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		Minutes





	Committee:
	Northern A Health and Disability Ethics Committee

	Meeting date:
	10 December 2013

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



	Time
	Item of business

	1.00pm
	Welcome

	1.10pm
	Confirmation of minutes of meeting of 8 October 2013

	1.30-5.30pm
	New applications (see over for details)

	
	 i 13/NTA/212
  ii 13/NTA/215
  iii 13/NTA/216
  iv 13/NTA/217
  v 13/NTA/218
  vi 13/NTA/219
  vii 13/NTA/222
  viii 13/NTA/221
  ix 13/NTA/223
  x 13/NTA/225
  xi 13/NTA/231
  xii 13/NTA/230

	5.30-5.45pm
	General business:
· Noting section of agenda

	5.45pm
	Meeting ends




	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

	Dr Brian Fergus 
	Lay (consumer/community perspectives) 
	01/07/2012 
	01/07/2015 
	Present 

	Ms Susan Buckland 
	Lay (consumer/community perspectives) 
	01/07/2012 
	01/07/2015 
	Present 

	Ms Shamim Chagani 
	Non-lay (health/disability service provision) 
	01/07/2012 
	01/07/2014 
	Present 

	Mr Kerry Hiini 
	Lay (consumer/community perspectives) 
	01/07/2012 
	01/07/2014 
	Present 

	Dr Etuate Saafi 
	Non-lay (intervention studies) 
	01/07/2012 
	01/07/2014 
	Apologies 

	Ms Michele Stanton 
	Lay (the law) 
	01/07/2012 
	01/07/2014 
	Present 

	Dr Karen Bartholomew 
	Non-lay (intervention studies) 
	01/07/2013 
	01/07/2016 
	Present 

	Dr Christine Crooks 
	Non-lay (intervention studies) 
	01/07/2013 
	01/07/2015 
	Present 


 

Welcome

The Chair opened the meeting at 1.10pm and welcomed Committee members, noting that apologies had been received from Dr Etuate Saafi.

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 8 October were confirmed.


New applications 

	 1  
	Ethics ref:  
	13/NTA/212 

	 
	Title: 
	Probenecid boosting of cephalexin 

	 
	Principal Investigator: 
	Dr Richard Everts 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	28 November 2013 


 
Dr Richard Everts 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. 

· Dr Everts explained that a virtually identical study had been approved last year with the only difference being that it involved a different antibiotic (flucloxacillin).  He reported that there were no problems from an ethical perspective, the study was very accurate and showed that probenecid had an effect on flucloxacillin and that food improved the effectiveness of the drug.  Dr Everts believes that this will lead to a huge change in how patients are treated in hospitals.
· Dr Everts confirmed that the study was currently being written up.
· In order to improve the readability for participants, the Committee suggested amending the wording of the first paragraph of the PIS to “we want to study two medicines, probenecid and cefalexin, specifically we want to test whether probenecid delays the clearance rate (elimination via the kidneys) of the antibiotic cefalexin.  In other words whether or not probenecid helps the antibiotic last longer in your body.  This testing will be on healthy volunteers.”
· The Committee noted that Professor Stephen Chambers and Professor Evan Begg were listed as co-investigators and queried whether they were actively participating in the project.  Dr Everts confirmed that both experts provide ongoing advice. 
· The Committee asked whether any formal peer review process had been followed.  Dr Everts explained that he was the only person in Nelson doing studies.  He advised that he discusses his research with other clinicians and Nelson Marlborough DHB contributes to funding.
· Dr Everts noted that Nelson Marlborough DHB was concerned about liability as he will be using a room at the DHB for the study.   The DHB wants Dr Everts to write a note confirming that the DHB is not liable for any treatment injuries.  Dr Everts advised that he had contacted the Medical Protection Society who had told him that this was not part of his normal clinical policy but that ACC would cover any treatment injuries.  
· The Committee advised that the DHB should look at the locality assessment requirements that used to be covered by Ethics Committees.  The Committee advised that the DHB will still need to talk to their insurers as DHB facilities will be used and they need to ensure that they have cover for any treatment injuries.
· The Committee advised that while this study would be considered a clinical trial, as the study is not for the benefit of a sponsor, the usual ACC clause needs to be inserted in the PIS. 
· The Committee queried whether there was an email from the statistician in Dunedin which commented on the sample size or design of the study.  Dr Everts explained that Professor Begg had spoken with the statistician.  The Committee noted that this would have been helpful to see as evidence of additional peer review.
· The Committee advised that the participants do not need to consent to the questionnaire and that consent in the PIS is sufficient.
· The Committee queried the reasoning behind storing blood for four to five years.  Dr Everts advised that there might be some retesting that they want to do as in previous research, incorrect testing had taken place.  The Committee noted that it needs to be clear in the PIS.
· Dr Everts confirmed that an anonymised summary of results would be sent to participants at the end of the study.  The Committee advised that any communication sent to the participants should be checked with the HDEC before sending.
· The Committee asked whether there was a letter of support from Harold Wereta (P.4.3.1).  Dr Everts agreed to send this to the HDEC.
· The following changes were requested to the PIS and consent form:
· Please change committee to Northern A.
· Please amend some of the language in the PIS, for example, “throwing out blood”.
· Please ensure consistency between PIS and consent form, for example, the PIS says that it is compulsory to notify the GP and the consent form is optional.
· Please tell participants in the PIS whether data will be kept if they withdraw from the study.

Decision 

This application was approved by consensus subject to the following non-standard approval conditions being met.

· Please amend the PIS and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies, para 6.22).
· Please provide evidence of Māori consultation (Ethical Guidelines for Intervention Studies, para 4.9).


	 2  
	Ethics ref:  
	13/NTA/215 

	 
	Title: 
	The link between impulsivity and dopamine 

	 
	Principal Investigator: 
	Professor Winston D Byblow 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	28 November 2013 


 
Professor Winston Byblow and Ms Hayley McDonald were present in person for discussion of this application.

Potential conflicts of interest

The Chair asked members to declare any potential conflicts of interest related to this application.

No potential conflicts of interest related to this application were declared by any member.

Summary of ethical issues

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

· Professor Byblow explained that a dopamine agonist drug is prescribed to patients with Parkinson’s Disease and that this can effect impulse control disorders.  He explained that this study will be in healthy controls and will aim to determine whether there is a genetic predisposition towards impulsivity.
· The Committee asked for clarification on whether data generated in the study would be made available for use in future research.  Professor Byblow confirmed that while the raw data will not be retained, the results will be used in future studies.
· The Committee asked why the question on risk of physical harm to patients had not been answered on the application (R.1).  Ms McDonald explained that this had not appeared as an option when completing the form.  The researchers confirmed that the risks to the participants were from side effects from the drug.  The Committee noted that the side effects need to be included in the PIS.
· The Committee advised that the PIS needs a clear introductory paragraph and suggested the following wording “the aim of the study is to determine if control disorders caused by some Parkinson’s Disease medications can be predicted.  This would help inform clinical decisions.”  
· Professor Byblow confirmed that funding had been received for 60 participants but that based on dropout rates, it was assumed that there would be 50 participants.  
· The Committee queried how impulsivity would be measured.  Ms McDonald explained that this would be measured by cognitive impulsivity and motor impulsivity.  
· Ms McDonald confirmed that Māori consultation had taken place and that no major issues had been identified.
· The researchers confirmed that there would be a wash out period and agreed to add this to the PIS.
· The Committee advised that the ancestry question from the New Zealand census needs to be used for genetic testing.
· The Committee noted that a sub-study on impulsivity in Māori may be conducted and asked whether Dr Helen Wihongi at the Auckland DHB had spoken to the researchers about the Warrior Gene study, which was a stigmatising project on impulsivity.  Ms McDonald confirmed that this had been discussed with Dr Wihongi.
· The Committee asked what disorders the testing might find and whether the testing might produce unexpected results.  The researchers agreed to consider what the findings might be and to add information on this to the PIS.
· The following changes were requested to the PIS and consent form:
· Please simplify the language.
· Please include the side effects of the drug.
· Please include the ACC compensation clause.
· Please clarify what will be done with blood samples.
· Please clarify that the risk-reward task will involve the use of vouchers.
· Please clarify what clinically relevant findings might exclude potential participants (eg cognitive impairment) and how this would be presented to patients, including any implications or referrals that might result.
· Please include a statement that participants need to check with their insurance company before taking part.
· Please include contact numbers for the HDEC, an independent health and disability advocate and Māori cultural support.

Decision 

This application was approved by consensus subject to the following non-standard conditions.

· Please amend the PIS and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies, para 6.22).



	 3  
	Ethics ref:  
	13/NTA/216 

	 
	Title: 
	intra-coronary hypothermia and ischaemia 

	 
	Principal Investigator: 
	Dr Mark WI Webster 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	28 November 2013 


 
No researchers were 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. 

· In order to improve participant understanding of the research, we suggest the opening paragraph reads along the lines of “you will soon be undergoing an angiogram and in addition to the normal tests, we wish to assess a new process and measure blood flow through the arteries.  This may help improve future diagnoses.”
· The Committee asked for clarification on how the concerns identified by the peer reviewer in using acute coronary syndrome patients had been addressed.
· The Committee noted that while the explanation of the procedure is in the PIS, it is currently very technical and any effort to help readability by the average person would be appreciated.
· The Committee advised that the PIS should clarify any risks separately for the standard angiogram procedure risks and for any potential additional risks from the study itself.  The Committee also noted that as participants are being recruited from two different groups (from the coronary angiography waiting list and those who have presented with a heart attack), the risks may be different for each group.
· The Committee asked that the letter of support from the Auckland DHB Māori Research Review Committee be provided.
· The Committee noted that ethnicity data needs to be collected.
· The Committee advised that it would be helpful for participants to know that this was an experimental treatment which has only been used in a small number of humans. 
· The Committee noted that the PIS says that a participant can withdraw from the study at any time.  This needs to reworded so that a participant is “free to withdraw, up until the angiogram”.
· The Committee noted for future applications that data has been identified in this application as anonymous (R.2.4), however this is partially identified.
· The following changes were requested to the PIS and consent form:
· Please use Northern A Committee.
· Please simplify the language in the PIS.
· Please include contact numbers for the HDEC, an independent health and disability advocate and Māori cultural support.
· Please include the risks in the PIS.

Decision 

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

· Please amend the PIS and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies, para 6.22).
· Please provide evidence of Māori consultation (Ethical Guidelines for Intervention Studies, para 4.9).
· The Committee asked for clarification on how the concerns identified by the peer reviewer in using acute coronary patients had been addressed’ (Ethical Guidelines for Intervention Studies, para 5.11).

The information provided by the researcher will be reviewed, and a final decision made on the application, by the Chair, Mr Kerry Hiini and Dr Karen Bartholomew.


	 4  
	Ethics ref:  
	13/NTA/217  (CLOSED)

	 
	Title: 
	CANVAS-R 

	 
	Principal Investigator: 
	Professor Russell Scott 

	 
	Sponsor: 
	Janssen-Cilag (New Zealand) Limited 

	 
	Clock Start Date: 
	28 November 2013 




	 5  
	Ethics ref:  
	13/NTA/218 

	 
	Title: 
	PRESERVE 

	 
	Principal Investigator: 
	Prof Ralph Stewart 

	 
	Sponsor: 
	The George Institute 

	 
	Clock Start Date: 
	28 November 2013 


 
Dr Jocelyn Benatar 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. 

· Dr Benatar explained that this study did not involve a new treatment but that most doctors do not know which standard to choose.  She noted that all other studies have been too small to answer which standard is preferable and this will be first study to give an idea of what to do.
· Dr Benatar explained that the PIS had been separated into a PIS and consent form relevant to this study and a generic Participant Information for Clinical Studies booklet.  
· The Committee felt that the Participant Information for Clinical Studies booklet would be confusing for participants as it contained some contradictory information.  
· The Committee agreed that the booklet and PIS could both be included but the PIS needs to be a stand-alone document that includes all of the information relevant to this specific trial.  This means that some of the information in the participant information for clinical studies booklet needs to be copied to the PIS. For example
· The PIS must state clearly that the participants will be covered by ACC and the PIS could then refer to the booklet for more information
· The health advocacy and trial leader and Māori contact details all need to be in the PIS. Having such information confined to the booklet refers them only to internet websites. This assumes participants have access to a computer.
· Dr Benatar agreed to provide the letter of support on Māori consultation when it is received.
· The Committee noted the discrepancy between answers to P.4.1 which states that Maori are twice as likely to have a risk of cardiovascular disease and F.1.1 which states that the study will not contribute to reducing inequalities in health outcomes.
· Dr Benatar advised that the study sponsor (supplying materials) was unsure of whether the study was covered by ACC and this was why a statement on compensation was not included in the PIS.  The Committee confirmed that this study should be covered by ACC and this needs to be stated in the PIS.
· The Committee advised that the section on record linkage on page 4 of the PIS should include a sentence that information will remain confidential to all but the study staff.
· The following changes were requested to the PIS and consent form:
· Suggest moving the third paragraph on page 1 of the PIS to be the first.
· Please include the ACC compensation clause in the PIS.
· Please include contact numbers for the HDEC, an independent health and disability advocate and Māori cultural support in the PIS
· Please include any other material that is of significance (in the trial) in the PIS.


Decision 

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

· Please amend the PIS and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies, para 6.22).
· Please provide evidence of Māori consultation (Ethical Guidelines for Intervention Studies, para 4.9).

The information provided by the researcher will be reviewed, and a final decision made on the application, by the Chair, Ms Shamim Chagani and Ms Susan Buckland.



	 6  
	Ethics ref:  
	13/NTA/219 

	 
	Title: 
	A study of how effective the experimental flu drug favipiravir is, in adults with flu. 

	 
	Principal Investigator: 
	Dr Chris Wynne 

	 
	Sponsor: 
	PPD Global Limited (New Zealand Branch) 

	 
	Clock Start Date: 
	28 November 2013 


 
Dr Chris Wynne 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. 

· Dr Wynne explained that this was a Phase III study of a new medication to be used in uncomplicated cases of influenza.  He noted that it was possible that no patients would be treated in New Zealand as the study was being conducted in the Northern Hemisphere during flu season and that New Zealand was a backup location.
· The Committee asked for clarification on the recruitment process.  Dr Wynne explained that patients with flu like symptoms will be identified at general practices and emergency departments.  They will be told about the study by their clinicians and referred to CCST who will do a rapid antigen test to identify influenza.  Patients who do not have the flu will not proceed with the study.
· The Committee asked whether data sent overseas would be deidentified (page 10 of the PIS).  Dr Wynne confirmed that this would be deidentified.
· The Committee acknowledged the use of a separate consent for future unspecified research.  
· The Committee queried the sentence on age 2 of optional future unspecified research consent form which states that “you have the right to be informed of any plans for new analyses on your retained identifiable samples that are not currently foreseen and the right to refuse further analyses.”  Dr Wynne explained that new tests may become available within the next ten years The Committee advised that researchers could either consent participants to future unspecified research or re-consent them at a later stage.  Dr Wynne confirmed that they would prefer that participants consented to future unspecified research but that this was optional.
· The Committee recommended amending the introductory sentence of the PIS to one that was more user friendly.  They suggested the following wording “you have been asked to participate in an influenza study using a new drug favipiravir.  This study drug is experimental and has not as yet, been approved by Medsafe for general use in New Zealand.  It is a worldwide study.”
· The Committee noted the provision that data needs to remain blinded (noted on page 4 of the pregnancy PIS). It seemed unnecessarily intrusive for children whose father was given a placebo to complete the form and thenagree to the processes.  Dr Wynne agreed to amend this and review the length and nature of the form. 
· The Committee queried the long period of follow up for the pregnant partner and new born.  Dr Wynne agreed to clarify this with the sponsor.
· The Committee queried the discrepancy between R.1.9 which states that compensation equivalent to ACC cover will be provided in the event of a treatment injury and the PIS which states that the sponsor will pay for any treatment not paid for by medical insurance. Dr Wynne confirmed that the RMI Guidelines will be followed.  The Committee asked that the five categories covered by ACC are included in the PIS.  These are outlined in R.1.9 of the application.
· The Committee queried the conflict of interest for Dr Richard Robson and Dr Devonie Waaka (R.5.6).  Dr Wynne confirmed that Dr Robson would be standing aside for SCOTT approval.
· The following changes were requested to the PIS and consent form:
· Please simplify the PIS and make it more relevant to New Zealand audiences.
· Please amend the statement on page 11 of the PIS on “Māori Protocol (Tikanga) will not be able to followed when these samples are destroyed” to “tissue samples will not be returned.”
· Please remove the reference to medical insurance in the PIS as this implies that participants will have medical insurance.

Decision 

This application was approved by consensus.

· Please amend the PIS and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies, para 6.22)


	 7  
	Ethics ref:  
	13/NTA/221 

	 
	Title: 
	A study comparing MPDL3280A to Docetaxel in Patients with Non-Small Cell Lung Cancer - OAK 

	 
	Principal Investigator: 
	Dr. Richard Sullivan 

	 
	Sponsor: 
	Roche Products (New Zealand) Limited 

	 
	Clock Start Date: 
	28 November 2013 


 
Dr Richard Sullivan 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.

Dr Christine Crooks declared a potential conflict of interest and did not take part in the discussions.

Summary of ethical issues

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

· The Committee asked for confirmation of the numbers in this study in New Zealand.  Dr Sullivan confirmed that there would be between six and ten in New Zealand and 800 worldwide.  
· The Committee asked for clarification on the peer review process.  Dr Sullivan explained that there is a lung cancer team in Auckland, consisting of four medical oncologists, three radiation oncologists and one nurse.  Prior to a study, the team consults to see the proposed trial is appropriate.  The study is then reviewed by an organisation wide cancer committee involving rigorous process of review and debate on the feasibility of the study.  The Committee confirmed that they were satisfied with the peer review process.
· The Committee asked whether tissue and blood samples would only be held for this trial and relating to this type of cancer.  Dr Sullivan confirmed that the samples would be held for biomarkers and molecular mapping.
· The Committee asked what the process would be if the new drugs gave better results.  Dr Sullivan advised that the drug would have to be approved by Medsafe, then considered by PHARMAC, with the hope being that they would agree to fund it.   He advised that there would be no crossover of people coming off another drug and going onto this one.  
· The Committee asked about the difference in lung cancer rates between Māori and non- Māori.  Dr Sullivan advised that this was related to higher smoking rates among Māori.
· The Committee queried the sentence on page 3 of the PIS which states that the results of the PD-L1 test will not be shared with the participant or study doctor.  Dr Sullivan confirmed that this will not be shared at the time of testing but will be shared at the end of the trial.  
· The Committee queried the sentence on page 9 of the PIS which states that “if you are assigned to docetaxel, an increase in size or numbers of your tumours at any CT or MRI scan will be considered cancer worsening and you will stop treatment.”   Dr Sullivan explained that if the tumour continues to grow while on docetaxel, then the treatment is not effective.  He advised that in early CT scans when on PDL-1 inhibitors, it can appear that the tumour is growing but this is simply the body’s response to the medication.  This is known as pseudo-progression and the patient can choose whether to continue with treatment.  
· Dr Sullivan agreed to send evidence of Māori consultation when it is received.
· The Committee asked why information might be kept for up to 25 years (page 19 of the PIS).  Dr Sullivan advised that this might be because technology keeps evolving.


Decision 

This application was approved by consensus subject to the following non-standard conditions.

· Please provide evidence of Māori consultation (Ethical Guidelines for Intervention Studies, para 4.9).


	 8  
	Ethics ref:  
	13/NTA/222 (CLOSED)

	 
	Title: 
	A study assessing the similarity of Humira and a new anti-inflammation drug, BI 695501. 

	 
	Principal Investigator: 
	Dr Chris Wynne 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	28 November 2013 




	 9  
	Ethics ref:  
	13/NTA/223 

	 
	Title: 
	Optimising Hypertension Management 

	 
	Principal Investigator: 
	Professor Robert Doughty 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	28 November 2013 


 
Professor Robert Doughty 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.

Dr Christine Crooks declared a potential conflict of interest and did not take part in the discussions.

Summary of ethical issues

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

· Professor Doughty explained that this was the third in a series of five projects on hypertension management.
· The Committee notes that this project has been reviewed by the HRC.
· The Committee noted a Participant Information for Clinical Studies booklet was included but that all information relevant to this trial should be included in the PIS with the booklet used to present general information.  They should both be given to the participant.
· Professor Doughty advised that part of the trial is to set up an intensive medical management model.  As the existing model of care differs among DHBs, it cannot be stipulated to DHBs that an intensive medical model must be followed outside the trial.
· Professor Doughty explained that in a large study, three arms of renal denervation, an intensive medical model and standard care could be trialled.  However this is needs to be a large trial and is unaffordable in New Zealand.  He explained that other studies all assess against standard care and not the intensive medical model.
· The Committee queried whether renal denervation would be provided for people getting the intensive medical management model.  Professor Doughty advised that they were trying to facilitate this in the trial but as this was a resource issue, they did not want it included in the PIS in case they were unable to deliver it.
· Professor Doughty confirmed that participants could be his patients or under the care of another cardiologist in Auckland.  He explained that the approach to participants would be made through a research nurse. 
· The Committee asked what processes would be in place to ensure that Māori and Pacific people would be encouraged to participate given high burden of hypertension.   Professor Doughty explained that the researchers will work with PHOs to encourage referrals, particularly among Māori and Pacific people.  He advised that people would be assessed based on co-morbidities but that all co-morbidities would not count against person being eligible for trial, unless it is felt that the co-morbidity can lead to the hypertension being managed.
· The following changes were requested to the PIS and consent form:
· Suggest move the fourth paragraph of page 1 of the PIS to be the first to improve participant understanding of the project.
· Please include contact details for the HDECs, Māori cultural support, Pacifica contacts and an independent health and disability advocate.
· Please include a compensation clause in the PIS.  Suggested wording is available on the template PIS and consent form on the Health and Disability Ethics Committee website.
· Please include in the PIS that samples will be sent overseas.
· Please include in the PIS that a participant’s GP will be informed that they are taking part in the trial.
· Please provide a separate PIS and consent form for blood samples that will be frozen and tested at a later date. Ensure that this form includes all the information in the Ministry of Health Guidelines for Future Unspecified Research.

Decision 

This application was approved by consensus subject to the following non-standard approval conditions being met.

· Please amend the PIS and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies, para 6.22).


	 10  
	Ethics ref:  
	13/NTA/225 

	 
	Title: 
	Plant-origin berry extracts and appetite control 

	 
	Principal Investigator: 
	Prof Sally D Poppitt 

	 
	Sponsor: 
	University of Auckland 

	 
	Clock Start Date: 
	28 November 2013 


 
Professor Sally Poppitt and Mr Wilson Yip were present in person for discussion of this application.

Potential conflicts of interest

The Chair asked members to declare any potential conflicts of interest related to this application.

No potential conflicts of interest related to this application were declared by any member.

Summary of ethical issues

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

· The Committee queried how compensation will work for the study.  Professor Poppitt explained that as this is a commercial trial New Zealand Extracts will provide indemnity if there is a problem with the product but Auckland UniServices will indemnify the investigator if they are at fault
· The Committee asked whether the screening questions sufficiently protect those people who may be involved in a study that may be potentially harmful to them, for example, a person with an eating disorder.  Professor Poppitt advised that those with a BMI lower than 18 would not be allowed into the study.  There is also a questionnaire around inhibitory eating which should identify potential issues.
· The Committee queried the independence of the peer review.  Professor Poppitt confirmed that Plant and Food Research is a government funded research institute and is independent to New Zealand Food Extracts and university.
· The Committee queried whether the study could be of interest to people who want to control their weight.  Professor Poppitt confirmed that this could potentially have an impact on weight control but that this was not being considered in this study.
· Professor Poppitt confirmed that the study will be double blinded, that everybody will always take three tablets but the researcher and participants will not know what was taken.
· The Committee queried whether sufficient information could be obtained from such a small sample.  Professor Poppitt agreed that this was a small group but as it was homogenous and only looking at intake from a single meal, the number was adequate.
· The Committee asked for clarification on BMI.  Professor Poppitt confirmed that it should be between 18 and 28 and that the PIS will be amended to reflect this.
· The Committee asked why records would only be kept for two years when health data is usually kept for longer.  Professor Poppitt agreed to change this to ten years.
· The Committee queried whether Māori consultation had taken place.  Professor Poppitt explained that it had not taken place for this study but that this is the eighth or ninth in a series of similar short studies.  When the design was initially set up, Jim Peters, Vice Chancellor at Auckland University was consulted. 
· Please provide confirmation of the Clinical Trials number.
· The Committee asked that the researchers provide an example of the advertisement.
· The following changes were requested to the PIS and consent form:
· Change name of HDEC to Northern A.
· Please include in the PIS that there are facilities set up to manage serious adverse eventseg an allergic reaction.
· Please include in the PIS what the future benefits of the study may be.  
· Please include in the PIS that this study will not benefit participants.
· Please explain in the PIS in what form the supplements will be taken.
· Please include information on the different arms of the study.  A diagram is recommended.

Decision 

This application was approved by consensus subject to the following non-standard conditions.

· Please amend the PIS and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies, para 6.22).


	 11  
	Ethics ref:  
	13/NTA/231 

	 
	Title: 
	Developing a model of care for the long term follow-up of childhood cancer survivors 

	 
	Principal Investigator: 
	Dr Rob Corbett 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	28 November 2013 


 
No researchers were 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 noted that no researchers were available for interview either in person or via teleconference and as there were a significant number of unanswered questions about the project, they were unable to approve it.
· The Committee’s view was that the methodology for this study was confusing and not clear to participants.  While the methodology was explained in the protocol, it was not clearly explained in the PIS.
· The committee questioned the format of the PIS. There was too much space devoted to institution logos, an unnecessary photograph, too much irrelevant information on ACC and far too little on why the participants were being approached this way and steps in the process eg questionnaire and then optional interview.
· While this may be an Australasian-wide project, local participants would only be interested in an approach from their local institution (i.e. that which treated them). Although mentioned in the protocol, there was no evidence provided of the institution specific invitation cover letter.
· The Committee asked for clarification on the selection and screening process as they felt this was unclear.
· The Committee were concerned that some parts of the questionnaire were intrusive (for example the parental questions on alcohol use) and cited para 6.29 of the Ethical Guidelines for Observational Studies which states that “some studies may involve interviews or questionnaires that are intrusive and may cause distress.  In this case, it is appropriate to seek participants’ prior consent by forewarning them of the potentially distressing nature of participation.”  Please review the questionnaire and remove unnecessary questions and present a revised version, or justify the necessity for intrusive questions.
· The Committee noted that the survivor PIS was not directed to the children filling it out (says “your child” rather than “you”) and asked that the correct tenses be used.
· The Committee were concerned that those with language difficulties would be excluded from the study and felt that it would be more important to follow up with these people.  Please comment.
· The Committee noted that procedures discussed in the protocol were not included in the PIS, for example, the way that questionnaire responses that indicate levels of physical or psychological distress would be managed (referrals and LEAP practitioners). Participants have the right to know that this may occur depending on their responses.
· The Committee agreed that there was some confusion over the structure of the project, the appropriateness of the contact and who will have contact with participants.  The Committee were unable to address these concerns as the researchers did not teleconference in.
· The Committee discussed the use of the video-invitation and the response rate sub-study based on this intervention. The possibility of coercion was raised and more information and rationale is requested from the researchers.
· The Committee queried whether this study will be going through a Māori review committee at each site.  The Committee believes that consultation with Maori is highly desirable and the local New Zealand institutions should be able to do this.
· As these are local participants, they should have a local contact number at the institution they were treated at. If the local researchers cannot provide this level of support then we question their role in the project.
· The following changes were requested to the PIS and consent form:
· Please revise the initial questionnaire PIS and provide more pertinent information on the study methodology, selection and screening process on the PIS.
· Please include information on the initial questionnaire PIS regarding questionnaires that indicate potential physical or psychological distress will be followed up with local referrals (add detail).
· Please include contact numbers for New Zealand investigators on the PIS.
· For the survivor PIS please target for the appropriate audience (ie you not your child).
· For the follow up PIS for the interview please start by advising participants that they have received this letter because they indicated their willingness to participate in a follow up telephone interview when they completed the questionnaire, and that they are now formally invited to participate in that interview and to sign a consent form.

Decision 

This application was declined by consensus as the Committee did not consider that the study would meet the following ethical standards.

· The Committee believed that the PIS does not adequately address what is happening in the trial and this is a key component for informed consent (Ethical Guidelines for Observational Studies, para 6.11). 
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Dr Richard Roxburgh 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. 

· Dr Roxburgh explained that there are a large number of people with neurogenetic conditions that are unable to be diagnosed.  A new technology of whole exome sequencing looks at all coding DNA and at mutations of genes. Known mutations or novel mutations are likely to be detected that may explain the condition of interest. Families are very keen to know this information. Dr Roxburgh explained that this ethics application also covers genome sequencing.  
· This study will also look at family members of those people with a condition to find changes or mutations in genes that only occur in the affected person.  Dr Roxburgh explained that this raises some ethical issues of finding unexpected results, in particular incidental findings for conditions that are not treatable.  
· The Committee acknowledged the work that had gone into the consideration of ethical issues for this application.
· The Committee asked whether this was a bio-bank as they believed it met the Standard Operating Procedures for Health and Disability Ethics Committees definition of a tissue bank.  Dr Roxburgh advised that the samples were being taken to diagnose a disease and that they were only kept to avoid having to go back and obtain further DNA samples which can be invasive and expensive.  Dr Roxburgh indicated that any future testing of the samples would require a new ethics application and formal re-consent process. The Committee advised that if the purpose of the project changed, then this would need to be presented back to the Committee for further consideration.
· The Committee asked what the ethical issues would be if it was found that a condition was common to Māori, to avoid overgeneralising or stigmatising.  Dr Roxburgh explained that it was usually a family approaching a researcher for confirmation of a condition and he would not generalise these results as being common to Māori.
· The Committee asked whether the PIS could be individualised for each potential participant group (the consenting patient, the non-consentable patient (completed by their power of attorney) and the family members).  Dr Roxburgh explained that this might be difficult as family members are not sure if they are affected but he agreed to consider this.
· The risk mitigation process to aid informed consent for all potential participants was discussed. Dr Roxburgh noted that this was a critical step and required appropriately genetically qualified clinicians (eg himself, a genetic counsellor or a clinician with specialist knowledge). How this might apply to family members overseas or potential participants outside of Auckland was discussed. Dr Roxburgh agreed to take responsibility for providing informed consent discussions with potential participants at other locations, either by going to visit or arranging for a local genetic expert to be involved. This would also apply to the situation of result giving (including when incidental findings are returned).  
· The Committee noted that any genetic diagnosis (or disclosed incidental findings) will be on the hospital records, and that participants need to know this in the PIS.
· Dr Roxburgh confirmed that the number of participants in the study is based on an estimate.
· Dr Roxburgh acknowledged that some participants may need to have tests done privately so that results are not shown on their medical records. 
· Dr Roxburgh confirmed that this study would go through the Auckland DHB Māori Review Committee.
· The following changes were requested to the PIS and consent form:
· Please remove jargon.

Decision 

This application was approved by consensus subject to the following non-standard conditions.

· Please amend the PIS and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies, para 6.22)
· Please provide evidence of Māori consultation (Ethical Guidelines for Intervention Studies, para 4.9).


General business

1. The Committee noted the content of the “noting section” of the agenda.


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

	Meeting date:
	11 February 2014, 01:00 PM

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



	No members tendered apologies for this meeting.

[bookmark: _GoBack]The meeting closed at 6.00pm.
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