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		Minutes





	Committee:
	Northern B Health and Disability Ethics Committee

	Meeting date:
	07 May 2013

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



	Time
	Item of business

	12:00pm
	Welcome

	12:15pm
	Confirmation of minutes of meeting of 02 April 2013

	
	New applications (see over for details)

	12:30 – 1:00
1:00 – 1:30
1:30 – 2:00
2:00 – 2:30
2:30 – 3:00
3:00 – 3:30
3:30 – 4:00
4:00 – 4:30
	   i 13/NTB/47 
  ii 13/NTB/48 
  iii 13/NTB/49 
  iv 13/NTB/52 
  v 13/NTB/53 
  vi 13/NTB/54 
  vii 13/NTB/55 
  viii 13/NTB/56 

	4:30 – 5:00
	Review of approved studies (see over for details)

	
	 i MEC/08/03/033

	5:10pm
	General business:
· Noting section of agenda

	5:30pm
	Meeting ends



	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

	Mrs Raewyn Sporle 
	Lay (the law) 
	01/07/2012 
	01/07/2015 
	Present 

	Mrs Maliaga Erick 
	Lay (consumer/community perspectives) 
	01/07/2012 
	01/07/2014 
	Present 

	Mrs Mary Anne Gill 
	Lay (consumer/community perspectives) 
	01/07/2012 
	01/07/2015 
	Present 

	Mrs Kate O'Connor 
	Non-lay (other) 
	01/07/2012 
	01/07/2015 
	Present 

	Mrs Stephanie Pollard 
	Non-lay (intervention studies) 
	01/07/2012 
	01/07/2015 
	Present 

	Dr David  Stephens 
	Lay (consumer/community perspectives) 
	01/07/2012 
	01/07/2014 
	Apologies 

	Dr Paul Tanser 
	Non-lay (health/disability service provision) 
	01/07/2012 
	01/07/2014 
	Present 

	Ms Kerin Thompson 
	Non-lay (intervention studies) 
	01/07/2012 
	01/07/2015 
	Present 

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


 

Welcome
 
The Chair opened the meeting at 12:18pm and welcomed Committee members, noting that apologies had been received from Dr David Stephens.

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 2 April 2013 were confirmed.


New applications 


	 1  
	Ethics ref:  
	13/NTB/47 

	 
	Title: 
	Does pre-emptive sciatic nerve block prevent phantom limb pain? 

	 
	Principal Investigator: 
	Dr Kelly Byrne 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	25 April 2013 


 
Dr Kelly Byrne was present via teleconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of ethical issues

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

· The Committee noted this was a well written application.
· The Committee queried the sample size (80 participants). Dr Byrne explained that there are approximately 120 potential participants a year, and of these 10-20% will be unable to consent due to mental impairment. 
· Māori Consultation has been undertaken with Te Puna Oranga.
· Please ensure a lay summary of results is provided to participants after the study ends.
· The Committee queried the discrepancy in follow up times between the Consent Form and the application question R.1.6. Dr Byrne confirmed follow up would be at 6 months and at 12 months.
· The Committee noted that peer reviewer John Barnard is an anaesthetist who specialises in chronic pain. 
· The Committee noted that section B.4.4.1 of the application states that study data will be anonymous however intended data analysis cannot be conducted if the data is anonymous. Dr Byrne clarified that the data will be ‘de-identified’ at analysis.  Please refer to section 7 of the NEAC Ethical Guidelines for Intervention Studies.
· The Committee queried how information will be linked from the questionnaire to the participant’s information. Dr Byrne clarified that this information will be supplied over the phone so the researchers will have the patient information in front of them while conducting the questionnaire. An identification number will be assigned to each participant.
· The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
· clarify that information about the pain pump, in particular the dosage of painkillers taken, would be recorded during the study,
· include ACC clause,
· remove the option for interpreters, as they will not be made available to participants due to funding restrictions,  
· specify that data collected during the study will be made available for future research
· the title of the CF should reflect the title of the PIS, 
· on section 3 of the PIS replace ‘inquire’ with ‘ask you’, 
· refer to the Northern B Health and Disability Ethics Committee,
· refer to Waikato DHB rather than Waikato Hospital.

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).

The above information will be reviewed, and a final decision made on the application, by Mrs Mary Anne Gill and Mrs Maliaga Erick.  


	 2  
	Ethics ref:  
	13/NTB/48 

	 
	Title: 
	Post Market enVista Toric IOL Evaluation 

	 
	Principal Investigator: 
	Dr Dean Corbett 

	 
	Sponsor: 
	Bausch & Lomb 

	 
	Clock Start Date: 
	25 April 2013 


 
Dr Dean 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 this was a well written application.
· The Committee requested clarification about the post market lenses. Dr Corbett explained that the lenses are not substantially different from those on the market. It is Dr Corbett’s view that the Toric lens may be superior in quality.. In theory the proposed lens should remain clearer and more rotationally stable in the eye, in virtue of its design. The company wants to collect post market data on stability, hence the trial to measure lens rotation and investigate if this can be reduced.
· The Committee noted that post marketing studies are very useful for detecting issues that without follow up may go unnoticed. 
· The Committee considers this trial is for the primary benefit of the manufacturer. Please provide insurance and compensation details. ( please respond to questions r1.9 of HDEC application form as this question was disabled).
· The Committee requested evidence of independent peer review. Dr Corbett said he will provide peer review by 14 ophthalmologists who have already reviewed the trial.
· The Committee queried what ‘inconvenience costs’ include (p.3.3.1) and requested details of the level of reimbursement that would be made available to participants. Dr Corbett clarified that this can cover time away from work, from family, and travel.  
· The Committee queried what measures would be taken if a participant withdrew from the study. Dr Corbett explained that if a participant wanted to withdraw from the study and have the lens removed then there would be a discussion relating to the pros and cons of the subsequent surgery. There has never been a case of this in the past decade.
· The Committee considers a data safety monitoring board should be put in place for this study. Dr Corbett stated that this would be sensible, and that any data collected would be readily available, however there may be communication difficulties due to the sponsor being based overseas in Asia.
· The Committee noted this is an interventional study, rather than an observational study.
· Committee queried to the conflict of interest that may arise due to patients being recruited into the study by their own optometrist. Dr Corbett stated that there is no incentive, payment or share involvement for participants further stating that patients will be treated regardless of study participation.
· The Committee queried participants have the option of talking to other people about their participation in this study. Dr Corbett clarified that an independent support person would not be formally made available to participants due to costs, but that potential participants are invited to discuss the study with their GP (this is stated in PISC).
· The Committee requested the following changes/inclusions to the Participant Information Sheet and Consent Form: 
· clarify that pregnant participants will be withdrawn from the study as this may affect the validity of the data, rather than due to risks posed by the study,
· confidentiality will be maintained – please refer to New Zealand privacy act,
· patients will be required to complete a questionnaire,
· remove repetition of risks, side effects and discomforts on pages two and three,
· include contact details,
· Include details of payment available to patients and how they may receive this.

Decision 

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

· Please provide insurance and compensation details (Ethical Guidelines for Intervention Studies para 8.5).
· Please provide evidence of favourable independent peer review (Ethical Guidelines for Intervention Studies Appendix 1).
· Please disclose details of all payments and reimbursements to be provided to study participants (Ethical Guidelines for Intervention Studies para 6.36).
· 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).

The above information will be reviewed, and a final decision made on the application, by Mrs Stephanie Pollard and Dr Paul Tanser.  


	 3  
	Ethics ref:  
	13/NTB/49 

	 
	Title: 
	Baby Brain Waves 

	 
	Principal Investigator: 
	Professor Alistair Gunn 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	25 April 2013 


 
Professor Alistair Gunn was not present for discussion of this application.

Potential conflicts of interest

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

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

Summary of ethical issues

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

· For future applications please keep in mind that the plain brief summary in a1.5 and b1.1 of the application form should be in lay language. It is essential that lay members of the Committee understand the information provided in the application form.
· The Committee noted the potential benefits of the study.
· The Committee notes that the researchers have acknowledged conflicts of interest and put plans in place to manage these.
· The Committee does not consider it appropriate to recruit babies whose parents are under the age of 16, as this would raise an issue with consent. 
· Please address the issue of potential stigmatisation and how this can be managed. 
· Please clarify  the consent process (i.e. how will potential participants be identified, who will approach potential participants, accepting consent is obtained before delivery please provide an expected timeline for this and whether consent is re-visited prior to babies being entered into study. Please explain how it will be known which babies may be monitored as per parents’ consent and if there is any risk of a baby for whom consent has not been given to be put on monitor in error ,
· The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
· the language used is overly technical and lacks empathy, please reword the PIS to make it  more personal and directed to the parents of the babies; use ‘your baby’ rather than ‘you’ where appropriate,
· explain to the parents of participants why they are being approached to participate in the study,
· that transport costs will be reimbursed.
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).
· Address the issue of potential stigmatisation and how this can be managed.
· Restrict participation to babies of mothers who are 16 years of age or older.

The above information will be reviewed, and a final decision made on the application, by Mary Anne Gill and Mrs Mali Erick


	 4  
	Ethics ref:  
	13/NTB/52 

	 
	Title: 
	Frequency of eating disorders in teenagers with type 1 diabetes  

	 
	Principal Investigator: 
	Dr Stephanie Cox 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	25 April 2013 


 
Dr Stephanie Cox was present by teleconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of ethical issues

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

· The Committee noted that a plan to avoid conflict of interest in recruitment was in place (P.3.1).
· The Committee queried the time frame of the study.  Dr Cox responded that patients have the option of filling out the questionnaire at the clinic or taking it home and returning it in 3 months.
· The Committee asked about ethnic identification of patients. Dr Cox responded that the geographic area has less Maori and Pacific populations.
· The Committee suggested Dr Cox investigate the legal obligations for minors participation in research.
· The committee queried whether referral pathways were in place for participants identified with an eating disorder.  The researcher stated that due to issues of confidentiality the questionnaire results would not be fed back to clinicians or parents.   The committee considered this to be particularly problematic for minors and also queried the availability of support contact numbers and literature.
· The Committee queried the exclusion criteria about social anxieties, depression or psychiatric disorders as it may exclude potential participants, adding that it may not be uncommon for participants to have both eating disorders and other mental health problems.
· The Committee requested that future applications are explicit about peer review processes.
· The Committee noted that study participants should not unfairly take the burden of risk for the public good. Please view Ethical Guidelines for Observational Studies para 4.8
· The Researcher suggested raising the inclusion age to 16, citing small loss of participants while retaining enough statistical power to draw conclusions. The Committee agreed that excluding 15 year olds would be appropriate.
· The Committee requested the most up to date version of the protocol.
· The Committee confirmed the patient card information was de-identified.
· The Committee queried data confidentiality. Dr Cox stated that data will be de-identified when collected and published anonymously. Please refer to section 9 of the Ethical Guidelines for Observational Studies.
· The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
· Make it clear that participants can withdraw from the study,
· add in helpline information for Eating Disorders Assoc NZ (EDANZ),
· amend inclusion and exclusion criteria to exclude 15 year olds,
· consider exclusion criteria about social anxieties, depression or psychiatric disorders and justify exactly which psychiatric disorders will be excluded. 

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 the most recent version of the study protocol.
· Amend the inclusion and exclusion criteria.
· Please submit the poster advertising the study.

The above information will be reviewed, and a final decision made on the application, by Mrs Mali Erick and Stephanie Pollard


	 5 
	Ethics ref:  
	13/NTB/54 

	 
	Title: 
	CAAN-AF 

	 
	Principal Investigator: 
	Dr Martin Stiles 

	 
	Sponsor: 
	South Australian Health and Medical Research Insti 

	 
	Clock Start Date: 
	25 April 2013 


 
Dr Miriam Friss, Deborah Peek, Rachael Monkley from Waikato Hospital 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. 

· Committee acknowledges the benefits of the trial.
· The Committee queried whether patients will have to pay for CRT installation. The researchers replied device company will provide some funding to upgrade existing devices in patients. 
· Committee request clarification about data ownership after the study (r.5.1). Researchers confirmed that it was the Adelaide hospital - South Australian Medical Research Institute who owned study data and that the funder did not influence the protocol nor will influence study data.
· Committee queried how single blind will be ensured. Researchers stated additional staff will be hired to conduct study tests.
· The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
· Make it explicit that some tissue samples will be sent overseas,
· include more detail on the sub-study,
· add option to consent to inform GP,
· use formatting to break up long text,
· add that participants will be pace maker dependent in the withdrawal section,
· make PIS more applicable to participants with CRT already installed.
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).

The above information will be reviewed, and a final decision made on the application, by Ms Kate O’ Connor and Kerin Thomson


	 6  
	Ethics ref:  
	13/NTB/55 

	 
	Title: 
	A clinical trial studying the effects of GLPG0634 and methotrexate given to participants with Rheumatoid Arthritis 

	 
	Principal Investigator: 
	Dr Daniel Ching 

	 
	Sponsor: 
	Galapagos NV 

	 
	Clock Start Date: 
	25 April 2013 


 
Dr Daniel Ching was present by teleconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of ethical issues

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

· Dr Ching explained that the study compound is a new class of molecules that could treat rheumatoid arthritis. 
· The Committee commended the study advertising.
· The Committee queried if applications were submitted overseas. Dr Ching replied the study was being submitted in Belgium. 
· The Committee confirmed the study had sufficient power to achieve valid scientific conclusions.
· The Committee confirmed SCOTT had approved the study.
· The Committee requested more information on the DSMC, and for reference for future applications, section r.1.5 requires information on data safety monitoring, rather than on-site monitoring of study conduct and source data verification.
· The Committee questioned the effect on participants having live flu vaccines.  The researcher confirmed that they recommend flu vaccines to patients who are immunocompromised and that these would be done before trial entry. 
· Dr Ching explained the protocol differences between 13/NTB/55 and 13/NTB/56.
· The Committee asked Dr Ching to clarify what alternative treatment is available for candidates who get sub-optimal results from methotrexate. . Dr Daniel Ching advised there are two alternative drug treatments which could be given to patients. For this reason it is thought likely that the patients entering will have mild to moderate RA rather than severe RA necessitating alternative therapy within the trial period.  
· The Committee requested clarification on the 12 week time frame between receiving sub-optimal therapy and rescue therapy. Dr Ching stated the time frame depended on the side effect. Dr l Ching added that 12 weeks is an internationally recognized ‘ethical length of time’ to wait before receiving ‘rescue treatment’. 12 weeks also applies to placebo controlled studies. 
· Dr Ching confirmed that data collection would be de-identified. The Committee requested that “Name” on the participant questionnaire be replaced by a study number and/or initials. Please refer to section 7 of the NEAC Ethical Guidelines for Intervention Studies.

· The Committee asked that in future applications question R.1.6 refers to comments about the termination criteria for the study, not in the context of individual withdrawal.
· The Committee requested any reference to consulting with an ‘independent person’ about participation in the study is replaced with GP. 
· The Committee noted that ethnicity data collection should be appropriate for a New Zealand context.
· The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
· Include a short lay study title,
· add Northern B Ethics Committee,
· add Maori Liaison Officer contact details,
· make information accessible to lay participants,
· on page 1remove ‘as required by US law’,
· clarify the role of INC research or remove mention of INC research,
· remove statement about genetic analysis (page 9),
· add that consent will be sought to record participants pregnant partners information for the study. This information must be consented to before being recorded and release forms may be appropriate. (NEAC reference),
· remove statement ‘you will not paid for any other damages or losses” (page 13),
· the alert card requires a 24/7 New Zealand number,
· replace ‘record’ with ‘study data’ (page 16),
· remove option to decline consent for GP to be aware of study involvement,
· make number of medication doses per day consistent.

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).
· Provide information, including composition, of the DSMC (Ethical Guidelines for Intervention Studies para 6.50 – 6.53).

The above information will be reviewed, and a final decision made on the application, by Dr Paul Tanser and Stephanie Pollard.


	 7  
	Ethics ref:  
	13/NTB/56 

	 
	Title: 
	A clinical trial studying the effects of GLPG0634 given to participants with Rheumatoid Arthritis. 

	 
	Principal Investigator: 
	Dr Daniel Ching 

	 
	Sponsor: 
	Galapagos NV 

	 
	Clock Start Date: 
	25 April 2013 


 
Dr Daniel Ching was present by teleconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of ethical issues

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

· Dr Ching explained that the study compound is a new class of molecules that could treat rheumatoid arthritis. 
· The Committee commended the study advertising.
· The Committee queried whether there were applications being submitted overseas simultaneously as NZ. Dr Ching replied the study was being submitted in Belgium. 
· The Committee confirmed the study had sufficient power to achieve valid scientific conclusions.
· The Committee requested more information on the DSMC.
· Dr Ching explained the protocol differences between 13/NTB/55 and 13/NTB/56.
· The Researcher confirmed that data collection would be de-identified. The Committee requested that “Name” on the participant questionnaire be replaced by a study number and/or initials. Please refer to section 7 of the NEAC Ethical Guidelines for Intervention Studies.
· The Committee requested any reference to consulting with an independent person about the study is replaced with GP. 
· The Committee noted that ethnicity data collection should be appropriate for a New Zealand context.
· The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
· Include a short lay study title,
· add Northern B Ethics Committee,
· add Maori Liaison Officer contact details,
· make information accessible to lay participants,
· on page 1 remove ‘as required by US law’,
· clarify the role of INC research or remove mention of INC research,
· remove statement about genetic analysis (page 9),
· add release forms to record participants pregnant partners information for the study. This information must be consented to before being recorded. (NEAC reference),
· remove statement ‘you will not paid for any other damages or losses” (page 13),
· the alert card requires a 24/7 New Zealand number,
· replace ‘record’ with ‘study data’ (page 16),
· remove option to decline consent for GP to be aware of study involvement,
· make number of medication doses per day consistent across all groups.

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).
· Provide information, including composition, of the DSMC (Ethical Guidelines for Intervention Studies para 6.50 – 6.53).

The above information will be reviewed, and a final decision made on the application, by Dr Paul Tanser and Stephanie Pollard.



Provisional Approval Response

	1  
	Ethics ref:  
	13/NTB/24 

	 
	Title: 
	MK-3475 vs Ipilimumab for advanced Melanoma 

	 
	Principal Investigator: 
	Dr Bernie Fitzharris 

	 
	Sponsor: 
	Merck Sharp & Dohme

	 
	Clock Start Date: 
	21 February 2013 


 
Dr Bernie Fitzharris and Anne Smith and Kate Moore 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.

Ms Kerin Thompson declared a potential conflict of interest. The Committee decided Ms Thompson could participate in the discussion but would not be involved in the decision.

Summary of ethical issues

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

· The Researchers addressed confidentiality processes in place to protect potential participant data, in relation to screening health information (Q3). The Committee was satisfied with the response.  
· The Committee acknowledged the appropriate response to Q4.
· The Researchers confirmed the PIS states the study drug is registered but not funded in New Zealand.
· The Researchers acknowledged that there is potential for some element of coercion to take part in the study due to the study drug being expensive and that they would be mindful of this when recruiting.
· The Researchers addressed Q7 stating that HIV is not common in the study participant community and that if the individual patient has risk factors that are relevant to HIV it would be tested for.
· The Committee would like confirmation that the information on the Alert Card is robust as an emergency safety measure, and is sufficient for the right people to be contacted quickly. The researcher confirmed that the card was robust, citing 24/7 access to study personnel and other local standard practices which supplement the use of alert card.
· Committee asked to make it explicit in future applications that there has been more robust independent peer review.
· The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
· Any international documentation (such as participant alert cards) must be guaranteed to meet the needs and requirements of New Zealanders,
· please list Nivolumab side effect information in a separate paragraph, titled ‘additional class effects’, List only those that the PI feels appropriate as it is expected that there is sufficient safety data on the study drug itself for a phase III trial to be conducted,
· check that the standard MSD statement  which has been added to page 13 is in accordance with New Zealand law, i.e. is it acceptable that patients do not have access to their records to make corrections? 

Decision 

This application was approved by consensus.  Researchers should submit the final PISCF to secretariat for completeness. 

Review of approved studies

	 1  
	Ethics ref:  
	MEC/08/03/033 

	 
	Title: 
	The Synergism Or Long Duration (SOLD) Study 

	 
	Principal Investigator: 
	Dr Vernon Harvey 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	25 September 2012 


 
Dr Vernon Harvey was present in person for discussion on this item.

Potential conflicts of interest 

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

Kerin and Stephanie declared a potential conflict of interest. The Committee agreed that both members will not take part in the discussion. 
The Chair noted that fewer than five appointed members of the Committee were remaining after calls for conflicts of interest, and that it would be necessary to co-opt members of other HDECs in accordance with the SOPs.  
Brian Fergus confirmed his eligibility, and were co-opted by the Chair as members of the Committee for the duration of the Review of approved studies.

Attendees:
Christine Crooks & Associate Professor Vernon Harvey – members of the SOLD research team

Libby Burgess, Chris Frampton, Chris Walsh and Kirsty Jones from Breast Cancer Aotearoa Coalition.

Summary of reason for review

The Committee had received written correspondence from BCAC on 24 March 2013 and had also received a response document from Dr Harvey; a copy of this was given to the BCAC representatives. BCAC also presented an additional written submission discussing ethics and although this was talked to, Committee members did not have adequate time to preview the contents of the document. A representative, Chris Frampton, from BCAC also talked to the statistical analysis, but this was also presented at the meeting and had not been available for committee preview. A BCAC representative, Christine Walsh, also spoke to the ethical issues and raised issues relating to informed consent and women being confused about the SOLD trial. The following points arose from all these documents and discussions."

Approval for this study was reviewed on the basis of the following issues, which were raised by 
the Breast Cancer Aotearoa Coalition (BCAC):

· The BCAC noted that the SOLD trial exists to compare three treatments, ranging in treatment duration and timing of treatment, and claims the PHARE study proved that while there were some instances of reduced toxicity in shorter duration of therapy, there were also high occurrences of cancer recurrence and death. The BCAC holds that the risks of decreased toxicity do not outweigh the risks of cancer recurrence and death.
· The BCAC stated that risk and benefits are no longer justifiable for patients in the SOLD trial (Refer to NEAC guidelines 3.2, 3.2, 3.9, 3.11, 4.14, 6.7, 6.22.)and the  PIS/CF is not robust enough to ensure informed consent. 
· The BCAC was concerned that the PIS/CF does not discuss the reversibility of cardiotoxicity or the non-reversible recurrence of cancer and resulting death, and leads patients to believe that each treatment arm is equally beneficial. It also lacks information about what the current standard of treatment is in New Zealand and how SOLD relates to this, namely that SOLD is to find the ideal treatment duration rather than providing a ‘better’ or ‘equal’ treatment.
· The BCAC believe there was a failure to notify participants about the PHARE trial findings and consequent safety information resulting for study participants, resulting in a breach of informed consent (NEAC 6.21, 6.22.).
· BCAC notes that Medsafe declined to approve study involving similar/same levels of Trastuzumab in 2007, which is used in SOLD study.
· The BCAC raised the issue of conflicts of interests between participants and their GP or specialists who are recruiting.
· The BCAC stated that the PHARE study was stopped due to futility (being unable to prove hypothesis) and disputed the P-value of this study. None of the PHARE participants gained better treatment from 6 months than 12 months.

In response to the above Dr Vernon Harvey stated:

· The PHARE study is inconclusive. It has not been peer reviewed or published and there is no knowledge available as to why the trial was stopped.
· The SOLD trial is substantially different in its treatment method to the PHARE trial. SOLD incorporates treatment timing as a study factor, as well as duration. 
· While duration trials are running behind in recruitment, the SOLD trial has a higher recruitment rate than other duration trials. Furthermore, lack of funding due to no sponsor is a factor, as well as competition with other trials, some of which are highly funded and makes it hard to compete. 
· Cardiac toxicity due to Trastuzumab is treated with medication rather than reversed and the long term impact of this is not clear.
· Twelve months is the standard treatment and this is discussed with patients in every case and at every request, and only after the patient manifests an interest in participating  in a clinical trial is the SOLD trial introduced. It is noted that most patients do not enter any clinical trials.
· We know that Trastuzumab works, but we don’t know what the best time frame is – it is expensive and has toxic effects. To know the shortest time would be beneficial to future patients in having fewer side effects, less time spent in treatment and more funds available to treat more people.
· Dr Harvey acknowledged the difficulties in writing a short but comprehensive PIS. verbal conversations are frequent as the research team is readily available to answer any questions participants may have.
· Dr Harvey acknowledges the SOLD study is not accepted by all oncologists. 
· Dr Harvey replied to the query why ‘anyone would have only 3 treatments’ that it is because people want less time in treatment, even outside of the study and that it is the participant’s decision.

The Committee provided comments on the discussion:

· The Committee acknowledges that 12 months is standard treatment. 
· The claim that the PHARE study was stopped due to being unable to prove non-inferiority can’t be confirmed until adequate peer review and publication has occurred. The Committee queried whether the PHARE study has been submitted for publication. Neither Dr Harvey nor the BCAC are aware of this.
· The Committee notes that the PIS contains the current New Zealand standard practice (12 months of treatment) on page 6 of10.
· The Committee noted the structure of the PHARE trial is interesting and discussed reports from the PHARE trial, noting that the PHARE trial is presently not peer reviewed and remains hypothetical. Due to the trial failing to achieve its recruitment numbers, as well as the lack of a placebo, the trial’s power is decreased.
· The Committee queried the early termination of PHARE, noting the study was 15 participants short, and that there is no available information about whether health and safety was a factor in its termination. 
· The Committee noted the peer review component is a critical part of trial validity and considers it is not appropriate to use the unpublished results of the PHARE trial as a basis for reviewing the SOLD study.

The Committee decided that approval for this study should remain in place until further consideration by the Committee.
.

General business

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

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

	Meeting date:
	04 June 2013, 12:00 PM

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



	The following members tendered apologies for this meeting.

· Ms Mary Anne Gill, Mrs Mali Erick and Ms Kerin Thompson
[bookmark: _GoBack]
The meeting closed at 6.15pm
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