para 6.38). Dr McGuiness clarified that internal data monitoring will identify risks and SAEs.
· Please ensure ‘medical complications’ are explained to participants, in particular when unpublished information that is not in the PIS is relevant to patient safety. 
· Please submit a copy of the family assent form.
· The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
· please include information about the sub study,
· please proof read,
· please include contact details for Maori support.

Decision 

This application was approved by consensus



	 4  
	Ethics ref:  
	13/NTA/53 

	 
	Title: 
	Identification of risks and protective factors for long term outcomes following pediatric liver transplantation 

	 
	Principal Investigator: 
	Dr Rachael Harry 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	02 May 2013 


 
Dr Rachael Harry was present by teleconference for discussion of this application.

Summary of ethical issues

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

· The Committee queried data confidentiality (a.1.6). Dr Harry clarified that patient data will be identifiable during the study but will be published in an aggregate, non-identifiable form. Participants may know their data is in publications but will not be able to identify any personal data as per (Ethical Guidelines for Observational Studies 2012 para 10.8).
· The Committee queried why the study involved consulting with family and clinical colleagues. Dr Harry clarified that this was to identify participants who had their transplant in or moved to Australia.
· The Committee explained that HDEC approval does not grant access to Australian records, and that Researchers will have to approach Australian Ethics Committees to access any health information for the study that is stored in Australia. 

Decision 

This application was approved by consensus.



	 5  
	Ethics ref:  
	13/NTA/57 CLOSED

	 
	Title: 
	Study of MK-5172 and MK-8742 +/- RBV in HepC patients 

	 
	Principal Investigator: 
	Prof Edward Gane 

	 
	Sponsor: 
	Merck Sharp & Dohme (Australia) Pty Limited  

	 
	Clock Start Date: 
	02 May 2013 



Prof Edward Gane was present by teleconference for discussion of this application.

Decision 

This application was approved by consensus.





	 6  
	Ethics ref:  
	13/NTA/58 

	 
	Title: 
	Intravenous magnesium sulphate as an adjuvant therapy in acute exacerbations of chronic obstructive pulmonary disease. 

	 
	Principal Investigator: 
	Dr saptarshi mukerji 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	02 May 2013 


 
Dr Saptarshi Mukerji was present by teleconference for discussion of this application.

Summary of ethical issues

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

· The magnesium dose is already standard practice to treat asthma patients.
· The Committee noted the CI is a registrar and queried the role of supervisors in the study. Dr Mukerji responded that 6 supervisors are involved and aware of the study, and he hopes to submit the study as a Masters project that will have an academic supervisor assigned.
· The Committee asked what recruitment plans were in place to mitigate the vulnerability of potential participants, if recruited while suffering an asthma attack. Dr Mukerji clarified that participants will be approached after standard treatment has reduced the symptoms of asthma. 
· The Committee queried the feasibility of the sample size.  Dr Mukerji clarified that there has been research stating that there are 100 COPD cases a month, and over four months they aim to recruit 30% of these.
· The Committee asked if it is fundamentally required to use an IV placebo. Dr Mukerji responded that it is required for the scientific validity of the study.
· The Committee queried the lack of Maori consultation. Dr Mukerji clarified they have provisional approval from the Maori review at the DHB.
· The Committee asked how the blind is maintained while meeting safety reporting requirements. Dr Mukerji clarified that SAE data will be given to investigators who do not treat or interact with the participants. 
· Please ensure patient records are updated to reflect that patients are receiving magnesium treatment. Dr Mukerji confirmed patient data will be updated after reporting and analysis is completed.
· The Committee suggested that the de-identified study results be published on a website for participants to access. Dr Mukerji indicated that the DHB will assist with website publication.
· The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
· please reduce length and proof read to assist participant understanding,
· please explain abbreviations (pg. 1),
· clarify that there is no disadvantage with withdrawing from the study, rather than ‘no cost’,
· explain that participants can view study results on a website (pg. 3),
· please amend contact details to be relevant to New Zealanders,
· please remove statement explaining why participants will not be paid.

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 suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).
· Please provide letter from Maori Committee (Ethical Guidelines for Intervention Studies para 4.17).

This following information will be reviewed, and a final decision made on the application, by Dr Brian Fergus, Ms Shamim Chagani and Ms Michele Stanton.




	 7  
	Ethics ref:  
	13/NTA/59 

	 
	Title: 
	CVI Pharmacokinetic Trial 

	 
	Principal Investigator: 
	Associate Professor Andrew Holden 

	 
	Sponsor: 
	CV Ingenuity Corporation 

	 
	Clock Start Date: 
	02 May 2013 


 
Associate Professor Andrew Holden was present in person for discussion of this application.

Summary of ethical issues

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

· A previous trial showed that the study drug administration method is effective though failed to prove clinical benefit. The present study is required for pharmacokinetic data.
· This study has a precise drug coating technology that allows the drug to remain on the balloon for longer. 
· Standard of care is plain balloon, with the same drug.
· Participants will be undergoing an angioplasty which has standard risks. The study poses no additional risks.
· There are no systemic risks associated with Paxatactil. 
· Dr Holden explained that any study drug that comes off in administration poses no risk.
· The Committee queried the recruitment methods in place (Ethical Guidelines for Intervention Studies para 6.1). Dr Holden explained that participants are screened from MRI scans and participants will be approached in a clinical context after which further written information is provided.
· The trial has an independent monitoring and advisory board. The CI is not on the board.
· The Committee requested evidence of Maori consultation.
· The Committee queried where tissue samples will be sent (R.3.10). Dr Holden clarified that due to logistical problems in analysing the samples in New Zealand, the tissues will be sent in batches to labs in the U.S. 
· The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
· please provide lay short title, 
· please clarify for participants that samples will be destroyed and will not be made available for return,
· please detail the US laboratory name and location.

Decision 

This application was approved by consensus




	 8  
	Ethics ref:  
	13/NTA/61 

	 
	Title: 
	GBM Immune Suppression Study 

	 
	Principal Investigator: 
	Dr.  Martin Hunn 

	 
	Sponsor: 
	Malaghan Institute of Medical Research 

	 
	Clock Start Date: 
	02 May 2013 


 
Dr Lindsay Ancelet and Associate Professor Ian Hermans were present by teleconference for discussion of this application.

Summary of ethical issues

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

· The study involves use of tissue without consent.
· The Committee queried if tissue samples were originally consented for biopsy. The researchers explained that although patients have previously consented to their tissue being stored by Wellington Hospital for diagnostic purposes, and in some cases future unspecified research, formal consent for this research study has not been received. 
· Ideally, the Committee would like to see participants consent to the use of their tissue when research is been proposed. It however recognises that this is not possible in the present project as the participants are dead. The Committee also considered the question of informing the next-of-kin.  Should this prove impractical or too difficult, perhaps the researchers consider placing a notice on their website drawing the publics attention that unconsented tissue will be used for a research trial. (Ethical Guidelines for Observational Studies 2012 para 6.43, 6.45).
· The Committee queried if the leftover tissue samples will be used for other research. The researcher acknowledged that existing samples are large, and that there will be left over samples that may be useful for future research. The Committee directed that any future research involving remaining tissue samples must go through HDEC approval.
· The Committee requested evidence of Maori consultation. 

Decision 

This application was approved by consensus.



	 9  
	Ethics ref:  
	13/NTA/62 

	 
	Title: 
	CHINA Study 

	 
	Principal Investigator: 
	Dr James Hamill 

	 
	Sponsor: 
	Southampton University Hospitals NHS Trust 

	 
	Clock Start Date: 
	02 May 2013 


 
Dr James Hamill and Steve Adams were present by teleconference for discussion of this application.

Summary of ethical issues

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

· The study is to explore whether an appendectomy is always required to treat appendicitis, or if antibiotics is sufficient treatment.
· The Committee notes the study protocol has been developed in the UK and approved by a UK funder.
· The Committee requested further information on collecting and monitoring safety data, study termination criteria and SAE reporting procedures. 
· The Committee noted the age and vulnerability of participants and explained that some young participants will be able to consent (Ethical Guidelines for Intervention Studies para. 5.32).
· In cases where a young participant can’t understand the treatment then it is appropriate to seek the participant’s assent, even though the parents/caregivers provide the legal consent (Ethical Guidelines for Intervention Studies Appendix 2).
· The Committee requested evidence of Maori consultation.
· The Committee recommends trialling the updated PIS/CF with young people to get feedback.
· The Committee requested the following changes to the Participant Information Sheet and Consent Form:
· rethink the wording on the Child Assent Form to ensure you do not elicit negative responses. In particular ‘we think 4/5 children don’t need operation’, ‘if the computer decides that you will have an operation’, 
· change terminology describing appendix as worm,
· clarify that not taking part will result in surgery as this is standard practice,
· reword the Child Assent Form titles,
· please ensure Maori support contacts details are available.

Decision 

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

· Please amend the information sheets and consent/assent forms, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).
· Please provide evidence of Maori consultation (Ethical Guidelines for Intervention Studies para 4.17).

This following information will be reviewed, and a final decision made on the application, by Dr Brian Fergus, Professor Wayne Miles and Mr Kerry Hiini.



	 10  
	Ethics ref:  
	13/NTA/63 

	 
	Title: 
	Is analgesia required for grommet insertion? 

	 
	Principal Investigator: 
	Dr Ben McHale 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	02 May 2013 


 
Dr Ben McHale was present by teleconference for discussion of this application.

Summary of ethical issues

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

· Prior to this study a retrospective audit of pain levels was been conducted on 22 children.
· The Committee queried the peer review process (b.2.2.2). Dr McHale clarified the internal peer review process. 
· Current practice depends on the anaesthetist, but typically involves anti-inflammatory non-steroidal pain relief and opiates (Paracetamol, codeine and ibuprofen).
· The Committee queried if there was a rescue therapy in place. Dr McHale confirmed a nurse would judge pain with the pain scale, and if required or requested pain management options for participants would be provided.
· The Committee noted the age and vulnerability of participants and explained that some young participants will be able to consent (Ethical Guidelines for Intervention Studies para. 5.32).
· In cases where a young participant can’t understand the treatment then it is appropriate to seek the participant’s assent, even though the parents/caregivers provide the legal consent (Ethical Guidelines for Intervention Studies Appendix 2).
· Provide evidence of Maori consultation.
· The Committee requested that ethnicity information is collected.
· Please ensure that health information is kept in accordance with the Health Information Privacy Code and DHB Disposal Authority.
· The Committee requested the following changes to the Participant Information Sheet and Consent Form:
· add ACC compensation clause,
· add contact details for an independent health and disability advocate,
· use child friendly language.

Decision 

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

· Please amend the information sheets and consent/assent forms, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).
· Please provide evidence of Maori consultation (Ethical Guidelines for Intervention Studies para 4.17).

This following information will be reviewed, and a final decision made on the application, by Dr Brian Fergus and Dr Etuate Saafi.


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 June 2013, 01:00 PM

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



There were no apologies. 

The meeting closed at 5.45pm
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