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	Committee:
	Northern B Health and Disability Ethics Committee

	Meeting date:
	05 February 2013

	Meeting venue:
	Waikato Hospital Campus


	Time
	Item of business

	12:00 noon
	Welcome

	
	Confirmation of minutes of meeting of 19 December 2012

	1:00 – 4:30 pm
	New applications (see over for details)

	
	     i 13/NTB/3

    ii 13/NTB/5

   iii 13/NTB/6

   iv 13/NTB/7

    v 13/NTB/8

   vi 13/NTB/10

  vii 13/NTB/11

	4:30 – 5:00 pm
	General business:

Noting section of agenda

	5:00 pm
	Meeting ends


	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

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

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

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

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

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

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


Welcome

The Chair opened the meeting at 12 noon and welcomed Committee members, noting that apologies had been received from Mrs Erick and Dr Tanser.
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 19 December 2012 were confirmed.

New applications 
	 1  
	Ethics ref:  
	13/NTB/3 

	 
	Title: 
	A study evaluating MK8325 in Hepatitis C Infected Males. 

	 
	Principal Investigator: 
	Prof Edward Gane 

	 
	Sponsor: 
	MSD 

	 
	Clock Start Date: 
	24 January 2013 


Prof Edward Gane 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.
· For future applications please keep in mind that the plain brief summary in a1.5 of the application form should be in lay language.

· Professor Gane clarified that this study will be open to both triple therapy treatment naïve and non-naïve patients. Participants will also have access to triple therapy after completion of trial treatment which includes a non-publicly funded drug.
· The Committee queried how participants will be recruited to the study, and who will be responsible for their medical care while in the clinical trials unit. Professor Gane clarified that participants will be referred from various DHBs and private medical practices. Five research physicians will be responsible for the care of these participants while in the clinical trials unit and will supervise study drug administration. Medical care will be available 24 hours when appropriate.

· The Committee asked for clarification on how study remuneration is calculated. Professor Gane noted this is calculated by taking into account study duration, number of visits, study medication taken and tests performed.

· The Committee discussed the cultural issues that would be likely to arise for Māori participating in the study.  Prof Gane noted that based on information from the NZ Blood Donors Registry the incidence of HCV in Māori is similar to non- Māori. The prevalence of HCV is related to the country of birth rather than ethnicity.

· The Committee noted participants with HIV will be excluded from the study, as this has both long term health implications as well as implications in the effectiveness of the trial drug. The research team do not expect to encounter participants with HIV. 

· The Committee noted the number of participants to be recruited as part of this study. The number of participants allocated per country is based on population and reflects the number of units involved in New Zealand.

· The Committee noted that the patients may be motivated to participate in the study due to later access to Boceprevir which is currently not funded in New Zealand. 

· The Committee requested a paper trail be kept of sample destruction by the laboratories involved.

· The Committee discussed how conflicts of interests will be managed and recommended an independent person to the study be made available to participants.

· Females will not be included in the study as future reproductive effects are not clear at this time. Will a vaccine tested and developed in males be safe and effective in females?

· Please clarify if ethics approval will be sought before future unspecified research is carried out on stored samples (as per the Ministry of Health’s Guidelines for the Use of Human Tissue for Future Unspecified Research Purposes).
· The Committee requested the following changes to the Participant Information Sheet and Consent Form:
· Remove option “I agree to an approved auditor...” on page 16. This should be written as a statement rather than a yes/no option.
· Include the cultural considerations paragraph in the main PIS/CF (as per page 5 of the Future Biomedical Research PIS/CF).
· Refer to the Northern B Ethics Committee.

· Please explain the use of the placebo.

· Include details of baseline ECG performed.

· Please remove statement “when possible” when referring to data confidentiality. 
Decision 

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

· Please provide a letter in response to the Committee’s queries.

· Please amend the information sheet and consent form for participants, 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 Mrs Pollard and Mrs Gill.
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	Ethics ref:  
	13/NTB/5 

	 
	Title: 
	MELVAC 

	 
	Principal Investigator: 
	Dr Catherine Barrow 

	 
	Sponsor: 
	Malaghan Institute of Medical Research 

	 
	Clock Start Date: 
	24 January 2013 


Dr Hermans and Dr Sharples were 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.

Stephanie Pollard and Kerin Thompson declared a potential conflict of interest, and the Committee decided Stephanie would not take part in the discussion.
Summary of ethical issues
The main ethical issues considered by the Committee were as follows. 

· The Committee noted the potential benefits of this study.
· The Committee queried the blinding of the study (i.e. the first arm is blinded, but the second arm is not).

· The Committee queried why follow up is only for 5 months considering melanoma recurrence may be long term (~5 years). Dr Hermans clarified the study is not aimed at evaluating drug efficacy.

· The researchers clarified that not all participants will exhibit an immune response to the cancer vaccine, but will most likely exhibit an immune response to the influenza protein. This will not elicit flu-like symptoms in the participants.
· The Committee requested a separate Participant Information Sheet and Consent Form be provided for optional unspecified research. 
· The Committee queried item 9 of the HRC Data Monitoring Committee. Dr Hermans clarified this was initially one study, but in response to this feedback the study was separated into the MELVAC and MELVAC Dose Escalation studies.

· It is noted that Māori Consultation is currently being undertaken.
· The Committee requested the following changes to the Participant Information Sheet and Consent Form:
· Spell check

· On page 2 clarify that blinding is only applicable to arm 1.

· Clarify that the vaccine will not elicit flu-like symptoms in the participants

· Remove the “Future research option” paragraph on page 8 of the main PIS/CF.

· Remove optional consent to inform participants GP on page 10. This should be written as a statement rather than a yes/no option.

Decision 

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

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

· Provide a separate Participant Information Sheet and Consent Form optional unspecified research (Guidelines for the Use of Human Tissue for Future Unspecified Research Purposes).
This information will be reviewed, and a final decision made on the application, by Dr Stephens and Ms O’Connor.
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	Ethics ref:  
	13/NTB/6 

	 
	Title: 
	MELVAC Dose Escalation 

	 
	Principal Investigator: 
	Dr Catherine Barrow 

	 
	Sponsor: 
	Malaghan Institute of Medical Research 

	 
	Clock Start Date: 
	24 January 2013 


Dr Hermans and Dr Sharples were 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.

Stephanie Pollard and Kerin Thompson declared a potential conflict of interest, and the Committee decided Stephanie would not take part in the discussion.
Summary of ethical issues
The main ethical issues considered by the Committee were as follows. 

· Well written application.

· Please clarify the role of CTNZ as third party performing sponsor duties in New Zealand (a.5.3).

· The Committee queried the answer to b.4.2 in the application form. Dr Hermans clarified that no restrictions will be placed on the publications of study results.

· The Committee discussed the decision not to collect ethnicity data (p.4.6) and would encourage the inclusion of different ethnicities in the study. Dr Hermans clarified that the study is not powered to look at ethnic associations, although this can be included.

· It is noted that Māori Consultation is currently being undertaken 

· The Committee requested a separate Participant Information Sheet and Consent Form be provided for optional unspecified research. 
· The Committee requested the following changes to the Participant Information Sheet and Consent Form:
· Mention the possibility of a CT scan as per the protocol.

· Remove the “Future research option” paragraph on page 8 of the main PIS/CF.

Decision 

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

· Please clarify the role of CTNZ as third party sponsor in New Zealand.
· Please amend the information sheet and consent form for participants, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).

· Provide a separate Participant Information Sheet and Consent Form optional unspecified research (Guidelines for the Use of Human Tissue for Future Unspecified Research Purposes).
This information will be reviewed, and a final decision made on the application, by Dr Stephens and Ms Thompson.
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	Ethics ref:  
	13/NTB/7 

	 
	Title: 
	A Clinical Trial to test different doses of a new medication IPI145 given with Methotrexate to treat Rheumatoid Arthritis 

	 
	Principal Investigator: 
	Dr Sunil  Kumar 

	 
	Sponsor: 
	Infinity Pharmaceuticals, Inc. 

	 
	Clock Start Date: 
	24 January 2013 


Dr Kumar, Sandy McGreevy, Yvonne Dunn and Catherine Howie were 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 SCOTT review is currently being undertaken.
· The Committee queried the number of participants recruited in New Zealand (a6.2). The researchers clarified this is the minimum number of participants to be recruited.

· For future applications please clearly describe the restrictions on publication in b4.3 or provide the document referenced when answering this question.

· Please confirm if ethnicity data collected will be relevant to NZ population (Māori, Pacific Island etc.), as per the NZ census ethnicity categories.

· The Committee asked for reassurance that contact numbers for patients to seek medical advice in relation to the trial will be available 24 hours. The researchers confirmed the emergency number will be available 7 days, 24 hours. In case of emergency unblinding this will be referred to Dr Kumar.

· Please increase the space provided to list other medications in the Drug Dosing Diary.
· Please ensure questionnaires (Fatigue Scale, Health Assessment, etc.) include a header with patient ID rather than name to preserve participant confidentiality.

· The Committee requested the following changes to the Participant Information Sheet and Consent Form:
· Please endeavour to reduce the length of the Information Sheet by avoiding repetition in the description of study tests. 

· Please list New Zealand under section “Who can be in the study” on page 3.
· Please clarify the period of time advisable to avoid exposure to direct sunlight, on page 5. This information should be highlighted to the participant.

· Mention that participants must continue to take folic acid during the study.

· Clarify that the study medication will not be available to participants after the study ends.
· Include option for sign language interpreter.
Decision
This application was provisionally approved by consensus, subject to the following information being received. 

· Clarify what publication restrictions will be put in place (Ethical Guidelines for Intervention Studies para 7.18).
· Please confirm if ethnicity data collected will be relevant to NZ population (Ethical Guidelines for Intervention Studies para 4.17).
· Please amend the information sheet and consent form for participants, 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 Ms Thompson and Ms O’Connor.
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	Ethics ref:  
	13/NTB/8 

	 
	Title: 
	An investigation into the safety and tolerability of Manuka Cyclopower  

	 
	Principal Investigator: 
	Dr Lynne Chepulis 

	 
	Sponsor: 
	Manuka Health NZ Ltd 

	 
	Clock Start Date: 
	24 January 2013 


Ms Evelyn Francis 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 Francis notified the Committee that this is not considered a new medicine by SCOTT and provided evidence of email correspondence with the SCOTT secretariat.
· For future applications please keep in mind that the plain brief summary in a1.5 of the application form should be in lay language.

· The Committee commended the researchers on the phrasing of the Participant Information Sheet.
· Please revisit the wording of the advertisement poster, so the main focus is not reimbursement.
· The Committee asked for reassurance that contact numbers for patients to seek medical advice in relation to the study will be available 24 hours. Ms Francis confirmed the emergency number will be available 7 days, 24 hours. In case of emergency unblinding this will be referred to either Dr Chepulis or Ms Francis.

· Ms Francis has clarified that according to GCP guidelines an Investigators Brochure is not required for small studies at a single location.
· Please clarify if SAEs will be monitored by an independent committee and how will independence be maintained.
· The Committee clarified that the data collected will be de-identified not anonymous (r.2.4).

· Due to the demographics of the Rotorua population the study will most likely be loaded towards Māori.

· The Committee requested the following changes to the Participant Information Sheet and Consent Form:
· Include information on what will happen with samples.

· Please remove the 15 minute time frame for the consent process on page 1.
· Add contact details for Maori support.
Decision 

This application was provisionally approved by consensus, subject to the following information being received. 
· Please revisit the wording of the advertisement poster, so the main focus is not reimbursement. (Ethical Guidelines for Intervention Studies para 6.32).
· Clarify how independence will be maintained in monitoring SAEs Please amend the information sheet and consent form for participants, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.44).
· Please amend the information sheet and consent form for participants, 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 Mrs Gill and Ms Thompson.
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	Ethics ref:  
	13/NTB/10 

	 
	Title: 
	A Phase 2 Randomized, Double Blind, Placebo Controlled, Parallel Arm Study to Investigate the Efficacy and Safety of Inhaled Laninamivir Octanoate TwinCaps® Dry Powder Inhaler in Adults 

	 
	Principal Investigator: 
	Prof Murray Barclay 

	 
	Sponsor: 
	Quintiles Pty Limited Acting on behalf of Biota Sc 

	 
	Clock Start Date: 
	24 January 2013 


The CI 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. 

· It was not clear to the Committee why Caucasians may need a greater dose to elicit a response, and request the researchers please account for New Zealand ethnic profiles.

· The Committee noted SCOTT review is currently being undertaken.
· The Committee was concerned that the risks of the research were not proportional to the benefits of the study. The researcher needs to be more explicit about the possible risks of this research and how these risks will be mitigated. These include:
· Propagation of the virus to the study team and wider population. Will the participants be seen at an isolated facility? Are the team members appropriately immunized?
· How will the flu be managed to avoid complications?

· Other medications must be withheld during the study which will impact asthmatics and those with respiratory conditions, or in need of inhalers. How will this be managed? 

· The Committee was concerned that vulnerable participants will be recruited and consider this to be unnecessary for a phase II flu trial (p3.2).

· Please clarify if New Zealand participants will be involved in the sub-study. Please provide a separate optional Participant Information Sheet and Consent Form for the pharmacogenomic sub study.

· The Committee requested the following changes to the Participant Information Sheet and Consent Form:
· Please ensure content is appropriate for New Zealand participants.

· Mention that data collected will be potentially identifiable.

· Refer to the Northern B Ethics Committee.

· Add contact details for Maori support.

· Remove clause “published and sent to regulatory authorities or health insurers in my country or other countries” on page 11.
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 Paragraph 3.11: It was not clear to the Committee that the risks of the research were proportional to the benefits of the research. The researcher needs to be more explicit about the possible benefits of this study and how the risks might be mitigated. 
· Ethical Guidelines for Intervention Studies Paragraph 5.30: Intervention studies should not be performed with vulnerable groups if they can be adequately performed with other groups.
· Ethical Guidelines for Intervention Studies Paragraph 6.66: The investigators have an obligation to ensure the availability of health care services that are essential to the safe conduct of a study, for participants, study team and for the wider population. 
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	Ethics ref:  
	13/NTB/11 

	 
	Title: 
	Nutritional therapy and gut inflammation in Crohn's disease 

	 
	Principal Investigator: 
	Mrs Catherine Wall 

	 
	Sponsor: 
	University of Otago

	 
	Clock Start Date: 
	24 January 2013 


Mrs Catherine Wall 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. 

· For future applications please keep in mind that the plain brief summary in a1.5 of the application form should be in lay language.
· The Committee queried how the study will contribute to current knowledge, as previous studies have concluded that EEN is less efficacious than corticosteroids in adults. 
· Mrs Wall highlighted that formulas currently available are improved to increase palatability and compliance, therefore the Committee considers this to be a feasibility study.  

· The Committee was concerned that the aims and study design have not been addressed correctly and request that detailed independent peer review is provided to justify withholding standard treatment and deviating from the Cochrane review.

· It was not clear to the Committee that the risks of the research were proportional to the benefits of the study. The researcher needs to be more explicit about the possible risks of this research and how these risks will be mitigated. 
· The Committee requested the researcher seek statistical support to deal with non-compliance and dropout rates.

· The Committee queried the difference in effectiveness of EEN in adults vs. children. The researchers clarified that this could be due to disease location, compliance in children motivated by parents, and time from diagnosis.

· The Committee noted that participants will be referred by gastroenterologists, including the PhD supervisors. This raises a potential conflict of interest, so the Committee recommended an independent person to the study be made available to support participants.
· Only participants located within Christchurch will be included in the study due to the number of study visits required.  
· The Committee recommends registering the study in a clinical trials registry approved by the World Health Organisation (b4.6).
· The Committee queried the timeframe for recruiting participants.

· Mrs Wall clarified that the results will be assessed after 8 weeks rather than 6 (r1.6).

· The Committee requested the following changes to the Participant Information Sheet and Consent Form:
· Please use lay language and avoid abbreviations (i.e. Crohn’s Disease rather than CD, liquid diet rather than EEN).
· Refer to the Northern B Ethics Committee.
· Highlight that the diet is liquid only for 8 weeks. Clarify what will happen if participants are not compliant.
· Include the risks of withholding standard of care (corticosteroids).

· Remove clause “I consent for my medical records to be accessed…” on page 5. This should be written as statement rather than a yes/no option.
Decision 

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

· Please clarify how the study will contribute to current knowledge.

· Please clarify the possible risks of this research and how these risks might be mitigated (Ethical Guidelines for Intervention Studies para 3.11).
· Please provide detailed independent peer review of study aims/design to justify withholding standard treatment and deviating from the Cochrane review. Also provide bio statistical review of the study design (Ethical Guidelines for Intervention Studies para 5.5).
· Please address how conflicts of interests with participants will be managed (Ethical Guidelines for Intervention Studies para 4.22).
· Please register the study in a clinical trials registry approved by the World Health Organisation (Ethical Guidelines for Intervention Studies para 5.42).

· Please amend the information sheet and consent form for participants, 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 Mrs Pollard and Ms O’Connor.
General business

1. The Committee noted the content of the “noting section” of the agenda.
2. Committee members will email a list of conflict of interests for the secretariat’s reference when assigning amendments.
3. Online Forms doesn’t allow an application to continue if an Investigator’s Brochure isn’t uploaded, but as in application 13/NTB/8 an IB isn’t always applicable. Hence this applicant uploaded the protocol twice, which caused confusion.
4. The Committee discussed the Participant Information Sheet and Consent Form template provided by HDEC and feels this needs to be reviewed. This template should include interpreter boxes as these are relevant for some studies. The applicants for 13/NTB/7 stated that the previous template had a lot more information that has since been removed, and there is now confusion about what should be included. They asked for consistency from the committees.
5. The HDEC PIS/CF template includes a sentence stating that the consenting process should take x minutes. The Committee feels this should be removed from the template as the length of the discussion should be tailored to meet the needs of individual participants, and including a time may put pressure on participants not to go beyond this and “waste” the investigator’s time. 

6. The Committee feels that in some cases it is appropriate to have an independent support person available to the participants to avoid conflict of interest between the study doctor and participants. The Committee feels this should be in addition to the health advocacy support person offered. 

7. The Committee noted that some amendments for review require members to identify changes in long documents, and asked that in future applicants be informed that versions with tracked changes should be submitted.

8. The Committee reviewed the response to 12/NTB/68 and were happy to approve. The only concern raised was around study design, which will be addressed by SCOTT. The Committee recommends the applicants take care that the scientific integrity is not disturbed by the open label nature of the study and suggest regular engagement with the DSMB.

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

	Meeting date:
	05 March 2013, 12:00 PM

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



No members tendered apologies for this meeting.

The meeting closed at 4:45 pm.
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