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		Minutes





	Committee:
	Northern A Health and Disability Ethics Committee

	Meeting date:
	10 September 2013

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




	Time
	Item of business

	1.00pm
	Welcome

	1.05pm
	Confirmation of minutes of meeting of 13 August 2013

	1.30pm
	New applications (see over for details)

	
	   i 13/NTA/143
  ii 13/NTA/144
  iii 13/NTA/145
  iv 13/NTA/148
  v 13/NTA/149
  vi 13/NTA/150
  vii 13/NTA/151
  viii 13/NTA/152
  ix 13/NTA/153

	5.15pm
	General business:
· Noting section of agenda

	5.25pm
	Meeting ends



Welcome

The Chair opened the meeting at 1.04pm and welcomed Committee members, noting that no apologies had been received 

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 13 August 2013 were confirmed.

New applications 

	1  
	Ethics ref:  
	13/NTA/153 

	 
	Title: 
	Which school model for group A streptococci and acute rheumatic fever reduction? 

	 
	Principal Investigator: 
	Professor Diana Lennon 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	29 August 2013 


 
Professor Lennon and Dr Alison Leversha 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.

· [bookmark: _GoBack]The Committee supports the thrust of this very important work aimed at reducing rheumatic fever loads in school children.
· There are three arms to the proposal. The three sub-studies (A, B, C) are attempting to answer different research questions, have different methodologies and each has its own ethical issues. In future it would be better to have three different applications submitted. 
· The committee noted the protocol and the HRC referees reports.
· In terms of Study A so far, 53 schools have consented to the process.  A total of 63 schools is expected and the remaining 10 schools are in Counties Manukau.  The consenting process is similar for all schools (and these have been provided with the application).
· The researchers noted that the information provided to parents for consent into the rheumatic fever school programmes (not the research) includes a sentence at the end stating that swabs may be taken from all consented children in order to evaluate the study. In this sense the prevalence studies in Study A are consented by the usual programme consent, and additional parental consent is not required. This has been confirmed by Counties Manukau for Study A (only) in their DHB.
· It was noted, however, that this does not apply to the comparator school (who do not have a programme in place because they are not at high risk). For a prevalence study to be undertaken with comparator school students specific consent would be required. Professor Lennon stated that inclusion of this comparator school in the application was a mistake and should be withdrawn. Consent for this comparator study will be requested at a later time. 
· Study B1 is a study with a subgroup of participating programme schools in Counties Manukau, and involves a randomised controlled trial comparing two currently available antibiotics in terms of their ability to reduce Group A Strep burden. Both antibiotics are considered to be acceptable ‘usual care’ for treatment of positive swabs. The committee noted that the rationale for this RCT was not clear from the protocol. The researchers outlined the rationale – that they were looking for superiority of cephalexin in terms of reduction in Group A strep burden. 
· The researchers outlined why they believed that further consent into the RCT should not be sought from parents. The rationale included that the antibiotics were ‘usual care’, that parents’ consent to antibiotic treatment for positive swabs in the programme (not a specific type of antibiotic), and that they did not want to create additional confusion or parental burden via a written information sheet/consent form. The researchers felt that a notice in the school newsletter and discussion with a clinician (the nurse) prescribing the antibiotics would be the best way to manage consent. The committee accepted this rationale for oral consent, noting that parents who did not consent were able to receive the other antibiotics and that this would be examined on an intention to treat basis.
· Study B2 (more intensive) will only be undertaken based on the results of Study B1, and this will be reported in the HDEC progress reported and amendments made as required.
· The committee noted no independent data safety monitoring arrangement is in place for study B at question r.1.4 on the application form, because these antibiotics are usual care and the children enrolled in the programme may receive either at any time, therefore the risk was not more than usual programme risk. Children sensitive to penicillin will not be offered participation in the RCT; usual care alternatives will be provided. Prof Lennon advised that she will report to HRC at the end of study B1 (in 12 months). 
· The committee noted that Study C was an extension of the programme audit – following up the programme participants to determine cases of rheumatic fever via the regional rheumatic fever register administered by Professor Lennon. This was considered by the committee to be audit/evaluation activity not requiring HDEC review. 
· Please state that information will be held for 10 years after the age of 16 on the participant information sheet.
· The committee asked that the researchers consult with Counties Manukau and Auckland District Health Board Māori research committees before beginning study B. Please submit the response letter from the research committees as evidence that consultation has taken place. 

Decision 

This application was approved by consensus.


	2  
	Ethics ref:  
	13/NTA/144 

	 
	Title: 
	the CKD-FIX trial 

	 
	Principal Investigator: 
	Dr Janak de Zoysa 

	 
	Sponsor: 
	The University of Queensland 

	 
	Clock Start Date: 
	29 August 2013 



Dr Janak de Zoysa 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 committee member.

Summary of ethical issues

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

· Dr de Zoysa confirmed that the key measures in this study are serum and urine protein.  No other body tissues will be checked.  The urine will be sent to local laboratories but not to a central lab.
· The side effects, including serious and potentially fatal side effects, are reasonably well known for the study drug as it has been used for a long time. The side effects listed in the participant information sheet do outline this well; however the rare but potentially serious side effects are not clearly noted. Dr de Zoysa stated that rash is likely to be the first side effect, and this was emphasised. The committee asked that a short sentence stating that rare but serious side effects were possible with the medication.
· Equipoise and the transfer of benefits of the drug to study participants if an effect in reducing the speed of kidney function decline was discussed. Dr de Zoysa confirmed that only once the study is completed and results published the drug would  be available as needed, and that the drug is currently off-patent and widely available so this should not be problematic
· Pregnant participants.   Dr de Zoysa explained that the study medication is commonly prescribed but the effects on the unborn child are uncertain.  He noted participants may already have reduced fertility and it would be unlikely for participants to fall pregnant, however pregnancy testing was not required in the protocol.
· Please allow participants time to think about whether they will consent to the study and clearly state this in the participant information sheet.
· The committee asked whether Dr de Zoysa intended to take samples to measure biomarker results for the purposes of the study or for biobanking for future unspecified research. 
· Dr de Zoysa was asked whether the results of the biomarkers will be communicated to participants.  Dr de Zoysa confirmed that he didn’t intend to do so as they would not be clinically relevant.  The committee asked that he make this clear to participants. 
· Dr de Zoysa clarified that both DNA analysis and tissue banking are compulsory in this study.  The committee asked Dr de Zoysa to clearly state this in the participant information sheet and consent forms and to clearly state where samples will be stored, what the samples are being used for and the governance practices involved.  Please also clearly address Māori cultural practices as part of this. 
· Please provide evidence of consultation with Māori.


· Participant Information Sheet

· Pages 3 and 16. Please state that informing GP about participation in the study is compulsory.
· Please include inclusion and exclusion criteria so that participants know how they will be selected. 
· Please clearly state at the start of the form that people cannot take part in this study if they do not consent to the collection of their samples for future testing. 
· The committee noted that no rare and adverse effects of taking the study medication are listed in the participant information sheet.  The committee asked that this be included on page 12. 
· The side effects listed on page 13 of the participant information sheet do not include serious side effects.  Please list them.
· Please provide details for the Māori contact person.
· Please include HDC advocacy contact details.
· Please clearly state upfront that all participants will receive standard of care treatment while taking part in this study.
· Clearly identify differences between New Zealand and overseas about the testing and storage of tissue.

· Consent Form

· Page 20, ‘Additional blood and tissue samples’ Please remove the word ‘tissue’ if blood samples only will be banked.

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

· Please amend the information sheet and consent form, taking into account the suggestions made by the committee (Ethical Guidelines for Intervention Studies para 6.22).
· Please submit a letter to the committee addressing cultural issues that may arise for Māori participants (Guidelines for Researchers on Health Research Involving Māori).
· Please submit evidence of your rebuttal to the NHMRC.

This information will be reviewed, and a final decision made on the application, by Ms Michele Stanton, Dr Christine Crooks and Mr Kerry Hiini. 


	 3  
	Ethics ref:  
	13/NTA/145 

	 
	Title: 
	PQ Bypass 

	 
	Principal Investigator: 
	Associate Professor Andrew Holden 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	29 August 2013 


 
No member of the research team was 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 would like an update on the Māori consultation process. Please submit an update and advise whether there are any changes that need to be made to the study at the suggestion of the Māori research committee.
· Please confirm that your study is registered with a clinical trials registry and provide your registry identifier.

· Participant Information Sheet and Consent Form 

· Please clearly state that there is a difference between this treatment and usual treatment ie. Port at the knee. 
· Please explain what ADI is in plain English.

Decision 

This application was approved by consensus.


	4  
	Ethics ref:  
	13/NTA/149 

	 
	Title: 
	A study look at VS-6063 versus placebo in patients with malignant pleural mesothelioma. 

	 
	Principal Investigator: 
	Dr. Richard Sullivan 

	 
	Sponsor: 
	Pharmaceutical Solutions 

	 
	Clock Start Date: 
	29 August 2013 


 
Dr Richard Sullivan and Ms Dee Yang 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 Christine Crooks declared a potential conflict of interest, and the Committee decided that Dr Crooks would not take part in the discussion or decision for this study. 

Summary of ethical issues

The main ethical issues considered by the Committee were as follows.
· This is a phase II trial for a relatively rare cancer (60 – 80 people per year in NZ).  Chemotherapy is the first line therapy and has been the standard of care since 2007.
· No second line therapy is available beyond that.  Single arm phase II data has shown not very good outcomes.  
· This trial does not aim to present a cure but rather aims to see whether a patient’s life and quality of life can be prolonged.
· Eligible participants will be assessed regularly.  If the cancer gets worse, treatment will be stopped or reviewed.  
· Dr Sullivan confirmed that Merlin testing will be done on biopsy sample already taken as part of standard care.  There is no plan to request another biopsy.
· Dr Sullivan confirmed that samples will not be tissue banked.  Pharmacokinetic and pharmacodynamic samples will not be banked either.
· There is a separate participant information sheet and consent form for Merlin testing. Results of Merlin testing won’t alter the ability to be part of the trial, but the testing itself is required by the trial for stratification of patients.  
· The committee queried whether there is a need for two participant information sheet and consent forms when this information could be contained in one form. Ms Yang explained that having two consent forms was a logistical decision. The Merlin testing will happen in the United States of America and will take three weeks.  There are 28 days to enrol in trial and participants may not be eligible if they enrol any later stage.  
· The committee recommended a brief explanation of the entire trial be included upfront on the information sheet.
· The investigators will consent their own patients to the trial.  That’s because all patients with Mesothelioma are seen through one clinic and see one of only three specialists. However, the patients will have 6-8 weeks to have a discussion before consenting to the study.
· Dr Sullivan confirmed that data will be monitored by an independent committee 
· Consultation with Māori has begun and the researchers are waiting for approval.

Decision 

This application was approved by consensus.

	 5  
	Ethics ref:  
	13/NTA/150 

	 
	Title: 
	Study of nasal delivery of warmed air 

	 
	Principal Investigator: 
	Doctor Janine Pilcher 

	 
	Sponsor: 
	Medical Research Institute of New Zealand 

	 
	Clock Start Date: 
	29 August 2013 


 
No member of the research team was 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 questioned ACC eligibility for participants given that the study is partially sponsored.
· The committee considered that the central issue in this application related to funding and availability of research outcome to be used by other researchers.  The committee would like to know whether the investigators involved in this trial are involved exclusively, or are they also involved in other trials.  
· The committee would also like to know whether the published results will be made available to Fisher and Paykel’s competitors. 
· The committee noted that the researchers intend to recruit 10 healthy adults but have ticked ‘vulnerable’ people on the application form.  The reason for this may be that foreign students who may have English as a second language will be eligible to participate. If this is correct, please include in the participant information sheet that participants who are foreign students should notify their insurer that they are taking part in the study.  
· It was not clear from the application where study results will be published. Please advise the committee 
· Please provide inclusion/exclusion criteria in the study advertisement.
· The committee would like to see a letter of support from Māori research committee.

Decision 

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

· Please advise the committee where the study results will be published and whether the study results will be made available to Fisher and Paykel’s competitors.
· Please advise the committee whether the investigators involved in this trial are involved exclusively, or whether they are also involved in other trials.

This information will be reviewed, and a final decision on ACC eligibility will be made on the application by the Chair, Ms Michele Stanton and Dr Karen Bartholomew. 


	 6  
	Ethics ref:  
	13/NTA/143 

	 
	Title: 
	CheckMate067 

	 
	Principal Investigator: 
	Dr Mike McCrystal 

	 
	Sponsor: 
	Bristol-Myers Squibb 

	 
	Clock Start Date: 
	29 August 2013 


 
Dr McCrystal and Ms Dee Yang 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 Christine Crooks declared a potential conflict of interest, and the Committee decided that Dr Crooks would not take part in the discussion or decision for this study. 

Summary of ethical issues

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

· Both drugs to be used in this study are currently not the usual care in New Zealand (one is available but not publically funded), which needs to be clearly stated to participants. It may be of benefit to patients to be able to access drugs that they would not usually be able to receive in the trial.
· Dr McCrystal confirmed for the committee that there are three treatment arms in this study. One standard of care arm in which Ipilimumab will be used. This arm will be compared against a second arm using Nivolumab and a third arm with both agents (Ipilimumab and Nivolumab) and placebos alongside.  The study is not placebo controlled but a placebo is given so that the study stays blinded.  
· The committee queried whether it is necessary to mention alternative treatment options in the main study participant information sheet (page 9), as the description of the treatments (palliative care) may alarm participants.  Dr McCrystal noted that researchers are obliged to let participants know all treatment options and the pros and cons of each.
· Dr McCrystal confirmed that the pharmacogenetic sub study is optional and won’t affect whether or not participants can take part in the main trial. The committee suggested therefore that the researcher use one participant information sheet and one consent form  that clearly set out what is and is not optional in this study.
· Dr McCrystal confirmed that both tissue and blood samples will go overseas to the same laboratory. The Biomarkers to be looked at will help work out who will respond to treatment.  
· The committee noted that it may not be necessary for the results of genomic studies that are of no benefit to participants but useful for research to be relayed to participants themselves. In terms of biobanking however, there may be findings that participants need to be informed of.  Therefore the process of consenting to genomic testing and biobanking differs and the committee would like this clarified and clearly stated to participants.
· Please provide evidence of consultation with Māori.

· Participant Information Sheet

· Please clearly state that both study drugs are not usual care in NZ and that one drug is an experimental drug.
· The committee suggests that participants might find it helpful to have an opening sentence that states up front why they have been recruited and what the trial is about.
· Please inform participants that tissue samples will be kept for 15 years and then destroyed, and provide information about how the samples will be stored and used.
· Please soften language in the same section.  For example: “You must provide…” to “your permission will be sought, and “You will be required to have”  to “you would need to have”.

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

· Please amend the information sheet and consent form, taking into account the suggestions made by the committee (Ethical Guidelines for Intervention Studies para 6.22).
· Please submit a letter to the committee addressing cultural issues that may arise for Māori participants (Guidelines for Researchers on Health Research Involving Māori).

This information will be reviewed, and a final decision made on the application, by Mr Kerry Hiini, Dr Karen Bartholomew and Ms Shamim Chagani.


	7  
	Ethics ref:  
	13/NTA/151 

	 
	Title: 
	Drospirenone 3 mg/ethinyloestradiol 0.02 mg tablet bioequivalence study conducted under fasting conditions 

	 
	Principal Investigator: 
	Dr Noelyn Hung 

	 
	Sponsor: 
	Medigen Pharma Pty Ltd 

	 
	Clock Start Date: 
	29 August 2013 


 
Dr Noelyn Hung and Mrs Linda Folland 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 researchers have submitted two similar studies (151 and 152), and the committee was satisfied that the discussion documented here applies to both studies.
· The committee queried whether the sample size of 24 is large enough for statistical significance. Dr Hung advised that their biostatistician and sponsor company have considered and approved the study sample size.  This is a standard sample size. Dr Hung confirmed for the committee that this study drug is equivalent to existing products. 
· The committee noted that retention of health information for 25 years is a long time.  While this is not in line with Good Clinical Practice guidelines, it is a sponsor requirement.
· Dr Hung confirmed that health information can be traced back to participants so can be partially de-identified but only researchers will have access to this information.
· The sponsor company has a head office based in Australia and the committee asked where the study drug is manufactured. Dr Hung thought it unlikely the drug would be manufactured in Australia.
· The committee noted product information was provided for the Bayer product Yasmin but not for the test medicine.
· Dr Hung confirmed for the committee that they had notified Medsafe of their intention to use the study drug.  Medsafe approval is stated in the participant information sheet and consent forms as they anticipate approval will be granted before the study begins. 
· The committee asked why the researchers had answered that participants would not be given treatment by a registered health professional in their application (r1.7, page 15).  Dr Hung noted that administering drugs does not constitute treatment as participants are healthy volunteers.  The committee disagreed noting the definition applies as researchers will administer a drug.  Dr Hung confirmed the study is not covered by ACC compensation.  
· The committee noted that the current wording at question r.1.8 on page 15 of the application form is restrictive as it doesn’t meet RMI guidelines.  The committee asked Dr Hung to amend this answer to show the committee that participants are covered by RMI guidelines and submit to the committee in a cover letter.   Dr Hung confirmed that the statement on the participant information sheet makes reference to RMI guidelines.
· Please include the sentence “I understand that it is my responsibility to confirm with my insurance company whether participation in this study will affect my health insurance”, in the consent form. 


Decision 

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

· Please provide evidence that Medsafe has reviewed and approved the study drug for use in New Zealand. (Ethical Guidelines for Intervention Studies Appendix 1).
· 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).

This information will be reviewed, and a final decision made on the application by the Chair, Ms Michele Stanton and Dr Christine Crooks.


	8  
	Ethics ref:  
	13/NTA/152 

	 
	Title: 
	Drospirenone 3 mg/ethinyloestradiol 0.03 mg tablet bioequivalence study conducted under fasting conditions 

	 
	Principal Investigator: 
	Dr Noelyn Hung 

	 
	Sponsor: 
	Medigen Pharma Pty Ltd 

	 
	Clock Start Date: 
	29 August 2013 


 
Dr Noelyn Hung and Mrs Linda Folland 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. 

· Please refer to minutes for application 13/NTA/151

Decision 

This application was provisionally approved by consensus subject to the following information being received. 
· Please provide evidence that Medsafe has reviewed and approved the study drug for use in New Zealand. (Ethical Guidelines for Intervention Studies Appendix 1).
· 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).
This information will be reviewed, and a final decision made on the application by the Chair, Ms Michele Stanton and Dr Christine Crooks.


	 9  
	Ethics ref:  
	13/NTA/148 

	 
	Title: 
	A Study to Evaluate GS-4774 for the treatment of Virally Suppressed, Chronic Hep B Subjects 

	 
	Principal Investigator: 
	Prof Edward Gane 

	 
	Sponsor: 
	Gilead Sciences, Inc. 

	 
	Clock Start Date: 
	29 August 2013 


 
Prof Ed Gane and Ms Kerry Walker 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.

· No information has been given about governance and protocols for tissue samples in the participant information sheet and consent forms.
· Prof Gane confirmed that the researchers will be testing for HIV and that this exclusion criteria will be discussed with participants.   
· Prof Gane clarified that the term “resistance surveillance” on page 7 of the participant information sheet referred to resistance to pre-existing antiviral drugs. A lay definition of this term was requested for the participant information sheet. 
· Given the complexity and length of the participant information sheet, the committee asked whether an executive summary in plain English could be given to participants. This does not need to be a signed document but rather an introduction to the study in lay language.  Prof Gane advised that he would discuss this with the sponsor.  The committee noted it would support this discussion.  
· Please provide evidence of consultation with Māori.

· Participant Information Sheet 

· (Optional study)The committee noted that there is no information about what will happen to tissues going overseas.  Please state that tissue samples will be stored in Singapore and describe governance processes there so that participants can make an informed decision.
· Please remove the “Yes/No” section on page 19 as consent for the optional genomics study should be obtained separately and this may be misleading for participants. 
· Please clarify the term “resistance surveillance” on page 7. 
· Please check the content for typos.
· Please replace ‘multi-region’ ethics committee with Northern A on page 15

Decision 

This application was approved by consensus. 
 

General business

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

2. The Committee supports the idea to request that researchers highlight for the committee any changes that need to be made or issues raised by Māori research committees during the consultation process.

3. The guidelines for future unspecified use of human tissue are silent on previous unconsented samples.  Could this be noted for addressing with NEAC.

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

	Meeting date:
	08 October 2013, 01:00 PM

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



	The following members tendered apologies for this meeting.
· Ms Shamim Chagani.

The meeting closed at 5.19pm
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