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	Committee:
	Northern A Health and Disability Ethics Committee

	Meeting date:
	12 March 2013

	Meeting venue:
	Novotel Ellerslie


	Item of business

	Welcome

	Confirmation of minutes of meeting of 12 February 2013

	New applications (see over for details)

	13/NTA/19

13/NTA/22

13/NTA/25

13/NTA/26

13/NTA/27

13/NTA/28

13/NTA/29

13/NTA/30

13/NTA/31

13/NTA/32

13/NTA/33

	General business:

Noting section of agenda

	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 

	Assoc Prof Wayne Miles 
	Non-lay (intervention studies), Non-lay (health/disability service provision) 
	01/07/2012 
	01/07/2013 
	Present 

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

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


Welcome

The Chair opened the meeting at 12.58pm and welcomed Committee members.

The Chair noted that the meeting was quorate. 
The Committee noted and agreed the agenda for the meeting.

The Committee welcomed observers to the meeting.

Confirmation of previous minutes

The minutes of the meeting of 12 February 2013 were confirmed.

New applications 
	 1  
	Ethics ref:  
	13/NTA/19 

	 
	Title: 
	POINT: Platlet Oriented Inhibition in TIA and minor stroke. 

	 
	Principal Investigator: 
	Professor Alan Barber 

	 
	Sponsor: 
	UCSF  

	 
	Clock Start Date: 
	28 February 2013 


Prof Barber and Ms Pat Bennett 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.

Michele Stanton declared a potential conflict of interest.  The Committee did not require her to leave the room during discussion of this application.
Summary of ethical issues
The main ethical issues considered by the Committee were as follows. 

· Prof Barber gave a brief introduction to the study, which was “straightforward” and aimed to investigate whether clopidegrol was effective in combination with aspirin post stroke.  
· The Committee queried prevalence rates for Māori.  Prof Barber explained that NZ had very good data on stroke in general, which showed that Māori tended to have more strokes and to have them younger.  However similar figures were not available for transient ischaemic attack.  This data was being collected through on-going studies and would be likely to be available within the coming year.

· The Committee noted risks to participants of haemorrhage and thrombosis.  Prof Barber noted that data on risk came from a pilot study of around 350 people, which indicated a small increased risk of haemorrhage (but had been stopped early due to recruitment issues).  This risk was probably caused by the combination of two agents.  However, it was likely that their beneficial effects in terms of reduced stroke and heart attack risk outweighed the increase in bleeding risk.

· Prof Barber discussed the need for a study card in the study, given the high risk nature of the study population, one in five of whom were expected to have a stroke while on the study.  It was important that participants had a card as a significant number of participants would present to hospital.  The Committee noted the need for participation status to be available on electronic patient management systems.
· The Committee asked for clarification on the “loading dose” to be given to participants, and how it would be administered.  Prof Barber explained that participants would be given eight tablets to begin with.
· The Committee noted that the application had indicated that the study would not reduce inequality between Māori and non-Māori.  However, the answers to some other questions appeared to indicate that the study could potentially have such benefits.  Prof Barber noted some difficulties in giving nuanced answers in the form.

· The Committee discussed the potential available of compensation from ACC to participants injured in this study.  Prof Barber explained that the study was sponsored by the University of California.  While the manufacturer had provided the study drug free of charge, the investigators had designed the study protocol and the manufacturer would not have access to study data.  The Committee was satisfied that the study met the necessary criteria for participants to have access to ACC in the event of injury.
· The Committee noted the inclusion criteria for this study, and queried whether participants would be vulnerable.  Prof Barber clarified that while potential participants needed to have a history of impairment, the on-going neurological effects were likely to be minor and not affect ability to give consent.​
Decision 

This application was approved by consensus.
	 2  
	Ethics ref:  
	13/NTA/22 

	 
	Title: 
	Australasian Paediatric Head Injury Rules Study (APHIRST) 

	 
	Principal Investigator: 
	Dr Jocelyn Neutze 

	 
	Sponsor: 
	Centre for Clinical Research and Effective Practic 

	 
	Clock Start Date: 
	28 February 2013 


Dr Stewart Dalziel of Starship Children’s Hospital and Dr Jocelyn Neutze of Middlemore Hospital 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. 
· Dr Dalziel briefly introduced this study, which aimed to compare different decision-making rules used in intensive care environments to evaluate head injury in children and determine whether CT scans were indicated.  Up to 1500 children would be involved in New Zealand.  The Committee noted the upper age limit for this study.  Dr Neutze clarified that upper age limits imposed by different sites depended their clinical practice.

· Dr Neutze clarified that study nurses would be aware if participants died following discharge from hospital.  Dr Dalziel noted that it would be very unlikely that families whose child had died after their hospitalisation would be contacted for follow-up.

· The Committee noted that the application had indicated that the study involved kaupapa Māori research methodologies.  The researchers confirmed that this was a mistake, and noted some issues in using the online application system.

· The researchers noted that ethnicity data would not be collected, as this would not be collected in Australia.  Dr Dalziel explained that it was well known that children presenting with head injury tended to be Māori or Pacific (and from lower socioeconomic backgrounds), and that data on this was collected as a matter of course.  The Committee discussed the desirability of including ethnicity data in the study regardless, as this could be useful in future, and queried whether this would be straightforward.  Dr Dalziel confirmed that it would be easy to collect, but that it might not be useful to do so given that the information was already available through NHI numbers.  Other studies coming up would involve collecting ethnicity data.
· The Committee queried whether ethnicity had any effect on the decision rules applied in cases of child head injury.  Dr Dalziel clarified that the study was unlikely to be adequately powered to answer that question.  The Committee noted that it could be unethical to collect this information if there was no obvious use for it.
· With regards to the PISCF, the Committee requested that:

· a link to the “Predict” website be included
· the acronym “A-PHIRST” be spelled out in full the first time it appears.

· The Committee noted that participants would give verbal consent, rather than written consent.  Dr Dalziel explained the recruitment and consent process for the study, noting that verbal consent was being used in Australia and had been used by Starship for similar studies.  Verbal consent would be fully documented.  The Committee noted that the study was a low-risk observational follow-up study, and that verbal consent could improve recruitment and make it simpler for participants to be involved.
Decision 

This application was approved by consensus.
	 3  
	Ethics ref:  
	13/NTA/25 

	 
	Title: 
	ProMRI PROVEN Master Study 

	 
	Principal Investigator: 
	Dr Nigel Lever 

	 
	Sponsor: 
	Biotronik Australia Pty Ltd 

	 
	Clock Start Date: 
	28 February 2013 


Ms Jan Burd 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 Committee noted that the study involve administering MRIs, which carried some risks, including arrhythmias.  Ms Burd noted that there was some risk in putting a pacemaker into an MRI machine, but the devices being studied were specifically designed to minimise this risk.  Previous trials had demonstrated that these devices were MRI-safe, but the research team was obliged to inform participants of the risks regardless.  

· The Committee queried what would happen if MRI scans were not conducted with all of the safeguards outlined in the protocol.  Ms Burd explained that all those involved in scanning and preparing participants would be trained, and participants would be checked immediately prior to scan.  It was not impossible that a step would be missed, but the study was designed to minimise this possibility.  

· The Committee queried whether there was a risk of participants presenting for MRI at another hospital.  Ms Burd noted that such participants would be putting themselves at risk if they underwent a scan without declaring the fact that they had an implant, but that the research team did not have control over this.  The Committee noted that this risk could be managed by ensuring that participation status was recorded on electronic patient management systems.
· The Committee queried whether the study would add to knowledge, and whether enough was already known about the device (and that the design of the study was appropriate) to be sure that participants in this study would not be exposed to harm without any possible benefit.  Ms Burd clarified that devices had undergone testing individually, but not as a family, and that further advice could be sought from the company biostatisticians as to the design.  The Committee noted that this clarification would ideally come from an independent party.  Ms Burd noted that the study had not yet gone to Auckland DHB’s Research Review Committee, which would provide this review.
· The Committee queried whether an independent data monitor would be set up for this study, which Ms Burd confirmed.  The Committee noted that the answer to r.1.3 indicated that an independent DSMB would be set up.  There was a lack of clarity at section r.1.3- in the form, as the word “monitor” could be taken to be the site monitor.
Decision 

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

· Please provide independent confirmation of the appropriateness of the study’s biostatistical aspects.  (Ethical Guidelines for Intervention Studies, para 5.4-)
This information will be reviewed, and a final decision made on the application, by the Chair and Ms Chagani.
	 4  
	Ethics ref:  
	13/NTA/26 

	 
	Title: 
	EnligHTN III 

	 
	Principal Investigator: 
	Dr  Mark Webster 

	 
	Sponsor: 
	St Jude Medical  New Zealand Ltd 

	 
	Clock Start Date: 
	28 February 2013 


Ms Robin Clarke 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. 
· Ms Clarke briefly introduced the study, noting the prevalence of hypertensive individuals in New Zealand and the lack of efficacy of some current treatments.  This study would involve examining a procedure to control hypertension by ablating the renal nerve.  The study would allow access to this procedure for patients who could not afford it privately.

· The Committee queried the difference between the different generations of ablation machine, and that it was not always clear in the application which generation would be used in the study.  Ms Clarke confirmed that the “generation two” machine would be used in this study.  This machine could ablate simultaneously at multiple (up to four) sites.  The study was designed to evaluate simultaneous burning (as against single burning in the earlier Enlighten trials).  

· Ms Clarke clarified that Enlighten II would be likely to finish before Enlighten III began.  The Committee discussed whether it was ethical for the earlier studies to continue given newer versions of the machine were available to trial, and whether there was a risk that participants in “III” would have access to better standard of treatment that those in “II”, but noted that the studies were not sufficiently powered to confirm this.
· The Committee queried the risks involved in the procedure.  Ms Clarke explained that the procedure was not without risk, but would be carried out by specialists with experience in managing clinical risk.  Peer review had been carried out by a kidney specialist from Otago, and a data safety monitor would be in place.  Ms Clarke confirmed that ablation could be painful, and noted that participants would be given anaesthetic.  

· The Committee queried whether blood samples taken as part of the study would be sent offshore for analysis.  Ms Clarke confirmed that they would not.

· Ms Clarke confirmed that the findings of this study would be passed on to participants, as well as their health care providers.

· With regards to the PISCF, the Committee requested that: 

· participants be clearly informed that nerve ablation is irreversible.  Given this, it is important to be clear that continuing specialist follow-up is highly desirable (regardless of participation in the study).
· the word “de-identified” be removed from page 9.
· The Committee noted that the CI held a number of patents, and asked for confirmation that this did not present a conflict of interest for the investigator in the context of this study.
Decision 

This application was provisionally approved by consensus, subject to the following information being received. 
· Please confirm whether the CI has a commercial interest in the intervention being studied, and if so, how this potential conflict of interest will be minimised and managed.  (Ethical Guidelines for Intervention Studies, para 4.18-)
This information will be reviewed, and a final decision made on the application, by the Chair, Dr Saafi and Prof Miles.
	 5  
	Ethics ref:  
	13/NTA/27 

	 
	Title: 
	A study to assess the efficacy and safety of sarilumab and methotrexate (MTX) compared to etanercept and MTX in patients with Rheumatoid Arthritis after an inadequate response to adalimumab and MTX. 

	 
	Principal Investigator: 
	Dr Alan Doube 

	 
	Sponsor: 
	Covance Asia Pte. Ltd 

	 
	Clock Start Date: 
	28 February 2013 


No members of the research team 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.

OR 

[Member] declared a potential conflict of interest, and the Committee decided to [details].
Summary of ethical issues
The main ethical issues considered by the Committee were as follows. 
· The Committee noted that it was difficult to get a sense of the design and purpose of this study from the application documents.  It was particularly difficult to understand the “double-dummy” aspect of the study design, which appeared to involve non-active injections in order to mask which arm of the study a participant was on. 

· The Committee discussed the “sub-study” for non-responders, in which participants who had responded to a drug appeared to be offered the chance to participate in an open-label study of another one.  The rationale for this had not been clearly understood.
· The Committee noted that the application indicated that the study did not involve any ethical issues, and queried this.

· The Committee noted the need to be sure that SCOTT review had been obtained, as peer review did not appear to have been provided from any other independent source.  The complexity of the study design meant that members felt it would be wise for the Committee to wait until SCOTT review had been completed, as it may be possible to design the study in such a way as to avoid giving people unnecessary injections.
· The Committee noted that the applicants had indicated (at question b.4.2) that results “may” be published.  This was not felt to be adequate.
· The Committee noted that HIV testing was involved in this study, and that the explanation given was around likelihood of infections.  The Committee felt that these reasons should be explained upfront in the PISCF, and be accompanied by an explanation of how positive results would be handled.
· The Committee noted that tissue collected in this study would be sent overseas for analysis, and discussed whether genetic information would be retained past disposal of the tissue (after 15 years), and whether samples would be used in other studies.
· The Committee noted that some study products had been approved for sale in other jurisdictions, but that there was no mention of whether they were approved in New Zealand.
· The Committee noted the length (23 pages) and complexity of the PISCF, which was likely to be very difficult for study participants (who were likely to be vulnerable) to understand.  The consent form was brief and unrelated to the HDEC template.
· The Committee noted that the review of this application would have been simplified by the presence of the research team, and recommended that a member of the research team attend meetings in person or by teleconference should another application be submitted for this study.
Decision 

This application was declined by consensus, as the Committee did not consider that the study would meet the following ethical standards.
· Ethical Guidelines for Intervention Studies, para 6.6-:  The Committee was not satisfied that the information to be provided to participants in this study would allow them to make a free and informed decision to participate.  Substantial revision of information sheets would be required to shorten and simplify the text.
Ethical Guidelines for Intervention Studies, para 7.17-:  From the information provided, the Committee was not satisfied that arrangements for publishing study results met or exceeded the relevant ethical standards.

	 6  
	Ethics ref:  
	13/NTA/28 

	 
	Title: 
	Nicotinamide and innate immunity  

	 
	Principal Investigator: 
	Dr Conroy Wong 

	 
	Sponsor: 
	none

	 
	Clock Start Date: 
	28 February 2013 


Dr Wong and Dr Leon Chang 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. 
· Dr Wong briefly introduced the study, explaining that the vitamin nicotinamide had been shown in a recent study to have a powerful effect on bacterial growth.  The study aimed to help translate this finding into clinical practice, and would involve collaborating with the authors of the original study.  The study would involve four patients with bronchiectasis, and four without.  
· The Committee queried how participant liver function would be monitored.  Dr Chang outlined the results of earlier tests using pure nicotinamide, noting that a diluted form would be used in this study. The dose used in this study would be three to six grams, which was substantially more than would be obtained from a normal diet. Nicotinamide had been studied in connection with diabetes and had been shown to be safe in high doses.  
· The Committee queried whether standard treatment would be withheld in this study.  Dr Wong confirmed it would not, and explained that standard treatment involved physiotherapy and antibiotics.  However, being on antibiotics would be an exclusion criterion.  
· The researchers confirmed that tissue taken as part of this study would not be sent overseas for analysis.

· The Committee noted the very good response to issues of Māori relevance.  Dr Wong noted that bronchiectasis was more prevalent among Māori and Pacific Island peoples.

· In terms of peer review, Dr Wong explained that the protocol had been developed in collaboration with the San Diego researchers who authored the original study showing the antibacterial effect of nicotinamide.  The Committee queried whether SCOTT approval should be obtained for this study, and suggested that the chair of SCOTT’s opinion be sought.
· The Committee noted a general need to proof-read the PISCF, replacing technical language with lay terms wherever possible.

· Dr Wong confirmed that all participants would be able to consent for themselves.
Decision 

This application was approved by consensus.
	 7  
	Ethics ref:  
	13/NTA/29 

	 
	Title: 
	RESTORE II Trial 

	 
	Principal Investigator: 
	Dr John Ormiston 

	 
	Sponsor: 
	REVA Medical 

	 
	Clock Start Date: 
	01 March 2013 


Ms Roma McDonald and Ms Joanne Urquhart 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. 
· Ms McDonald briefly introduced the study, which involved a bioabsorbable scaffold.  The earliest bioabsorbable stents were trialled by Abbott six years ago and had just been approved for use.  The study was going through Auckland DHB’s Research Review Committee, and had been peer-reviewed by the study sponsor (although no document confirming this was yet available).  Other cardiologists were likely to be involved in conducting this study, including Dr Mark Webster and Dr Seif El-Jack.

· The Committee discussed the recruitment process for this study, which involved people currently on waiting lists. 

· Ms McDonald clarified that participants would not be paid for their participation, although expenses would be reimbursed.  Insurance cover would be unaffected.

· The Committee asked for an explanation of how the study design would evaluate safety and performance.  Ms McDonald replied that a data safety monitoring board would be in place for the study, set up by the sponsor.  Any stent operation carried risk, and adverse events would be reported to the study sponsor within 24 hours.  The Committee remained unclear as to how the device’s performance would be evaluated, and against what.  Dr Ormiston would be asked to clarify this point.
Decision 

This application was approved by consensus. 

	 8  
	Ethics ref:  
	13/NTA/30 

	 
	Title: 
	PHASE II CLINICAL STUDY MODEL XRA03 

	 
	Principal Investigator: 
	Dr Dean Corbett 

	 
	Sponsor: 
	Abbott Medical Optics Inc 

	 
	Clock Start Date: 
	01 March 2013 


Dr Corbett 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 Committee noted that the application involved an adjunct study, and asked Dr Corbett to outline the results of the previous safety study.  Dr Corbett had not seen these results, but confirmed that only minor changes had been made to the lens that would be used in the study.  This alteration was intended to reduce known problems with night-time vision associated with this lens.

· The Committee noted that the application stated (at b.1.1) that the lens “will” provide better functional vision, and queried whether a slightly more conditional phrasing (“is expected to”) would be appropriate.  Dr Corbett agreed and noted that perception of benefit was a subjective matter. The Committee also noted that the PISCF should contain brief details of the sponsor, and be on letterhead with appropriate contact details.

· The Committee queried the study’s focus on English-speaking participants.  Dr Corbett explained that translators were not provided for in the budget for this study.

· The Committee noted that Māori consultation had not been undertaken for this study, and that Auckland DHBs would be able to advise on the process.

· The Committee queried the payment required of participants in this study.  Dr Corbett noted that surgery was available publicly or privately, with a cost of around $8,400 for both eyes with “standard” lenses.  More advanced lenses could add from $1,200 to $2,500 per eye.  In order to be able to conduct the study, Dr Corbett had reduced his surgical fee, and the cost to participants was significantly less than that of “standard” lens surgery (although participating in research was more costly to participants in other ways, such as time).  The costs had been designed to strike a balance between the need to recruit and the desirability of doing this research.  Participants would also be reimbursed with Westfield vouchers for any additional costs of being in the study.
· The Committee discussed the potential availability of ACC for participants injured in this study, and noted that the wording in the PISCF did not guarantee ACC-equivalence.  This aspect of the PISCF needed to be amended.  Dr Corbett confirmed that the study was sponsored, and the sponsor needed to ensure compensation would be available.
· The Committee queried whether appropriate peer review had been carried out for this study, as evidence had not been provided.  Dr Corbett was asked to confirm this.
Decision 

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

· Please amend the information to be provided to participants as per the Committee’s discussion. (Ethical Guidelines for Intervention Studies, para 6.6-)
· Please provide evidence of consultation with Māori. (Ethical Guidelines for Intervention Studies, para 4.7-)

· Please provide evidence of appropriate peer review. (Ethical Guidelines for Intervention Studies, para 5.11)

· Please confirm that ACC-equivalent compensation will be available to participants injured as a result of treatment given as part of this study.  (Ethical Guidelines for Intervention Studies, para 8.1-)
This information will be reviewed, and a final decision made on the application, by the Chair and Ms Stanton.

	 9  
	Ethics ref:  
	13/NTA/31 

	 
	Title: 
	Equipment use after stroke 

	 
	Principal Investigator: 
	Ms Pauline Boland 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	01 March 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 considered that the letter of invitation should be sent from the researcher on University of Otago letterhead, rather than from the DHB, which could be potentially confusing.  This letter should also confirm ethics approval for the research.

· The Committee considered that the study should avoid potential participants who have other conditions, especially those that may impact on capacity to consent (eg, dementia).  This could be inferred from some aspects of the application.  However, the PISCF would more appropriately refer to people who are assisting in supporting participants, rather than those who are legally responsible for participants.
· The Committee noted that consent for image release should make clear that images will contain no identifying information, and refer to “monetary” rather than “corporate” benefit.
· The Committee noted multiple typographical errors in the PISCFs for this study, which may detract from readability, and suggested that these be corrected.
Decision 

This application was approved by consensus. 

	 10  
	Ethics ref:  
	13/NTA/32 

	 
	Title: 
	Phase III, Safety and Tolerability; 4-17 years of age; Flu Cell Culture vs Egg derived vaccine. 

	 
	Principal Investigator: 
	Dr Simon Carson 

	 
	Sponsor: 
	Novartis Vaccines and Diagnostics Australia Pty Lt 

	 
	Clock Start Date: 
	01 March 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.

OR 

[Member] declared a potential conflict of interest, and the Committee decided to [details].
Summary of ethical issues
The main ethical issues considered by the Committee were as follows. 
· The Committee queried whether SCOTT approval would be required for this vaccine study, and whether Ministry approval would be required.  There was a potential for confusion between the vaccines being studied, and the vaccine available through the public health system.
· The Committee noted the requirement for birth control for female participants, and that participants would be less than 18 years of age.  There appeared to be an inconsistency between requiring parental consent for participation in the study, but not for access to contraception, which would depend on the competence of the minor under 16.  Further, given that pregnant and nursing women would undoubtedly be given the vaccine, excluding them from this study would arguably be unethical.
· The Committee noted that the study was commercially sponsored by Novartis.
· The Committee noted a need to re-do the information sheets and consent forms, making them age-appropriate, introducing “assent” forms for children unable to consent (and consent forms for children who are able to consent).  The PISCFs provided in the application were felt to be too long and too complicated to be easily understood by children or their parents.  Compensation information was not consistent between PISCFs.
· The Committee noted that no formal DSMB would be in place for this study, and that Māori consultation had not been undertaken.

· The Committee noted a potential conflict of interest, given that participants would be recruited from the investigator’s own patients.
Decision 

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

· Please justify excluding pregnant women from this study.  (Ethical Guidelines for Intervention Studies, para 5.26-)
· Please amend the information to be provided to participants in this study as per the Committee’s discussion.  (Ethical Guidelines for Intervention Studies, para 6.6-)

· Please explain how the potential conflict of interest between the investigator’s clinical and research roles will be minimised and managed.  (Ethical Guidelines for Intervention Studies, para 4.18-)
This following information will be reviewed, and a final decision made on the application, by the Chair and Ms Stanton.
	 11  
	Ethics ref:  
	13/NTA/33 

	 
	Title: 
	EVOLVE II QCA 

	 
	Principal Investigator: 
	Dr Seif El-Jack 

	 
	Sponsor: 
	Boston Scientific Corportion 

	 
	Clock Start Date: 
	01 March 2013 


Mr Hector Gonzales 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.

Dr Brian Fergus declared a potential conflict of interest.  The Committee did not require him to leave the room during discussion of this application.
Summary of ethical issues
The main ethical issues considered by the Committee were as follows. 
· Mr Gonzales briefly introduced the study, which involved using a stent on 100 participants in NZ, Australia, Singapore and Japan.  80 participants would be enrolled in NZ.  Participants would return for an angiogram with a QCA analysis to follow up on the performance of the stent in keeping the artery open.

· The Committee noted that the information to be provided to participants was unclear as to whether the study was an intervention study, and whether the intervention was investigational.  It would be useful to reword the relevant section of the PISCF.
· The Committee queried the peer review that had been carried out for this study.  Mr Gonzales confirmed that peer review had been carried out mainly by the sponsor, based on their past research.  There were some restrictions on publications but negative findings would be reported.

· The researchers were in the process of submitting the study for approval to DHBs, which would involve the usual level of Māori consultation.

· The Committee discussed the risks of the stent on pregnant women.  Mr Gonzales confirmed that pregnancy was an exclusion criterion for this study.  Relatively few women had had stents inserted during pregnancy.  The Committee noted that if pregnant women could have stents inserted, it may be unethical to exclude them.
· Mr Gonzales explained that the information sheet for this study was based on the approved PISCF for 12/NTB/36, a related study. The Committee suggested that the PISCF should be clear that no identifying information, material or tissue will be sent overseas.

· Mr Gonzales confirmed that health information would be stored for the periods required under NZ law.
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 discussed the size of the agenda for this meeting, and suggested that fewer papers be provided in hardcopy now that all documents could be accessed electronically.  Key documents that should continue to be provided in hardcopy included the application form itself, the PISCF(s), and briefer protocols.
3. Assoc Prof Miles signalled dissatisfaction with information study purpose and design provided in some application forms, noting that it is frequently difficult to tell what a study is about.  He suggested the committee take a stronger line with this in future and expect more clarity.  This also applied to the explanations given of the scientific design of studies, which were frequently too brief and failed to justify the choice of design.  Assoc Prof Miles suggested changing the text of questions, to:  what is the justification for performing this study?; what is the state of the knowledge?; how will knowledge increase as a result of the study?; can this knowledge be translated into change and outcomes?; what is the primary question?; and what’s the method by which it will be answered?  Assoc Prof Miles also suggested that it would be more logical to put question a.1.6 in section b1.  
4. Members suggested that sections in the form be numbered and in order, rather than distinguished by letter according to the principle they referred to.
5. The Committee discussed the usefulness of having researchers attend meetings in person.  It was more difficult to have a discussion about tikanga Māori by teleconference.  It was suggested that Skype could be used.  The Committee expressed a strong preference that researchers who were in a position to attend should do so, and suggested that the wording of the invitation in letters be stronger.  Members suggested that a HDEC chair could write a brief article for HRC’s Ethics Notes encouraging attendance.
6. Some members raised issues with the Members Portal, which frequently timed them out.  This issue did not appear to affect all members.
7. The Chair reminded the Committee of the date and time of its next scheduled meeting, namely:

	Meeting date:
	09 April 2013, 01:00 PM

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



No members tendered apologies for this meeting.
The meeting closed at 6.13pm.
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