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		Minutes





	Committee:
	Northern B Health and Disability Ethics Committee

	Meeting date:
	03 December 2013

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



	Time
	Item of business

	12.00pm
	Welcome

	
	Confirmation of minutes of meeting of 05 November 2013

	
	New applications (see over for details)

	
	 i 13/NTB/191
  ii 13/NTB/183
  iii 13/NTB/180
  iv 13/NTB/181
  v 13/NTB/184
  vi 13/NTB/185
  vii 13/NTB/186
  viii 13/NTB/187
  ix 13/NTB/190
  x 13/NTB/192
  xi 13/NTB/193
  xii 13/NTB/194

	
	

	4.00pm
	General business:
· Noting section of agenda

	4.15pm
	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 
	Apologies

	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 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 

	Mrs Helen Walker 
	 Lay (consumer/community perspectives)
	01/07/2012 
	01/07/2015 
	Present 


 

Welcome
The Chair opened the meeting at 12.00pm and welcomed Committee members, noting that apologies had been received from Mrs Maliaga Erick and Mrs Kate O'Connor.

The Chair noted that there was a conflict of interest that resulted in fewer than five appointed members of the Committee able to review applications 191,183,184,185,186,187 and 190, and that it would be necessary to co-opt members of other HDECs in accordance with the SOPs.  Mrs Helen Walker confirmed her eligibility, and was co-opted by the Chair as a member of the Committee for applications 13/NTB/191, 13/NTB/183, 13/NTB/184, 13/NTB/185, 13/NTB/186, 13/NTB/187 and 13/NTB/190.

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 5 November 2013 were confirmed.

New applications 

	 1  
	Ethics ref:  
	13/NTB/191 

	 
	Title: 
	Change in serum periostin level in severe exacerbation of asthma 

	 
	Principal Investigator: 
	Professor Richard Beasley 

	 
	Sponsor: 
	Medical Research Institute of New Zealand 

	 
	Clock Start Date: 
	16 January 2014 


 
Rachel Caswell-Smith (Co-investigator) and Mark Holiday (Primary Contact) 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.

Dr Paul Tanser declared a potential conflict of interest, noting his Daughter in Law is a vice president of Roche Canada and Roche International. She is now also a vice president of Genentech which Roche has bought out. Her responsibilities are in the area of clinical trials development, protocol writing and trial organisation. 

The Committee decided to have Dr Tanser stay in the room but not review or take part in the decision for the application.

Summary of ethical issues

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

Comments that apply to all Medical Research Institute of New Zealand studies:

· The Committee queried the recruitment process in place for all studies, asking who will access the MRINZ database (R.2.1.1). Researchers confirmed that only study investigators will access databases. 
· The Committee requested clarification on how GPs were being approached to recruit potential participants. The Researchers explained that the study investigators would not screen health information outside of the MRINZ data base. GPs will be given the criteria and study information and can pass to potentially eligible participants if they think it is appropriate.
· The Committee noted that the PIS/CF and applications were very high quality containing no superfluous information, are clear and succinct. 
· The Committee noted the screening question H was incorrectly ticked on all applications. The Researchers explained that this was a result of HDEC communications, however these were on-going and acknowledged the Committee’s point.
· The Committee requested clarification about what data will be sent to Genentech and what data will stay with MRINZ. Researchers confirmed both tissue and health data will go to Genentech, though all data and tissue will be de-identified before sending. 
· The Committee noted that the general health questionnaire has a space for participants to record their name. Committee queried whether this form will be going to Genentech. Researcher confirmed that this data will be sent, however it will be entered into a database that de-identifies the answers prior to sending.
· The Committee requested clarification on who owns any resulting data and who will take responsibility to publish data, noting that MRINZ is listed as the sponsor. The Researchers explained that while Genentech will be involved in analysis MRINZ will be taking charge of publishing as the sponsor. Genentech and MRINZ will collaborate with respect to tissue testing and analysis but MRINZ owns any resulting data, as well as source data, CRF data and MRINZ will maintain and safeguard all links between coded patient information and subject IDs.
· The Committee requested clarification of the advertising planned for the study (R.2.1.1). The Researchers explained there could be posters and newspaper ads, however it was hoped that the MRINZ database will provide sufficient potential participants. People who had taken part in prior studies and were able to be contacted for future studies would be contacted. The Committee noted that any advertising to be used for recruitment required ethical approval before use, and that any approval given to this study related to what was submitted and confirmed as used. The Researcher acknowledged this point and confirmed advertising would only be used if it was ethically approved by a post approval amendment. 
· The Committee queried the insurance statement in the PIS stating ACC would not cover injury, noting that the study is a low risk observational study. The researchers explained that the sponsor wanted to cover themselves in the event of an accident, and had taken out clinical trial insurance for the series of trials. The Committee noted that they would need to see evidence of insurance if they were offering coverage for participants. The Researcher explained that the insurance is contingent on favourable ethical review. The Committee asked whether a provisional approval would be sufficient to ‘unlock’ the insurance. The Researcher will check, noting that evidence of insurance details was to be submitted once received. 
· The Committee requested participants are informed of the study results in lay language as well as the study publication (P.2.9). The Researchers confirmed this was the plan, as part of the follow up.
· The Committee queried how the Maori Consultation was progressing. The research advisory group is awaiting response from Maori consultation (CCDHB) but has submitted relevant documents for review and consultation. 
· The Researcher confirmed each participant will complete the genogram? 
· For future reference please consider the plain language and length of this summary (A.1.5). Researcher confirmed he would take this on board for future studies.
· The Committee queried how participants would know not to drink, smoke or eat before coming in for the blood test, noting that the participants will not have consented to the dietary and substance restrictions due to consent being sought at the clinic, after they come in (Relevant to only some of the periostin studies). The Researcher explained that potential participants would be contacted before attending the clinic and the restrictions would be discussed. The information would be sent in an email and a reminder as well. The Committee noted that participants had not yet signed the consent form so were not required to restrict before attending the clinic, but noted a verbal consent regarding interest in participating would be acceptable, and confirmed that the potential participants will not be properly consented until at the clinic after the study had been explained to them. 
· The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
· The PIS for all studies involving breathing exercise test states there will be a total of 3 tests. The application states that participants may have to complete the test up to 9 times to get 3 usable results. Please alter PIS statement to indicate the possibility of taking the test up to 9 times (pg.3 of 13/NTB/191).
· The Committee suggested changing the sentence ‘I have read or read to me in my first language’ (pg.7 of 13/NTB/191), noting it might not be possible to provide an interpreter to read in their first language. The Committee suggested ‘in a language that I understand’. The researcher noted this, adding they have a third party interpreter who can provide if necessary. The Researcher noted the current wording was from HDEC template but agreed it might promise something that cannot be delivered. 
· The Committee queried whether it was optional to have their GP and current health provider informed of study involvement. The Researchers confirmed this was optional and would be requested if current medication or clarification of existing treatment was not clear from a potential participant. The Committee acknowledged this point but requested the wording was clarified for participants to ensure they identified this as their GP and not the treating doctor rather than GP, particularly for the asthma exacerbation cohort of the study.

Comments specific to application:

· The Committee queried the exclusion criteria, noting that potential participants may not be well enough to participate in the study. The Committee asked who would assess whether participants are healthy enough. The Researchers explained that it was a combination of the study doctor and the treating doctor in the ER. Committee confirmed that the study doctor would not be the primary care person. The Researchers explained that the study doctors would be able to advise, as well as the treating doctor – if a potential participant was too unwell they would not be approached. 

Decision 

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

· Please submit evidence of sponsor insurance. (Ethical Guidelines for Intervention Studies para 8.4).
· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Observation Studies para 6.11).

This following information will be reviewed, and a final decision made on the application, by Ms Kerin Thompson and Mrs Mali Erik
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	Ethics ref:  
	13/NTB/183 

	 
	Title: 
	Population reference ranges for periostin 

	 
	Principal Investigator: 
	Professor Richard Beasley 

	 
	Sponsor: 
	Medical Research Institute of New Zealand 

	 
	Clock Start Date: 
	21 November 2013 



Rachel Caswell-Smith (Co investigator) and Mark Holiday (Primary Contact) 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.

Dr Paul Tanser declared a potential conflict of interest, noting his Daughter in Law is a vice president of Roche Canada and Roche International. She is now also a vice president of Genentech which Roche has bought out. Her responsibilities are in the area of clinical trials development, protocol writing and trial organisation. 

The Committee decided to have Dr Tanser stay in the room but not review or take part in the decision for the application.

Summary of ethical issues

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

· The Committee queried the recruitment process in place for all studies, asking who will access the MRINZ database (R.2.1.1). Researchers confirmed that only study investigators will access databases. 
· The Committee requested clarification on how GPs were being approached to recruit potential participants. The Researchers explained that the study investigators would not screen health information outside of the MRINZ data base. GPs will be given the criteria and study information and can pass to potentially eligible participants if they think it is appropriate.
· The Committee noted that the PIS/CF and applications were very high quality containing no superfluous information, are clear and succinct. 
· The Committee noted the screening question H was incorrectly ticked on all applications. The Researchers explained that this was a result of HDEC communications, however these were on-going and acknowledged the Committees point.
· The Committee requested clarification about what data will be sent to Genentech and what data will stay with MRINZ. Researchers confirmed both tissue and health data will go to Genentech, though all data and tissue will be de-identified before sending. 
· The Committee noted that the general health questionnaire has a space for participants to record their name. Committee queried whether this form will be going to Genentech. Researcher confirmed that this data will be sent, however it will be entered into a database that de-identifies the answers prior to sending.
· The Committee requested clarification on who owns any resulting data and who will take responsibility to publish data, noting that MRINZ is listed as the sponsor. The Researchers explained that while Genentech will be involved in analysis MRINZ will be taking charge of publishing as the sponsor. Genentech and MRINZ will collaborate with respect to tissue testing and analysis but MRINZ owns any resulting data, as well as source data, CRF data and MRINZ will maintain and safeguard all links between coded patient information and subject IDs.
· The Committee requested clarification of the advertising planned for the study (R.2.1.1). The Researchers explained there could be posters and newspaper ads, however it was hoped that the MRINZ database will provide sufficient potential participants. People who had taken part in prior studies and were able to be contacted for future studies would be contacted. The Committee noted that any advertising to be used for recruitment required ethical approval before use, and that any approval given to this study related to what was submitted and confirmed as use. The Researcher acknowledged this point and confirmed advertising would only be used if it was ethically approved by a post approval amendment. 
· The Committee queried the insurance statement in the PIS stating ACC would not cover injury, noting that the study is a low risk observational study. The researchers explained that the sponsor wanted to cover themselves in the event of an accident, and had taken out clinical trial insurance for the series of trials. The Committee noted that they would need to see evidence of insurance if they were offering coverage for participants. The Researcher explained that the insurance is contingent on favourable ethical review. The Committee asked whether a provisional approval would be sufficient to ‘unlock’ the insurance. The Researcher will check, noting that evidence of insurance details was to be submitted once received. 
· The Committee requested participants are informed of the study results in lay language as well as the study publication (P.2.9). The Researchers confirmed this was the plan, as part of the follow up.
· The Committee queried how the Maori Consultation was progressing. The research advisory group is awaiting response from Maori consultation (CCDHB) but has submitted relevant documents for review and consultation. 
· For future reference please consider the plain language and length of this summary (A.1.5). Researcher confirmed he would take this on board for future studies.
· The Committee queried how participants would know not to drink, smoke or eat before coming in for the blood test, noting that the participants will not have consented to the dietary and substance restrictions due to consent being sought at the clinic, after they come in (Relevant to only some of the periostin studies). The Researcher explained that potential participants would be contacted before attending the clinic and the restrictions would be discussed. The information would be sent in an email and a reminder as well. The Committee noted that participants had not yet signed the consent form so were not required to restrict before attending the clinic, but noted a verbal consent regarding interest in participating would be acceptable, and confirmed that the potential participants will not be properly consented until at the clinic after the study had been explained to them. 
· The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
· The PIS for all studies involving breathing exercise test states there will be a total of 3 tests. The application states that participants may have to complete the test up to 9 times to get 3 usable results. Please alter PIS statement to indicate the possibility of taking the test up to 9 times (pg.3 of 13/NTB/191).
· The Committee suggested changing the sentence ‘I have read or read to me in my first language’ (pg.7 of 13/NTB/191), noting it might not be possible to provide an interpreter to read in their first language. The Committee suggested ‘in a language that I understand’. The researcher noted this, adding they have a third party interpreter who can provide if necessary. The Researcher noted the current wording was from HDEC template but agreed it might promise something that cannot be delivered. 
· The Committee queried whether it was optional to have their GP informed of study involvement. The Researchers confirmed this was optional and would be requested if current medication or clarification of existing treatment was not clear from a potential participant. The Committee acknowledged this point but requested the wording was clarified for participants. It is currently ambiguous and could be misunderstood as the treating doctor rather than GP, particularly for the asthma cohort of the study.

Decision 

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

· Please submit evidence of sponsor insurance. (Ethical Guidelines for Intervention Studies para 8.4).
· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Observation Studies para 6.11).

This following information will be reviewed, and a final decision made on the application, by Ms Kerin Thompson and Mrs Mali Erik
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	Ethics ref:  
	13/NTB/180 

	 
	Title: 
	Predictive value of airway response to aspiration 

	 
	Principal Investigator: 
	Dr Anna Miles 

	 
	Sponsor: 
	The University of Auckland 

	 
	Clock Start Date: 
	21 November 2013 



Dr Anna Miles was not present 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 independence of the peer reviewer (B.2.2.2). Please explain the relationship between study team and peer reviewer.
· The Committee noted questions P.1.2 was filled out incorrectly, as there are potentially participants who can’t consent. Please address the following skipped questions:
				· p.1.3. New Zealand law – particularly the Protection of Personal and Property Rights Act 1988, the Code of Patients’ Rights, and the Care of Children Act 2004 – substantially limits the powers of health practitioners to offer treatment without consent in the context of research. It is the Co-ordinating Investigator’s responsibility to ensure that all applicable legal standards are met in non-consensual studies. 

Please indicate the groups to which non-consenting participants in your study belong, and provide brief details. 
· [image: Ethical Guidlines for Intervention Studies]
6.24-6.29
Appendix-2 
· [image: Ethical Guidlines for Observation Studies]
6.19-6.21 

			children and young people (under the age of 16) who are not competent to give informed consent

	unconscious adults

	adults with serious mental illness

	adults with serious intellectual disability

	other



	Details:
		[< 600 characters]
	

	
	[image: Check spelling]
[image: Insert Symbols & Special Characters]





















				p.1.4. Please briefly explain why it is appropriate that your study involve non-consenting participants. 
[image: Ethical Guidlines for Intervention Studies]
6.24-6.29
Appendix-2 
[image: Ethical Guidlines for Observation Studies]
6.19-6.21 

			[< 600 characters]
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[image: Insert Symbols & Special Characters]


















				p.1.5. Will you seek the informed consent of parents, guardians, relatives or other persons who are able to advise on the presumed wishes of non-consenting participants? 
[image: Ethical Guidlines for Intervention Studies]
6.24-6.29
Appendix-2 
[image: Ethical Guidlines for Observation Studies]
6.19-6.21 

			Yes
	No

















p.1.5.2. A generic version of the information sheet that will be provided to parent, guardians, relatives or other persons must be uploaded in the “Documents” tab before submission to an HDEC. You don’t need to submit information sheets specific to each study locality. 
Please briefly explain how informed consent will be obtained from such persons. 
[image: Ethical Guidlines for Intervention Studies]
6.22
6.24-6.29
Appendix-2 
[image: Ethical Guidlines for Observation Studies]
6.19-6.21 
				p.1.6. What steps will you take to provide non-consenting participants with information about the study, and to consider their wishes and feelings about participating? 
[image: Ethical Guidlines for Intervention Studies]
6.24-6.29
Appendix-2 
[image: Ethical Guidlines for Observation Studies]
6.19-6.21 

			[< 600 characters]
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[image: Insert Symbols & Special Characters]


















				p.1.7. Is it possible that non-consenting participants’ ability to give informed consent could change during your study? 
[image: Ethical Guidlines for Intervention Studies]
6.24-6.29
Appendix-2 
[image: Ethical Guidlines for Observation Studies]
6.19-6.21 

			Yes
	No


















				p.1.7.1. How would such changes be managed? 
[image: Ethical Guidlines for Intervention Studies]
6.24-6.29
Appendix-2 
[image: Ethical Guidlines for Observation Studies]
6.19-6.21 

			[< 600 characters]
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				p.1.8. Will any participants in your study have given their prior informed consent to participate? 

			yes, one or more participants will give informed consent

	no, no participants will give informed consent


















_ctl0_MainContent_navFormBottomNavBar_wndPrint

· The Committee asked whether the summary of study results would be in lay language (P.2.9).
· The Committee noted P.4.3 should have been answered Yes.
· The Committee would like clarification on what communication difficulties could preclude an individual consenting for themselves?
· Please confirm assent will be sought for any participants with communication difficulties who do not consent for themselves. 
· The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
· The Committee noted the researchers were seeking to inform health practitioners (GP) of participant’s study involvement (R.1.2).  Please add this on the PIS/CF.
· The Committee noted the Maori contact details are out of date. Please contact ADHB and update contact details.
· Add health and disability advocacy group contact details
· The Committee suggests removing the yes/no options (for the proxy form).
· Please remove wording left in template by accident (the grey box pg.1).
· Remove references to NHS and UK content.
· On the proxy consent form – please remove ‘please tick’ as there are no options to tick.
· Please remove ‘add or delete as appropriate’ as this sentence is from the template.

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 Observation Studies para 6.11).
· Explain the consent process for those who can’t consent for themselves ((Ethical Guidelines for Observation Studies para 11.6).
· Please answer the questions that were missing from your application (Standard Operating Procedures para 44)
· Please explain the independence of the peer reviewer (Ethical Guidelines for Observational Studies Appendix 1).
· Please confirm participants will receive a lay summary of study results (Ethical Guidelines for Observation Studies para 10.1).

This following information will be reviewed, and a final decision made on the application, by Ms Kerin Thompson and Mrs Mali Erick
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	Ethics ref:  
	13/NTB/181 

	 
	Title: 
	Prenatal Environment and Neurodevelopment (PEN) Pilot Study 

	 
	Principal Investigator: 
	Dr  Suzanne Stevens 

	 
	Sponsor: 
	The University of Auckland 

	 
	Clock Start Date: 
	21 November 2013 


 
Dr Suzanne Stevens (Co-ordinating Investigator), Trecia Wouldes (Co-Investigator) and Daniel Cho (Research Assistant) 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.

Summary of ethical issues

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

· The PIS is well written and easy to understand.
· The Committee queried the need to screen up to 300 pregnant women for a recruitment total of 40 (A.1.5.). The Researchers explained it was because of the inclusion criteria. The study needs mothers who will use alcohol during early pregnancy. The people chosen will continue to drink moderate to high levels throughout pregnancy. The Growing Up in New Zealand study has similar screening vs. recruitment targets for their specific criteria. The numbers are statistically associated. 
· The Committee queried if the screening process would alienate potential participants or be perceived as judgemental. The Researchers indicated that they were not only focusing on the drinking in screening, they ask a varied range of lifestyle questions.
· The Committee queried the contradiction between the inclusion criteria requiring English speaking participants but P.2.1 offering interpreters. The Researchers explained that they must be able to answer the questionnaire in English, confidently. The Researchers offered to take out the offer of an interpreter. The Committee suggested the researcher be clear about what is able to be offered.
· The Committee noted the study had important implications, in particular for a NZ context.
· The Committee noted that while the PIS clearly stated there would be DNA testing it did not explain what DNA testing is. The Researchers acknowledged the point, noting an earlier PIS had an explanation – though had removed it in a new version to reduce the length. The Committee suggested including it, but keep it brief – for instance what DNA is and why it is important.
· The Committee noted the PIS does not explain why the study requires DNA testing. Please explain the reason for the DNA testing. The Researchers explained that they wanted to know what variables change when alcohol is involved in pregnancy. By looking at DNA specific markers may show that alcohol affects response systems, and whether alcohol exposure results in environmental stresses for resulting children.
· The Committee noted the pilot study would not find any meaningful information, though understands it is not the aim of the study. However please include a paragraph in the PIS regarding why you want to test DNA.
· The Researchers explained she would include a statement about how genes and environment can influence health and development.
· The Committee asked if the researchers had any expectation that the participants would stop drinking. The Researchers responded that it is an observational study; there is no intervention or treatment. There is no expectation for behaviour to change, but understands that it might due to the questions that are being asked.
· Please explain what will happen to screening questionnaire data for participants not recruited into the study. The Researchers explained the data would remain anonymous. The data would be used by a student who is interested in this information. The data will only be linked back to the participant if they are eligible and consent to continue participating in the study.
· The committee clarified that the screening questionnaires would be used and analysed but would be anonymous. Researchers confirmed.
· Please explain how participants who turn out to be eligible will be identified when there are no identifiers on the questionnaire. The researchers explained they would add an ID number at the time of filling out the questionnaire.
· The Committee asked if tissue samples are sent overseas. The Researchers confirmed they would for biomarker analysis. The tests can only be conducted at the US drug testing laboratory. Samples will be returned to New Zealand for destruction. All DNA analysis will be at the university in New Zealand.
· The Committee stated the Researchers must make it clear to participants what will happen to their samples – when and where they will go and how they will be destroyed. Please detail the country, not just ‘overseas’. Please state where overseas and what will happen once testing has completed. Please include the specific laboratory. 
· The Committee commended the premature baby exclusion criteria. The Committee suggested putting a comment in the PIS explaining that if their baby is born prematurely or they are too stressed after pregnancy etc. they can choose to exit the study.
· The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
· Please note the CF is for the child and the mother. Add ‘or that of my child’ to all statements.
· Collecting health information is also about child not about only mother, same as confidentiality statement.
· Declaration by participants – consenting for themselves and their infant.
· The Committee noted that some of the options are appropriate to have Yes/No as an option. The Committee noted that some of the ‘options’ would render the participant ineligible, for example if they ticked ‘No’ to the cheek sample being take. If there is no choice for the participant it should be a statement ‘I consent to a cheek sample’ etc. 

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 Observation Studies para 6.11).

This following information will be reviewed, and a final decision made on the application, by Ms Mary Anne Gill and Dr Paul Tanser.
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	Ethics ref:  
	13/NTB/184 

	 
	Title: 
	Periostin sampling time variation study 

	 
	Principal Investigator: 
	Professor Richard Beasley 

	 
	Sponsor: 
	Medical Research Institute of New Zealand 

	 
	Clock Start Date: 
	21 November 2013 



Rachel Caswell-Smith (Co investigator) and Mark Holiday (Primary Contact) 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.

Dr Paul Tanser declared a potential conflict of interest, noting his Daughter in Law is a vice president of Roche Canada and Roche International. She is now also a vice president of Genentech which Roche has bought out. Her responsibilities are in the area of clinical trials development, protocol writing and trial organisation. 

The Committee decided to have Dr Tanser stay in the room but not review or take part in the decision for the application.

Summary of ethical issues

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

· The Committee queried the recruitment process in place for all studies, asking who will access the MRINZ database (R.2.1.1). Researchers confirmed that only study investigators will access databases. 
· The Committee requested clarification on how GPs were being approached to recruit potential participants. The Researchers explained that the study investigators would not screen health information outside of the MRINZ data base. GPs will be given the criteria and study information and can pass to potentially eligible participants if they think it is appropriate.
· The Committee noted that the PIS/CF and applications were very high quality containing no superfluous information, are clear and succinct. 
· The Committee noted the screening question H was incorrectly ticked on all applications. The Researchers explained that this was a result of HDEC communications, however these were on-going and acknowledged the Committees point.
· The Committee requested clarification about what data will be sent to Genentech and what data will stay with MRINZ. Researchers confirmed both tissue and health data will go to Genentech, though all data and tissue will be de-identified before sending. 
· The Committee noted that the general health questionnaire has a space for participants to record their name. Committee queried whether this form will be going to Genentech. Researcher confirmed that this data will be sent, however it will be entered into a database that de-identifies the answers prior to sending.
· The Committee requested clarification on who owns any resulting data and who will take responsibility to publish data, noting that MRINZ is listed as the sponsor. The Researchers explained that while Genentech will be involved in analysis MRINZ will be taking charge of publishing as the sponsor. Genentech and MRINZ will collaborate with respect to tissue testing and analysis but MRINZ owns any resulting data, as well as source data, CRF data and MRINZ will maintain and safeguard all links between coded patient information and subject IDs.
· The Committee requested clarification of the advertising planned for the study (R.2.1.1). The Researchers explained there could be posters and newspaper ads, however it was hoped that the MRINZ database will provide sufficient potential participants. People who had taken part in prior studies and were able to be contacted for future studies would be contacted. The Committee noted that any advertising to be used for recruitment required ethical approval before use, and that any approval given to this study related to what was submitted and confirmed as use. The Researcher acknowledged this point and confirmed advertising would only be used if it was ethically approved by a post approval amendment. 
· The Committee queried the insurance statement in the PIS stating ACC would not cover injury, noting that the study is a low risk observational study. The researchers explained that the sponsor wanted to cover themselves in the event of an accident, and had taken out clinical trial insurance for the series of trials. The Committee noted that they would need to see evidence of insurance if they were offering coverage for participants. The Researcher explained that the insurance is contingent on favourable ethical review. The Committee asked whether a provisional approval would be sufficient to ‘unlock’ the insurance. The Researcher will check, noting that evidence of insurance details was to be submitted once received. 
· The Committee requested participants are informed of the study results in lay language as well as the study publication (P.2.9). The Researchers confirmed this was the plan, as part of the follow up.
· The Committee queried how the Maori Consultation was progressing. The research advisory group is awaiting response from Maori consultation (CCDHB) but has submitted relevant documents for review and consultation. 
· For future reference please consider the plain language and length of this summary (A.1.5). Researcher confirmed would take this on board for future studies.

· The Committee queried how participants would know not to drink, smoke or eat before coming in for the blood test, noting that the participants will not have consented to the dietary and substance restrictions due to consent being sought at the clinic, after they come in (Relevant to only some of the periostin studies). The Researcher explained that potential participants would be contacted before attending the clinic and the restrictions would be discussed. The information would be sent in an email and a reminder as well. The Committee noted that participants had not yet signed the consent form so were not required to restrict before attending the clinic, but noted a verbal consent regarding interest in participating would be acceptable, and confirmed that the potential participants will not be properly consented until at the clinic after the study had been explained to them. 
· The Researcher explained that potential participants would be contacted before attending the clinic and the restrictions would be discussed. The information would be sent in an email and a reminder as well. The Committee noted that participants had not yet signed the consent form so were not required to restrict before attending the clinic, but noted a verbal consent regarding interest in participating would be acceptable, and confirmed that the potential participants will not be properly consented until at the clinic after the study had been explained to them. 
· The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
· The PIS for all studies involving breathing exercise test states there will be a total of 3 tests. The application states that participants may have to complete the test up to 9 times to get 3 usable results. Please alter PIS statement to indicate the possibility of taking the test up to 9 times (pg.3 of 13/NTB/191).
· The Committee suggested changing the sentence ‘I have read or read to me in my first language’ (pg.7 of 13/NTB/191), noting it might not be possible to provide an interpreter to read in their first language. The Committee suggested ‘in a language that I understand’. The researcher noted this, adding they have a third party interpreter who can provide if necessary. The Researcher noted the current wording was from HDEC template but agreed it might promise something that cannot be delivered. 
· The Committee queried whether it was optional to have their GP informed of study involvement. The Researchers confirmed this was optional and would be requested if current medication or clarification of existing treatment was not clear from a potential participant. The Committee acknowledged this point but requested the wording was clarified for participants. It is currently ambiguous and could be misunderstood as the treating doctor rather than GP, particularly for the asthma cohort of the study.

Comments specific to application:

· Please confirm the localities for this particular study (A.6.1). Researchers explained MRINZ and also possibly the Clinical trials unit within the hospital, though it is more likely to be MRINZ. Researchers explained MRINZ is one floor down from clinical trials unit, adding they will seek locality if they decide to use their site.
· The Committee requested the ‘generic letter’ to be sent to potential subjects (R.2.1). Researchers confirmed they hope not to use it though will upload before using if required as an amendment.
· The Committee confirmed the IV will be administered by a health professional.

Decision 

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

· Please submit evidence of sponsor insurance. (Ethical Guidelines for Intervention Studies para 8.4).
· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Observation Studies para 6.11).

This following information will be reviewed, and a final decision made on the application, by Ms Kerin Thompson and Mrs Mali Erik
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	Ethics ref:  
	13/NTB/185 

	 
	Title: 
	Longitudinal study of serum periostin levels in asthma 

	 
	Principal Investigator: 
	Professor Richard Beasley 

	 
	Sponsor: 
	Medical Research Institute of New Zealand 

	 
	Clock Start Date: 
	21 November 2013 


 
Rachel Caswell-Smith (Co investigator) and Mark Holiday (Primary Contact) 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.

Dr Paul Tanser declared a potential conflict of interest, noting his Daughter in Law is a vice president of Roche Canada and Roche International. She is now also a vice president of Genentech which Roche has bought out. Her responsibilities are in the area of clinical trials development, protocol writing and trial organisation. 

The Committee decided to have Dr Tanser stay in the room but not review or take part in the decision for the application.

Summary of ethical issues

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

· The Committee queried the recruitment process in place for all studies, asking who will access the MRINZ database (R.2.1.1). Researchers confirmed that only study investigators will access databases. 
· The Committee requested clarification on how GPs were being approached to recruit potential participants. The Researchers explained that the study investigators would not screen health information outside of the MRINZ data base. GPs will be given the criteria and study information and can pass to potentially eligible participants if they think it is appropriate.
· The Committee noted that the PIS/CF and applications were very high quality containing no superfluous information, are clear and succinct. 
· The Committee noted the screening question H was incorrectly ticked on all applications. The Researchers explained that this was a result of HDEC communications, however these were on-going and acknowledged the Committees point.
· The Committee requested clarification about what data will be sent to Genentech and what data will stay with MRINZ. Researchers confirmed both tissue and health data will go to Genentech, though all data and tissue will be de-identified before sending. 
· The Committee noted that the general health questionnaire has a space for participants to record their name. Committee queried whether this form will be going to Genentech. Researcher confirmed that this data will be sent, however it will be entered into a database that de-identifies the answers prior to sending.
· The Committee requested clarification on who owns any resulting data and who will take responsibility to publish data, noting that MRINZ is listed as the sponsor. The Researchers explained that while Genentech will be involved in analysis MRINZ will be taking charge of publishing as the sponsor. Genentech and MRINZ will collaborate with respect to tissue testing and analysis but MRINZ owns any resulting data, as well as source data, CRF data and MRINZ will maintain and safeguard all links between coded patient information and subject IDs.
· The Committee requested clarification of the advertising planned for the study (R.2.1.1). The Researchers explained there could be posters and newspaper ads, however it was hoped that the MRINZ database will provide sufficient potential participants. People who had taken part in prior studies and were able to be contacted for future studies would be contacted. The Committee noted that any advertising to be used for recruitment required ethical approval before use, and that any approval given to this study related to what was submitted and confirmed as use. The Researcher acknowledged this point and confirmed advertising would only be used if it was ethically approved by a post approval amendment. 
· The Committee queried the insurance statement in the PIS stating ACC would not cover injury, noting that the study is a low risk observational study. The researchers explained that the sponsor wanted to cover themselves in the event of an accident, and had taken out clinical trial insurance for the series of trials. The Committee noted that they would need to see evidence of insurance if they were offering coverage for participants. The Researcher explained that the insurance is contingent on favourable ethical review. The Committee asked whether a provisional approval would be sufficient to ‘unlock’ the insurance. The Researcher will check, noting that evidence of insurance details was to be submitted once received. 
· The Committee requested participants are informed of the study results in lay language as well as the study publication (P.2.9). The Researchers confirmed this was the plan, as part of the follow up.
· The Committee queried how the Maori Consultation was progressing. The research advisory group is awaiting response from Maori consultation (CCDHB) but has submitted relevant documents for review and consultation. 
· For future reference please consider the plain language and length of this summary (A.1.5). Researcher confirmed would take this on board for future studies.
· The Committee queried how participants would know not to drink, smoke or eat before coming in for the blood test, noting that the participants will not have consented to the dietary and substance restrictions due to consent being sought at the clinic, after they come in (Relevant to only some of the periostin studies). The Researcher explained that potential participants would be contacted before attending the clinic and the restrictions would be discussed. The information would be sent in an email and a reminder as well. The Committee noted that participants had not yet signed the consent form so were not required to restrict before attending the clinic, but noted a verbal consent regarding interest in participating would be acceptable, and confirmed that the potential participants will not be properly consented until at the clinic after the study had been explained to them. 
· The Committee queried whether it was optional to have their GP informed of study involvement. The Researchers confirmed this was optional and would be requested if current medication or clarification of existing treatment was not clear from a potential participant. The Committee acknowledged this point but requested the wording was clarified for participants. It is currently ambiguous and could be misunderstood as the treating doctor rather than GP, particularly for the asthma cohort of the study
· The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
· The PIS for all studies involving breathing exercise test states there will be a total of 3 tests. The application states that participants may have to complete the test up to 9 times to get 3 usable results. Please alter PIS statement to indicate the possibility of taking the test up to 9 times (pg.3 of 13/NTB/191).
· The Committee suggested changing the sentence ‘I have read or read to me in my first language’ (pg.7 of 13/NTB/191), noting it might not be possible to provide an interpreter to read in their first language. The Committee suggested ‘in a language that I understand’. The researcher noted this, adding they have a third party interpreter who can provide if necessary. The Researcher noted the current wording was from HDEC template but agreed it might promise something that cannot be delivered. 

Decision 

· Please submit evidence of sponsor insurance. (Ethical Guidelines for Intervention Studies para 8.4).
· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Observation Studies para 6.11).

This following information will be reviewed, and a final decision made on the application, by Ms Kerin Thompson and Mrs Mali Erik
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	Ethics ref:  
	13/NTB/186 

	 
	Title: 
	Serum periostin level in patients with bone fractures 

	 
	Principal Investigator: 
	Professor Richard Beasley 

	 
	Sponsor: 
	Medical Research Institute of New Zealand 

	 
	Clock Start Date: 
	21 November 2013 


 
Rachel Caswell-Smith (Co investigator) and Mark Holiday (Primary Contact) 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.

Dr Paul Tanser declared a potential conflict of interest, noting his Daughter in Law is a vice president of Roche Canada and Roche International. She is now also a vice president of Genentech which Roche has bought out. Her responsibilities are in the area of clinical trials development, protocol writing and trial organisation. 

The Committee decided to have Dr Tanser stay in the room but not review or take part in the decision for the application.

Summary of ethical issues

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

· The Committee queried the recruitment process in place for all studies, asking who will access the MRINZ database (R.2.1.1). Researchers confirmed that only study investigators will access databases. 
· The Committee requested clarification on how GPs were being approached to recruit potential participants. The Researchers explained that the study investigators would not screen health information outside of the MRINZ data base. GPs will be given the criteria and study information and can pass to potentially eligible participants if they think it is appropriate.
· The Committee noted that the PIS/CF and applications were very high quality containing no superfluous information, are clear and succinct. 
· The Committee noted the screening question H was incorrectly ticked on all applications. The Researchers explained that this was a result of HDEC communications, however these were on-going and acknowledged the Committees point.
· The Committee requested clarification about what data will be sent to Genentech and what data will stay with MRINZ. Researchers confirmed both tissue and health data will go to Genentech, though all data and tissue will be de-identified before sending. 
· The Committee noted that the general health questionnaire has a space for participants to record their name. Committee queried whether this form will be going to Genentech. Researcher confirmed that this data will be sent, however it will be entered into a database that de-identifies the answers prior to sending.
· The Committee requested clarification on who owns any resulting data and who will take responsibility to publish data, noting that MRINZ is listed as the sponsor. The Researchers explained that while Genentech will be involved in analysis MRINZ will be taking charge of publishing as the sponsor. Genentech and MRINZ will collaborate with respect to tissue testing and analysis but MRINZ owns any resulting data, as well as source data, CRF data and MRINZ will maintain and safeguard all links between coded patient information and subject IDs.
· The Committee requested clarification of the advertising planned for the study (R.2.1.1). The Researchers explained there could be posters and newspaper ads, however it was hoped that the MRINZ database will provide sufficient potential participants. People who had taken part in prior studies and were able to be contacted for future studies would be contacted. The Committee noted that any advertising to be used for recruitment required ethical approval before use, and that any approval given to this study related to what was submitted and confirmed as use. The Researcher acknowledged this point and confirmed advertising would only be used if it was ethically approved by a post approval amendment. 
· The Committee queried the insurance statement in the PIS stating ACC would not cover injury, noting that the study is a low risk observational study. The researchers explained that the sponsor wanted to cover themselves in the event of an accident, and had taken out clinical trial insurance for the series of trials. The Committee noted that they would need to see evidence of insurance if they were offering coverage for participants. The Researcher explained that the insurance is contingent on favourable ethical review. The Committee asked whether a provisional approval would be sufficient to ‘unlock’ the insurance. The Researcher will check, noting that evidence of insurance details was to be submitted once received. 
· The Committee requested participants are informed of the study results in lay language as well as the study publication (P.2.9). The Researchers confirmed this was the plan, as part of the follow up.
· The Committee queried how the Maori Consultation was progressing. The research advisory group is awaiting response from Maori consultation (CCDHB) but has submitted relevant documents for review and consultation. 
· For future reference please consider the plain language and length of this summary (A.1.5). Researcher confirmed would take this on board for future studies.
· The Committee queried how participants would know not to drink, smoke or eat before coming in for the blood test, noting that the participants will not have consented to the dietary and substance restrictions due to consent being sought at the clinic, after they come in (Relevant to only some of the periostin studies). The Researcher explained that potential participants would be contacted before attending the clinic and the restrictions would be discussed. The information would be sent in an email and a reminder as well. The Committee noted that participants had not yet signed the consent form so were not required to restrict before attending the clinic, but noted a verbal consent regarding interest in participating would be acceptable, and confirmed that the potential participants will not be properly consented until at the clinic after the study had been explained to them. 
· The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
· The PIS for all studies involving breathing exercise test states there will be a total of 3 tests. The application states that participants may have to complete the test up to 9 times to get 3 usable results. Please alter PIS statement to indicate the possibility of taking the test up to 9 times (pg.3 of 13/NTB/191).
· The Committee suggested changing the sentence ‘I have read or read to me in my first language’ (pg.7 of 13/NTB/191), noting it might not be possible to provide an interpreter to read in their first language. The Committee suggested ‘in a language that I understand’. The researcher noted this, adding they have a third party interpreter who can provide if necessary. The Researcher noted the current wording was from HDEC template but agreed it might promise something that cannot be delivered. 
· The Committee queried whether it was optional to have their GP informed of study involvement. The Researchers confirmed this was optional and would be requested if current medication or clarification of existing treatment was not clear from a potential participant. The Committee acknowledged this point but requested the wording was clarified for participants. It is currently ambiguous and could be misunderstood as the treating doctor rather than GP, particularly for the asthma cohort of the study.

Decision 


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

· Please submit evidence of sponsor insurance. (Ethical Guidelines for Intervention Studies para 8.4).
· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Observation Studies para 6.11).

This following information will be reviewed, and a final decision made on the application, by Ms Kerin Thompson and Mrs Mali Erik
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	Ethics ref:  
	13/NTB/187 

	 
	Title: 
	Serum periostin levels in participants undergoing dental extractions 

	 
	Principal Investigator: 
	Professor Richard Beasley 

	 
	Sponsor: 
	Medical Research Institute of New Zealand 

	 
	Clock Start Date: 
	21 November 2013 


 
Rachel Caswell-Smith (Co investigator) and Mark Holiday (Primary Contact) 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.

Dr Paul Tanser declared a potential conflict of interest, noting his Daughter in Law is a vice president of Roche Canada and Roche International. She is now also a vice president of Genentech which Roche has bought out. Her responsibilities are in the area of clinical trials development, protocol writing and trial organisation. 

The Committee decided to have Dr Tanser stay in the room but not review or take part in the decision for the application.

Summary of ethical issues

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

· The Committee queried the recruitment process in place for all studies, asking who will access the MRINZ database (R.2.1.1). Researchers confirmed that only study investigators will access databases. 
· The Committee requested clarifvication on how GPs were being approached to recruit potential participants. The Researchers explained that the study investigators would not screen health information outside of the MRINZ data base. GPs will be given the criteria and study information and can pass to potentially eligible participants if they think it is appropriate.
· The Committee noted that the PIS/CF and applications were very high quality containing no superfluous information, are clear and succinct. 
· The Committee noted the screening question H was incorrectly ticked on all applications. The Researchers explained that this was a result of HDEC communications, however these were on-going and acknowledged the Committees point.
· The Committee requested clarification about what data will be sent to Genentech and what data will stay with MRINZ. Researchers confirmed both tissue and health data will go to Genentech, though all data and tissue will be de-identified before sending. 
· The Committee noted that the general health questionnaire has a space for participants to record their name. Committee queried whether this form will be going to Genentech. Researcher confirmed that this data will be sent, however it will be entered into a database that de-identifies the answers prior to sending.
· The Committee requested clarification on who owns any resulting data and who will take responsibility to publish data, noting that MRINZ is listed as the sponsor. The Researchers explained that while Genentech will be involved in analysis MRINZ will be taking charge of publishing as the sponsor. Genentech and MRINZ will collaborate with respect to tissue testing and analysis but MRINZ owns any resulting data, as well as source data, CRF data and MRINZ will maintain and safeguard all links between coded patient information and subject IDs.
· The Committee requested clarification of the advertising planned for the study (R.2.1.1). The Researchers explained there could be posters and newspaper ads, however it was hoped that the MRINZ database will provide sufficient potential participants. People who had taken part in prior studies and were able to be contacted for future studies would be contacted. The Committee noted that any advertising to be used for recruitment required ethical approval before use, and that any approval given to this study related to what was submitted and confirmed as use. The Researcher acknowledged this point and confirmed advertising would only be used if it was ethically approved by a post approval amendment. 
· The Committee queried the insurance statement in the PIS stating ACC would not cover injury, noting that the study is a low risk observational study. The researchers explained that the sponsor wanted to cover themselves in the event of an accident, and had taken out clinical trial insurance for the series of trials. The Committee noted that they would need to see evidence of insurance if they were offering coverage for participants. The Researcher explained that the insurance is contingent on favourable ethical review. The Committee asked whether a provisional approval would be sufficient to ‘unlock’ the insurance. The Researcher will check, noting that evidence of insurance details was to be submitted once received. 
· The Committee requested participants are informed of the study results in lay language as well as the study publication (P.2.9). The Researchers confirmed this was the plan, as part of the follow up.
· The Committee queried how the Maori Consultation was progressing. The research advisory group is awaiting response from Maori consultation (CCDHB) but has submitted relevant documents for review and consultation. 
· For future reference please consider the plain language and length of this summary (A.1.5). Researcher confirmed would take this on board for future studies.
· The Committee queried how participants would know not to drink, smoke or eat before coming in for the blood test, noting that the participants will not have consented to the dietary and substance restrictions due to consent being sought at the clinic, after they come in (Relevant to only some of the periostin studies). The Researcher explained that potential participants would be contacted before attending the clinic and the restrictions would be discussed. The information would be sent in an email and a reminder as well. The Committee noted that participants had not yet signed the consent form so were not required to restrict before attending the clinic, but noted a verbal consent regarding interest in participating would be acceptable, and confirmed that the potential participants will not be properly consented until at the clinic after the study had been explained to them. 
· The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
· The PIS for all studies involving breathing exercise test states there will be a total of 3 tests. The application states that participants may have to complete the test up to 9 times to get 3 usable results. Please alter PIS statement to indicate the possibility of taking the test up to 9 times (pg.3 of 13/NTB/191).
· The Committee suggested changing the sentence ‘I have read or read to me in my first language’ (pg.7 of 13/NTB/191), noting it might not be possible to provide an interpreter to read in their first language. The Committee suggested ‘in a language that I understand’. The researcher noted this, adding they have a third party interpreter who can provide if necessary. The Researcher noted the current wording was from HDEC template but agreed it might promise something that cannot be delivered. 
· The Committee queried whether it was optional to have their GP informed of study involvement. The Researchers confirmed this was optional and would be requested if current medication or clarification of existing treatment was not clear from a potential participant. The Committee acknowledged this point but requested the wording was clarified for participants. It is currently ambiguous and could be misunderstood as the treating doctor rather than GP, particularly for the asthma cohort of the study.

Decision 

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

· Please submit evidence of sponsor insurance. (Ethical Guidelines for Intervention Studies para 8.4).
· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Observation Studies para 6.11).

This following information will be reviewed, and a final decision made on the application, by Ms Kerin Thompson and Mrs Mali Erik
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	Ethics ref:  
	13/NTB/190 

	 
	Title: 
	Periostin levels in those of Chinese descent 

	 
	Principal Investigator: 
	Professor Richard Beasley 

	 
	Sponsor: 
	Medical Research Institute of New Zealand 

	 
	Clock Start Date: 
	21 November 2013 


 
Rachel Caswell-Smith (Co investigator) and Mark Holiday (Primary Contact) 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.

Dr Paul Tanser declared a potential conflict of interest, noting his Daughter in Law is a vice president of Roche Canada and Roche International. She is now also a vice president of Genentech which Roche has bought out. Her responsibilities are in the area of clinical trials development, protocol writing and trial organisation. 

The Committee decided to have Dr Tanser stay in the room but not review or take part in the decision for the application.

Summary of ethical issues

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

· The Committee queried the recruitment process in place for all studies, asking who will access the MRINZ database (R.2.1.1). Researchers confirmed that only study investigators will access databases. 
· The Committee requested clarification on how GPs were being approached to recruit potential participants. The Researchers explained that the study investigators would not screen health information outside of the MRINZ data base. GPs will be given the criteria and study information and can pass to potentially eligible participants if they think it is appropriate.
· The Committee noted that the PIS/CF and applications were very high quality containing no superfluous information, are clear and succinct. 
· The Committee noted the screening question H was incorrectly ticked on all applications. The Researchers explained that this was a result of HDEC communications, however these were on-going and acknowledged the Committees point.
· The Committee requested clarification about what data will be sent to Genentech and what data will stay with MRINZ. Researchers confirmed both tissue and health data will go to Genentech, though all data and tissue will be de-identified before sending. 
· The Committee noted that the general health questionnaire has a space for participants to record their name. Committee queried whether this form will be going to Genentech. Researcher confirmed that this data will be sent, however it will be entered into a database that de-identifies the answers prior to sending.
· The Committee requested clarification on who owns any resulting data and who will take responsibility to publish data, noting that MRINZ is listed as the sponsor. The Researchers explained that while Genentech will be involved in analysis MRINZ will be taking charge of publishing as the sponsor. Genentech and MRINZ will collaborate with respect to tissue testing and analysis but MRINZ owns any resulting data, as well as source data, CRF data and MRINZ will maintain and safeguard all links between coded patient information and subject IDs.
· The Committee requested clarification of the advertising planned for the study (R.2.1.1). The Researchers explained there could be posters and newspaper ads, however it was hoped that the MRINZ database will provide sufficient potential participants. People who had taken part in prior studies and were able to be contacted for future studies would be contacted. The Committee noted that any advertising to be used for recruitment required ethical approval before use, and that any approval given to this study related to what was submitted and confirmed as use. The Researcher acknowledged this point and confirmed advertising would only be used if it was ethically approved by a post approval amendment. 
· The Committee queried the insurance statement in the PIS stating ACC would not cover injury, noting that the study is a low risk observational study. The researchers explained that the sponsor wanted to cover themselves in the event of an accident, and had taken out clinical trial insurance for the series of trials. The Committee noted that they would need to see evidence of insurance if they were offering coverage for participants. The Researcher explained that the insurance is contingent on favourable ethical review. The Committee asked whether a provisional approval would be sufficient to ‘unlock’ the insurance. The Researcher will check, noting that evidence of insurance details was to be submitted once received. 
· The Committee requested participants are informed of the study results in lay language as well as the study publication (P.2.9). The Researchers confirmed this was the plan, as part of the follow up.
· The Committee queried how the Maori Consultation was progressing. The research advisory group is awaiting response from Maori consultation (CCDHB) but has submitted relevant documents for review and consultation. 
· For future reference please consider the plain language and length of this summary (A.1.5). Researcher confirmed would take this on board for future studies.
· The Committee queried how participants would know not to drink, smoke or eat before coming in for the blood test, noting that the participants will not have consented to the dietary and substance restrictions due to consent being sought at the clinic, after they come in (Relevant to only some of the periostin studies). The Researcher explained that potential participants would be contacted before attending the clinic and the restrictions would be discussed. The information would be sent in an email and a reminder as well. The Committee noted that participants had not yet signed the consent form so were not required to restrict before attending the clinic, but noted a verbal consent regarding interest in participating would be acceptable, and confirmed that the potential participants will not be properly consented until at the clinic after the study had been explained to them. 
· The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
· The PIS for all studies involving breathing exercise test states there will be a total of 3 tests. The application states that participants may have to complete the test up to 9 times to get 3 usable results. Please alter PIS statement to indicate the possibility of taking the test up to 9 times (pg.3 of 13/NTB/191).
· The Committee suggested changing the sentence ‘I have read or read to me in my first language’ (pg.7 of 13/NTB/191), noting it might not be possible to provide an interpreter to read in their first language. The Committee suggested ‘in a language that I understand’. The researcher noted this, adding they have a third party interpreter who can provide if necessary. The Researcher noted the current wording was from HDEC template but agreed it might promise something that cannot be delivered. 
· The Committee queried whether it was optional to have their GP informed of study involvement. The Researchers confirmed this was optional and would be requested if current medication or clarification of existing treatment was not clear from a potential participant. The Committee acknowledged this point but requested the wording was clarified for participants. It is currently ambiguous and could be misunderstood as the treating doctor rather than GP, particularly for the asthma cohort of the study.

Comments specific to application:

· If the study will sent a generic mail out to GPs please submit to HDEC before using as a recruitment tool.
· Committee queried why it was specifically Chinese descent. There is evidence that there may be a difference in levels of Periostin for Chinese descent. This study aims to provide evidence for this claim.
· The Committee asked whether the Researchers had considered translating the PIS to Chinese. Researchers confirmed discussions would be held about consent and potential translations. 
· The Committee queried if there had been informal consultation for this study (with Chinese communities). Researcher confirmed no firm plans yet. The Committee suggests consulting for format and language to ensure translation etc. is appropriate. 

Decision 

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

· Please submit evidence of sponsor insurance. (Ethical Guidelines for Intervention Studies para 8.4).
· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Observation Studies para 6.11).

This following information will be reviewed, and a final decision made on the application, by Ms Kerin Thompson and Mrs Mali Erik
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	Ethics ref:  
	13/NTB/192 

	 
	Title: 
	NeuroVISION 

	 
	Principal Investigator: 
	Dr Douglas Campbell 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	21 November 2013 


 
Dr Douglas Campbell and Ellen Waymouth (co investigators and Primary Contact) 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.

Summary of ethical issues

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

· The Committee requested the study title is amended to reflect excluding angioplasty and other cardiovascular surgeries. 
· The Researchers explained that the normal diffusion imaging does not need a baseline MRI. In terms of the sensitivity it would not incur any great advantage as it can’t detect the legions and would increase cost and cause patient disadvantage. For those three reasons the timing of the investigation has been opportune, because DWI MRI can pick up these legions. 
· The Committee noted there could be pre-existing legions that, if not picked up prior, could be conflated with post-op related legions. The Researchers acknowledged this, noting it is the beginning point and not the end point, where there will be a number of sub studies and future studies that will add to the understanding and physiology of the study.
· The Committee asked for clarification of whether potential participants would be identified by showing signs of post op ‘confusion’. The Researchers clarified that post op delirium would be an end point to check for; however the study aims to test normal post op scenarios. The Researchers added it was not normal to see acutely confused and or delirious patients for these normal procedures, but there is no specific targeting planned for post op confusion.
· The Committee noted that any identified incidental lesions resulting from the MRI will be sent to a neurologist. Please explain the referral pathway. The Researchers explained that the CI’s working relationship means he has close working links with the neurology department. There is a well-trodden pathway to refer this kind of lesion. It will not be a single neurologist, but one of several neurologists within departmental policy.
· Committee queried if it was a safety risk to not inform a GP of study participation. Researchers confirmed it is safe for participants to opt out of informing the GP.
· The Committee noted that the questionnaire submitted has an area for the patient name (R.3.2). Will this information be sent off site? The Researchers confirmed that only de-identified information will leave the site. The main locality had security measures in place to protect any identifiable information. Paper copies will be kept on site in locked cabinets. 
· Please clarify consent process for participants having surgery on same day, particularly what is ‘sufficient time’. Researcher explained they are very experienced with consenting procedures. The inclusion criterion is overnight stay for 3 days. It is the expectation that most patients will go through our pre-operative anaesthetic assessment clinic (number of days or weeks before surgery). Most patients can be approached by this clinic. If there are a few cases where it is the day of surgery and patient was not previously approached in clinic the doctors are aware that there are certain times of the day that are quite sensitive, particularly at beginning of day when departments are busy – we do not approach potential participants with expectation that they can consent and consult with relatives during this context as it is not feasible.
· The Researchers added that each patient is different, for instance elderly participants don’t like being rushed or need more time. The context is taken into account on a case by case basis.
· The Researcher restated that for this trial in particular they would anticipate most participants are not approached on day of surgery. The Researcher will try to avoid patients being recruited on day of surgery and will exercise additional precautions for these more vulnerable populations should this arise. 
· The Committee asked if participants needed more time to consider participation but more time wasn’t available would participants be excluded from trial. Researcher responded yes – they will not interfere with on-going clinical care, in particular the operation, to attempt study involvement.
· The Committee queried who will be first point of contact for recruitment? Researcher responded first approach will be study doctors or senior nurses. There are often two people obtaining consent including clinical nurse specialist and research assistant with the coordinating investigator confirming he takes overall responsibility for consent process.
· Researchers added that GCP is followed for all studies as per their internal SOP internally and that GCP allows for nurses to obtain consent outside of clinical trials or intervention studies. Committee was satisfied with recruitment pathways. 
· The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
· The committee queried the limited number of ethnicities listed for participants. The Researchers explained that it was a local decision, not an international decision. The committee noted that more ethic data was better than less and the researcher agreed.
· Please add extension number to Maori contact (pg.4).
· Remove mention of ADHB research office - ADHB is locality approval, not ethical approval
· The Committee noted that researchers would seek consent to inform GP (R.1.2). Please include this in the PIS/CF.


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 Observation Studies para 6.11).

This following information will be reviewed, and a final decision made on the application, by Dr Paul Tanser and Ms Mary Anne Gill.
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	Ethics ref:  
	13/NTB/193 

	 
	Title: 
	A validation study. 

	 
	Principal Investigator: 
	Dr. CC Grant 

	 
	Sponsor: 
	The University of Auckland 

	 
	Clock Start Date: 
	21 November 2013 


 
Dr Rajneeta Saraf (Co-Investigator) 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 Researcher noted this is a small validation study that is related to the Growing Up in NZ study.
· Dr Saraf explained in the original Growing up in NZ, Vitamin D testing study the consent form did not make it clear that samples will be sent overseas even though it was the expectation at time that these would be sent to Australia.  However this validation study will be conducted within NZ and if successful there will be no need to send any samples to Australia for larger study.
· The study aims to validate the dried blood spot theory to test for vitamin D by contrasting it with intravenous samples.
· The Committee noted that the study involves datasets with NHI numbers (R.2.4.1). This is not de-identified but potentially identifiable. Please explain why the NHI is required. Dr Saraf explained it would not be an NHI number, rather it would be a study identifier.
· Committee queried if it was possible to link data in the event that a vitamin D reading was low. Dr Saraf confirmed if the vitamin D reading was low the GP could be informed. There are password protection processes in place to link the data. 
· Committee queried recruitment noting potential conflict of interests if University students or staff will be participants. Dr Saraf stated they would mass email all students and staff with the same email. This mitigates any pressure to respond and or participate. There is no direct approach – people register interest by responding to the mass email. Researcher is responsible for recruitment and identified no conflicts within her non-teaching role. The Committee queried if it was possible to return consent form via email. Dr Saraf explained that there had been discussions about emailing the consent form, or whether it should only be the information sheet that is emailed and then participants the get the Consent Form on site so the study can be explained in detail before the blood tests. The Committee noted this sounded sensible. Please therefore remove reference in PISCF regarding returning this via email.
· Please remove requirement to withdraw consent in writing. Participants can verbally. The Committee queried the form the data is taking and the ability to identify patients – can you confirm the questionnaire will not be going off site. Dr Saraf confirmed that this data will not leave the site. The researcher added this information was not compulsory.
· For future applications please make sure questions concerning data storage after the study are correct, for instance you are recording identifying info but state it will be de-identified. It is important there is not a conflict between application / protocol and PIS/CF.
· The Committee queried the laboratory protocols and whether study samples will have numbers assigned. Dr Saraf explained that the samples will be numbered differently – the lab will have their own barcodes too. The Committee was satisfied that measures were taken to reduce bias and protect confidentiality.
· The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
· The Committee noted that Section 2 of PIS ‘describing the serum concentration levels of vitamin D’ is d overly complicated. Please simplify.  
· The Committee noted the consent form appears to be written as if it was intended to consent for a third party, i.e. on behalf of a child (pg.4). Please revisit the consent form and ensure it is directed towards an adult. 
· Please amend flyer as it currently suggests that blood spot cards give accurate vitamin D test results – reword so this is neutral (R.2.6). 
· Expand on storage and samples – be explicit that they are not going overseas and what Canterbury will do with them , how long they will be stored and how they will be destroyed (Section 4).
· Amend typo section 9 ‘we will send you a letter’.
· Explain the term venous blood earlier in the PIS.
· Add Northern B Health and Disability Ethics Committee information. 
· Please amend PIS as it states to ‘return via email’. 
· The Committee suggested simplifying the language ‘demographic’ (section 3) and ‘phlebotomist’
· Please amend to ‘thank you for considering taking part’ as currently the wording assumes that potential participants will take part.

Decision 

This application was provisionally approved by, 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 Observation Studies para 6.11).

This following information will be reviewed, and a final decision made on the application, by Mrs Stephanie Pollard and Ms Mary-Anne Gill.
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	Ethics ref:  
	13/NTB/194 

	 
	Title: 
	A long term, follow-up clinical trial studying the effects of GLPG0634 given to participants with Rheumatoid Arthritis 

	 
	Principal Investigator: 
	Dr Daniel Ching 

	 
	Sponsor: 
	Galapagos NV 

	 
	Clock Start Date: 
	21 November 2013 


 
Dr Daniel Ching 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 queried the lack of DSMC. Dr Ching noted this was a sponsor decision.
· The Committee asked why the sponsor did not keep the DSMC from first two studies, noting this study was an extension of the two studies. Dr Ching agreed – it was strange. The Committee noted it was still early phase and long term safety was not known. Dr Ching agreed. 
· Dr Ching talked about the progress of the first two studies (Darwin 1 and 2).
· Dr Ching confirmed the studies are continuing.
· The Committee asked if patients who will go into long term follow up have to have been in study 203 and or 204. Researcher confirmed yes – not eligible unless participated in prior studies.
· The Committee requested clarification on the DSMC set up for the prior studies (Darwin 1 and 2) that requested by New Zealand and Germany. The Committee noted that safety monitoring of new drugs applied to long term effects, not just short term. The Committee noted that a DSMC should be in place to terminate the study if monitoring shows adverse events or repeated events that are considered an unacceptable safety risk.
· The Committee requested an independent DSMC for the current application; the Committee noted this is a matter of patient safety.
· The Committee asked for an update on the Maori consultation. Dr Ching confirmed the documents have been submitted recently for review at by Timaru Hospital Maori representative.
· The SCOTT submission is about to be submitted.
· The Committee queried if the European Medicines Agency had returned their review yet. Dr Ching is not sure but will submit once received.
· The Committee requested clarification on (A.1.5). Dr Ching stated the study goes for 4.5 years. Dr Ching explained that drugs may be registered in New Zealand but not reimbursed by PHARMAC. The sponsor confirmed study would go for 4.5 years – after that there is no commitment to funding study drug. Committee requested that this information is included in PISCF.
· Please submit new MPS certificate for Dr Ching (expired on 30 Nov). Dr Ching confirmed he had paid for it and will submit once received. 
· The Committee noted that the NEAC guidelines state a study cannot be terminated purely for commercial or PR reasons (R.2.6).
· The Committee queried whether on this long term study are participants able to take methotrexate. Dr Ching confirmed this was true, and if participants needed any further treatment not allowed within the protocol the participants can be withdrawn from the study and would receive required treatment as directed by doctor.
· Will there be any automatic un-blinding for 203 or 204 which would allow those who had been taking placebo to participate in extension trial. Dr Ching explained that if they had been on a placebo or non responsive they would be aware of this.
· The Committee queried whether the HAQ form would be identifiable, as it contains a space for patients to include their name (R.2.3.2). Will this data be sent off site? Dr Ching confirmed that they only use electronic computer tablets that de-identify the information when it is entered. The format of the questionnaire will be digital.
· The Committee asked about the Emergency card – please detail the name and number will be made available to participants. Dr Ching said two names and numbers. For every patient we have a nurse and my own name (CI) will be there. 
· The Committee asked if the numbers are accessible 24/7.  Dr Ching responded confirmed this, adding the office number for clinical trials and two mobile numbers that are 24/7.
· Please confirm that ethnicity question is relevant to the New Zealand context and population (P.4.6). 
· The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
· Please change the name of the study listed in the PIS as the current protocol number is not easy for lay people to understand, for instance Darwin 1, Darwin 2 and Darwin Follow up etc.
· Remove duplicated information about pregnancy (Pg.9) which is under heading of vaccinations.
· Remove references to US (experimental means a drug has not been approved by any authority FDA etc.). Ensure PIS is New Zealand context appropriate. 
· The Committee noted the PIS is very long and would recommend shortening it. 
· The Committee requested that the commitment is not to provide or fund study drug after 4.5 years is made explicit. Please amend several to the exact period of time. (pg.3)
· Section on adjusting dosing – this wording could be a lot simpler, please review (pg.4).

Decision 

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

· Please submit evidence of CI indemnity. (Ethical Guidelines for Intervention Studies para 4.20)
· 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).
· Provide details of the Data Safety Monitoring Committee’s composition and monitoring plan (Ethical Guidelines for Intervention Studies para 6.50).

This following information will be reviewed, and a final decision made on the application, by Dr Paul Tanser and Ms Raewyn Sporle.


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:
	04 February 2014, 12:00 PM

	Meeting venue:
	CEO Meeting Room, Level 3, Hocking Building, Waikato Hospital Campus


[bookmark: _GoBack]
3. Problem with Last Minutes

The minutes of the previous meeting were agreed and signed by the Chair and Co-ordinator as a true record.

The meeting closed at 4.15pm
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