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	Committee:
	Northern A Health and Disability Ethics Committee

	Meeting date:
	11 September 2012

	Meeting venue:
	Novotel Ellerslie


	Time
	Item of business

	13:00
	Welcome

	13:30
	Confirmation of minutes of meeting of 14 August 2012

	
	New applications (see over for details)

	13:30 – 14:00
	i 12/NTA/15

	14:00 – 14:30
	ii 12/NTA/30

	14:30 – 15:00
	iii 12/NTA/32

	15:00 – 15:30
	iv 12/NTA/33

	15:30 – 16:00
	v 12/NTA/34

	16:00 – 16:30
	vi 12/NTA/35

	16:30 – 17:00
	vii 12/NTA/36

	17:00 – 17:30
	viii 12/NTA/37

	17:45
	General business:

Noting section of agenda

	18:00
	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 
	Apologies 

	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 
	Apologies 

	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 13:00 and welcomed Committee members, noting that apologies had been received from Dr Marewa Glover and Prof Wayne Miles.
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 14 August 2012 were confirmed.
New applications 
	 1  
	Ethics ref:  
	12/NTA/15 

	 
	Title: 
	The SO-COOL Study  

	 
	Principal Investigator: 
	Dr Shay McGuinness 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	30 August 2012 


Dr Shay McGuiness 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 would like to acknowledge that this is a worthwhile study.
· The committee notes that safety data regarding the proposed oxygenation levels are not well established but has been reassured that a majority of cardiac experts believe it is safe.

· The committee notes this is a primarily a proof of concept study investigating the feasibility of conducting a larger study ultimately to improve standard care.
· Please identify the overseas laboratory when a decision is made and include this information in the PIS, together with the fact that specimens will be sent overseas.
· Please clarify if there is a sponsor for the study. A sponsor is mentioned in an attached letter but not in the application form.
· Please clarify that human tissue specimens will be disposed of (r.3.11).
· Please clarify that the study has been registered with a clinical trials registry approved by the WHO (b.4.6).
· The Committee requested the following changes be made to the Participant Information Sheet:

· include information that the tissue specimens will be sent overseas

· include the details of the overseas laboratory when a decision has been made

· clarify that the project will stop with respect to the individual participant (and changed back to standard care) and not the study as a whole (page 2, paragraph 3)

· include a sentence on informed consent and that they will need to sign a consent form if they agree to taking part in the study

· refer to the correct HDEC (Northern A) throughout all documents

· include a letterhead on page 3.
· The Committee requested the following changes be made to the Consent Form:

· clarify what the “compensation provisions” are for the study.
Decision 

This application was approved by consensus.

Please address the amendments outlined above and send a copy of the updated documents to the secretariat for their records. 

	 2  
	Ethics ref:  
	12/NTA/30 

	 
	Title: 
	Diagnosing Legionnaires' Disease from Throat Swabs 

	 
	Principal Investigator: 
	Prof David Murdoch 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	30 August 2012 


Prof David Murdoch 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 clarify if the tissue specimens will be sent overseas (inconsistent answers in r.4.5.3 and r.3.8).

· Please clarify why vulnerable participants (participants who are unable to give informed consent) should be included in the study. Would delayed informed consent provide better outcomes for the study?
· Please write to the committee if you wish to use delayed informed consent.

· Please clarify if a positive result will be passed on to the treating clinician.

· Please clarify if the answer to question r.1.7 should be a yes; the ‘treatment’ includes screening and diagnosis.

· Please clarify if the data will be anonymous. The answer to r.2.4 states that data will be stored anonymously, but r.2.4.1 states that data or samples that leave the study will be identifiable by NHI. 

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

· on letterhead

· add the number of participants for this study

· include the time frame for this study

· move the “Request for Interpreter” table to the first page of the consent form
· include Māori health advisory contact details.
· The Committee requested the contents of the Consent Form be expanded to include:

· the option for the deaf to request an interpreter
· consent to future unspecified research may include sending samples overseas

· information generated by this study will be stored for 10 years.
Decision 

This application was approved by consensus.
Please address the amendments outlined above and send a copy of the updated documents to the secretariat for their records. 

	 3  
	Ethics ref:  
	12/NTA/32 

	 
	Title: 
	Phase III Stage IV NSCLC study of Custirsen in combination with chemot 

	 
	Principal Investigator: 
	Ms Anne Smith 

	 
	Sponsor: 
	PPD Global (NZ) 

	 
	Clock Start Date: 
	30 August 2012 


Ms Anne Smith 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. 
· The Committee is very concerned about the inconsistencies throughout the application. Please put in more effort and attention when completing subsequent applications.
· Please clarify the relationship between PPD Globals and TEVA.
· Please clarify the publication restrictions (b.4.2 – b.4.3).
· Please clarify why the question “I regret my smoking” (FACT-L version 4) is helpful or necessary to the study.
· Please clarify if the data collected will be identifiable, potential identifiable or de-identified; there is a lack of consistency in the information provided (a.1.6, b.4.4.1, r.2.1.1, r.2.3, r.2.4).
· Please clarify that the health information will be stored for 15 years and then destroyed (r.2.5).
· Please clarify if tissue samples will be disposed at the end of the study or kept for 50 years. Inconsistent information is provided in section r.3 in the application form and page 16 of the PIS.

· Please clarify why the tissue samples have to be stored for 50 years. The Committee believes this is excessive.
· Please clarify why blinded data is referenced in the PIS and relevant to participants when, in the protocol, blinding is referenced only in relation to the DMC open session meetings with the sponsor.

· Please clarify if cultural issues have been identified. There is inconsistent information between the application (r.4.2) and the PIS (page 16, paragraph 6).
· Please clarify how the compensation provisions meet RMI guidelines. The Committee feels the compensation provisions do not meet RMI guidelines and there is no information in the protocol in support of adherence with RMI guidelines.
· Please clarify why the information provided in the PIS regarding compensation does not match the answers provided in the application form (r.1.7 - r.1.10).
· Please clarify why inconsistent information is provided on page 17 of the PIS. “Teva will cover out of pocket costs of reasonable standard medical expenses that are a direct result…” versus “Neither the sponsor nor the study doctor plan to provide any payment for injuries that happen during the study beyond that specified above.”

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

· on letterhead

· the emergency and after hours contacts should be on the first page

· include information that the study will be conducted in 32 countries and recruiting 1100 participants, of which, 25 will be from New Zealand

· include information that New Zealand participants are selected from current DHB outpatient oncology services 

· remove the need for a legal representative to sign on behalf of participants (page 20) as all participants will be able to consent for themselves (p.1.2)

· include the time frame for this study
· include and clarify how the 85 participants, who will be providing additional blood samples, will be selected if it is relevant for New Zealand participants

· reword ‘commenced’ to ‘completed’ (“Screening period”, page 3)

· provide additional information for participants on what is meant by assessments relating to “Documentation of your performance status”. This phrase is used several times in the PIS (e.g. page 3, bullet point 7)
· reword all instances of the phrase “until your disease worsens”; use more appropriate phrasing such as “if your disease has not become worse”
· clarify use of ibruprofen or acetaminophen (page 4) for the participants. Is this are pain relief?
· move the “Request for Interpreter” table to the consent form

· explain why oral corticosteroids need to be administered (page 5) and be consistent with the term used (page 13).

· provide information on immunogenicity

· include information on a study participation card if participants will be given one

· tighten the wording of “records” to “records related to the study” (page 15).
· The Committee requested the contents of the Consent Form be expanded to include:
· a clause for participants to indicate if they wish to receive a copy of the results or would like the researcher to discuss the outcomes of the study with them
· note the delay between data collection and publication (p.2.9)
· clauses relating to data and tissue storage, sending samples overseas and destruction of the samples

· on letterhead.
· The Committee requested the following changes be made to the Genetics testing PIS and CF.

· include the comments mentioned above which are relevant to these forms as well (e.g. letterhead, compensation, blinding, study time frame and contact information)

· change the heading to “Consent Form” instead of “Participant Informed Consent”

· amend page numbers (page 8 of 7)

· use the same font throughout the document

· formatting of the title (page 1)
· spell out ICF in full (page 4)

· delete sentence “Your test results may reveal information about members of your biological family”; participants will not be getting their test results (page 3)
· include information and consents relating to the following cultural issues:

· genetic testing

· sending samples overseas

· storage for later use

· destruction (no return possible) of samples at the end of the study.

· include the sentence “I am aware that the proposed study will involve analysis of my genetic makeup. I consent to such an analysis being performed”

· include the sentence “I understand that if I consent to such analysis, no rights will be created for the researcher/sponsor to my genetic information or that of my kinship group, hapu or iwi”

· Remove the word ‘treatment’ (page 7, paragraph 5); no ‘treatment’ is involved and there is no benefit to the participant.

Decision 

This application was provisionally approved by consensus, subject to the above amendments being addressed, and a resubmission of both versions of the PIS and CF.
This following information will be reviewed, and a final decision made on the application, by the Chair and Ms Michele Stanton.
	 4  
	Ethics ref:  
	12/NTA/33 

	 
	Title: 
	Castleman's Extended Unblinded 

	 
	Principal Investigator: 
	Dr David Simpson 

	 
	Sponsor: 
	Janssen-Cilag (New Zealand) Ltd 

	 
	Clock Start Date: 
	30 August 2012 


Dr David Simpson 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.
Decision 

This application was reviewed in a closed meeting and was approved by consensus.
	 5  
	Ethics ref:  
	12/NTA/34 

	 
	Title: 
	Capacity Assessment for Advance Care Planning 

	 
	Principal Investigator: 
	Dr Gary Cheung 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	30 August 2012 


Dr Gary Cheung 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. 

· The Committee would like to suggest that you ensure proper in-house documentation and record keeping when allowing a person to assume NOK.

· The Committee would like to reinforce that videos are to be securely protected against unauthorised viewing and remain strictly confidential to preserve the dignity of the participants.
· Three separate documents are required; for the individual participant, the EPA/PCW
 and/or NOK.
· Please clarify why you will not be seeking consent from participants to inform their treating health practitioners that they are taking part in the study (r.1.2)? The Committee feels that it might be prudent to do so given the type of participants recruited despite the reason supplied in r.1.2.1.
· Please clarify why the results from this study will not be made available for use in future research (b.4.4).
· Please clarify if the “independent specialists in capacity assessments (ISCA)” are the same as the psychogeriatricians who will be conducting the statistical analysis. 
· Please clarify the roles of the summer student and what training, experience and supervision will be provided.

· Please clarify if the answer to r.1.7 should be a yes.

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

· emphasise that the videos will only be viewed by the researchers
· include how long the videotapes will be stored
· replace the word ‘would’ with ‘may’ under the heading “What would happen if you were injured in the study?” (page 2)
· consider using a larger font given the age of the potential participants

· include Māori health advisory contact details

· include the number of participants to be recruited
· clarify the role of the student and which aspects of the study he/she will be administering.
· The Committee requested the contents of the Consent Form be expanded to include:

· a clear clause requesting the consent for videotaping
· information emphasising that participation is confidential and de-identifiable

· relationship details of the signatory to the participant (e.g. EPA/PCW and/or NOK)
· the option to request an interpreter (including for the deaf)

· the option to be accompanied by a whanau or friend to ask questions 

· a way for participants to indicate if they wish to receive a copy of the results

· contact details of a study researcher (should not be a student).
Decision 

This application was approved by consensus.
Please address the amendments outlined above and send a copy of the updated documents to the secretariat for their records. 

	 6  
	Ethics ref:  
	12/NTA/35 

	 
	Title: 
	The MAGEC Retro Study 

	 
	Principal Investigator: 
	Dr  John  Ferguson 

	 
	Sponsor: 
	Ellipse Technologies, Inc. 

	 
	Clock Start Date: 
	30 August 2012 


Dr John Ferguson and Crista Yarrell 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 encouraged the researchers to speak to Dr Mary-Anne Woodworth, Manager of the ADHB research office, regarding Māori issues. The researchers will send the Committee a letter highlighting Dr Woodworth’s response.

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

· include the information that the study will be conducted in 9 countries; 10 participants from New Zealand and 85 worldwide between 2012-2013
· indicate very early on that this is a retrospective review of the participant’s medical records and history which means there will be no prospective procedures or direct benefit for the participants.

· consider rewording “clinical study” as it suggests medical ‘treatment’ is involved

· remove “Americanisms” where possible (e.g. “folks”)

· move “Request for interpreter” table to page 1

· on letterhead

· number pages

· use “Participant Information Sheet” and “Consent Form” for the respective form headings

· include  information on the use of a unique study number and restricted access to medical records

· include information on how long study records will be kept

· explain that if participants withdraw from the study, information already collected may be used and disclosed as necessary to protect the integrity of the study
· include the HDC advocacy service and Māori health advisory contact details

· remove or explain the terminology used in the document and check its relevancy to NZ participants. For example, “CE mark” (page 1) and “state and local authorities” (page 6)
· include reference to ethical approval from the Northern A HDEC.
· delete the last sentence of the adult PIS which reads “You will receive full information about the clinical study in a detailed discussion with your child’s doctor”; all information needs to be provided in writing in the PIS and CF and discussions may then provide further clarification/explanation
· the Committee encourages face to face discussion with families about the study over telephone contact

· provide a landline or Freephone number for Crista Yarrell instead of a mobile number (page 6).
· The Committee requested the contents of the Consent Form be expanded to include:

· a way for participants to indicate if they wish to receive a copy of the results

· clarify and reword the “Statement of Person Obtaining Informed Consent”. The principle is to ensure that the participants understand and are able to give true informed consent to participate and not if questions were asked to the best of the ability of the study researcher.
Decision 

This application was approved by consensus.
Please address the amendments outlined above and send a copy of the updated documents to the secretariat for their records. 

	 7  
	Ethics ref:  
	12/NTA/36 

	 
	Title: 
	Skin disease in the older person 

	 
	Principal Investigator: 
	Dr Paul Jarrett 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	30 August 2012 


Dr Paul Jarrett and Dr Maneka Deo 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 supply the Committee with a copy of the cognitive and daily living questionnaire.

· Two versions of the PIS and CF are required; one for individual participants and one for EPA/PCW
 and/or NOK.
· Please clarify if the answer to question r.1.7 should be a yes. The ‘treatment’ includes screening and diagnosis.

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

· include that participants’ GPs will be contacted if something (not limited to skin conditions) of clinical significance is noted.

· reword “older people have skin problems that have not been noticed previously” (page 1)

· include Māori health advisory contact details

· reword “medical doctor” to “doctor” (page 2).
· The Committee requested the contents of the Consent Form be expanded to include:

· the option to request an interpreter (including for the deaf) at the beginning of the document
· a clause that the participant can withdraw from the study at any time

· a clause that the participant understands the compensation provisions for this study

· information that the data will be retained for 10 years and then destroyed
· wording that the study will be stopped by the researcher if distress is caused

· wording that no material that could identify participants will be used in any reports etc.
Decision 

This application was approved by consensus.
Please address the amendments outlined above and send a copy of the updated documents to the secretariat for their records. 
	 8  
	Ethics ref:  
	12/NTA/37 

	 
	Title: 
	Experimental pain and laterality recognition 

	 
	Principal Investigator: 
	Ms Nichole Phillips 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	30 August 2012 


Ms Nicole Phillips and Mr Robert Moran 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 encourages the collection of ethnicity where possible.
· The Committee is reassured that the sample size may suffice given possible large effect sizes, but encourages data monitoring.
· Please clarify that the health information generated will be stored for 10 years instead of 5 years ( r.2.5).
· Consider excluding non-New Zealand citizens and residents as they may not be covered by insurance.
· Consistent use of 10 minutes for “the pain to disappear” in all documents.
· Consider conducting the study at a nearer location (e.g. Unitec student health). 

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

· on letterhead

· include page numbers

· “What will happen?” (page 2) needs amending as this document must include all information to be given to potential participants to assist them in giving informed consent 

· outline the inclusion and exclusion criteria

· include details of the Unitec Counselling centre

· include Māori health advisory contact details

· include information on after hours contact details for medical assistance 

· remove all references to the Unitec ethics committee approval; refer to the correct HDEC (Northern A) throughout all documents

· include information that Dr Scott McLaren will also keep patient records of participants seen at his clinic for 10 years.
· The Committee requested the contents of the Consent Form be expanded to include:

· on letterhead
· include page numbers
· a clause that the participant can withdraw from the study at any time

· a way for participants to indicate if they wish to receive a copy of the results

· the option to be accompanied by a whanau or friend to ask questions 

· a clause which reads “I understand the compensation provisions for this study”
· a clause which reads “I know who to contact if I experience any side effects from the study”

· reword the first sentence of paragraph 5

· explain that if participants withdrew from the study, information already collected may be used and disclosed as necessary to protect the study integrity.
Decision 

This application was approved by consensus.
Please address the amendments outlined above and send a copy of the updated documents to the secretariat for their records. 

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:
	09 October 2012, 01:00 PM

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



The following members tendered apologies for this meeting.

· Ms Susan Buckland
3. Other business

The committee notes, with regret, the resignation of Dr Marewa Glover and would like to express their appreciation for her contributions over the past two years.
The meeting closed at 18:00.
� EPA = Enduring Power of Attorney; PCW = Personal Care and Welfare


� EPA = Enduring Power of Attorney; PCW = Personal Care and Welfare
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