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		Minutes





	Committee:
	Northern A Health and Disability Ethics Committee

	Meeting date:
	09 April 2013

	Meeting venue:
	[bookmark: _GoBack]Novotel Ellerslie, 72-112 Greenlane Rd East, Auckland



	Time
	Item of business

	1:00 pm
	Welcome

	
	Confirmation of minutes of meeting of 12 March 2013

	1:30 – 6:00 pm
	New applications (see over for details)

	
	     i 13/NTA/47
    ii 13/NTA/37
   iii 13/NTA/38
   iv 13/NTA/39
    v 13/NTA/40
    vi 13/NTA/41
   vii 13/NTA/42
   viii 13/NTA/43
    ix 13/NTA/44
     x 13/NTA/45
    xi 13/NTA/46

	6:00 pm
	General business:
Noting section of agenda

	6:05 pm
	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 1:00 pm and welcomed Committee members, noting that no apologies had been received.

The Chair noted that the meeting was quorate. 

The Committee noted and agreed the agenda for the meeting.

Confirmation of previous minutes

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


New applications 

	 1  
	Ethics ref:  
	13/NTA/47 

	 
	Title: 
	Predicting Serious Drug Side Effects in Gastroentorology - PRED4 

	 
	Principal Investigator: 
	Assoc. Prof Michael Schultz 

	 
	Sponsor: 
	SAE Consortium 

	 
	Clock Start Date: 
	19 March 2013 


 
Associate Professor Michael Schultz 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 issues of design and methodology are well established.
· The Committee raised the issue of protection of participant confidentiality with samples sent overseas. Associate Professor Michael Schultz clarified that only the New Zealand based researchers will have access to the identifiable data, while researchers overseas will receive de-identified samples. 
· Control participants for this study will not be recruited from New Zealand.
· The Committee requested the following changes to the Participant Information Sheet and Consent Form:
· remove reference to Upper South A Regional Ethics Committee,
· remove duplication throughout the document,
· clarify that data obtained from questionnaires will only be accessible by researchers in New Zealand, and explain if confidentiality agreements will be signed by the research team,
· specify that the participant will not own any intellectual property that may arise from the research,
· inform up to what point in the study participants can withdraw and have their samples returned or destroyed,
· the Committee recommend using a shorter compensation paragraph such as “If you were injured in this study, which is unlikely, you would be eligible for compensation from ACC just as you would be if you were injured in an accident at work or at home”,
· acknowledge cultural considerations which have been raised during Māori consultation, specifically around sending and storing samples overseas.

Decision 

This application was approved by consensus.


	 2  
	Ethics ref:  
	13/NTA/37 

	 
	Title: 
	Assessing the benefits of prescribed exercise in clinical populations 

	 
	Principal Investigator: 
	Dr James Stinear 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	28 March 2013 



Dr James Stinear 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. 

· Potential participants will be identified by ADHB clinicians and referred on to the research team if the patient agrees to this. The Committee recommends recruiting participants with depression in the same way as other participants.
· Dr Stinear clarified that no vulnerable participants will be included in this study as all will be able to provide informed consent. The Committee noted that verbal consent will be obtained from participants who are unable to sign.
· The Committee noted that identifiable data generated by the study may be made available for use in future studies (b.4.4.1). Dr Stinear explained that this will allow for trends to be examined over time.
· Dr Stinear explained to the Committee that dropout rates will not significantly affect primary outcomes, as a large number of participants will continue to be recruited over time.
· Peer review has been provided by senior colleagues in the field (b.2.2).
· The Committee queried how Māori and Pacific peoples can be encouraged to participate in the study (f.1.1). Although initially relying on referrals from ADHB clinicians, Dr Stinear clarified that ethnicity data will be collected which will allow for future review of recruitment strategies for these population groups.   
· The Committee requested the following changes to the Participant Information Sheet and Consent Form:
· include introductory statement of the purpose of the study (why are participants being recruited?),
· clarify if interpreters will be made available.

Decision 

This application was approved by consensus.


	 3  
	Ethics ref:  
	13/NTA/38 

	 
	Title: 
	Future care preferences in patients with advanced liver cirrhosis 

	 
	Principal Investigator: 
	Dr Alex Lampen-Smith 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	28 March 2013 


 
Dr Alex Lampen-Smith 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 has noted that this study involves a vulnerable group, as participants will have potentially life limiting liver cirrhosis. The questionnaire to be used in this study has been modified from the questionnaire used previously in renal dialysis patients, to reflect the vulnerable nature of the study.
· The Committee queried the op-out option for consent currently proposed. Dr Alex Lampen-Smith explained that she will be approaching patients identified from a database or by clinicians, and they can decline to participate.
· The Committee queried if any special considerations will be put in place for Māori and Pacific participants. Dr Alex Lampen-Smith recognizes that face to face interviews are better for these population groups but explained this is currently not possible due to funding restrictions, and accepts this may impact on the response rate. This is an introductory study, so response rates for Māori and Pacific peoples will be evaluated and used to inform the design of future research that may arise from this study. The Committee recommended piloting the questionnaire with a Māori and Pacific focus group.
· Insert the research team contact details on the questionnaire.
· The Committee discussed gender issues that may arise for some cultures (e.g. female participants prefer to speak to female researchers).
· The Committee requested the following changes to the Participant Information Sheet and Consent Form:
· reorganize paragraph order on page one so that paragraph three is first,
· clarify that if participants withdraw from the study their data will also be withdrawn.

Decision 

This application was approved by consensus.



	 4  
	Ethics ref:  
	13/NTA/39 

	 
	Title: 
	CHISEL 

	 
	Principal Investigator: 
	Dr Christine Elder 

	 
	Sponsor: 
	Trans Tasman Radiation Oncology Group (TROG) 

	 
	Clock Start Date: 
	28 March 2013 


 
Dr Christine Elder and Ashish Joshi were present in person and Janfrey Doak 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 suggested implementing a short lay title rather than an acronym.
· Patients with significant co-morbidities with poor performance expectations will not be recruited to the study. Overall health will be evaluated in the initial screening visit.
· There is a high incidence of lung cancer in Māori. Dr Elder has clarified that Maori Consultation will be undertaken at ADHB (by Helen Wihongi) and CDHB. 
· The Committee requested the following changes to the Participant Information Sheet and Consent Form:
· all the information pertaining to the study needs to be included in the Participant Information Sheet, rather than “this document is designed to complement information given to you verbally” (page 1),
· this study is to test a new treatment plan not a new drug (page 2),
· review formatting to ensure clarity,
· clarify that those enrolled in the study will receive a number of extra CT scans,
· remove the option of guardian signature in the consent form as this is not relevant for this study (participants are all consenting adults), 
· include Māori support contact details,
· The Committee requested the following changes to the Participant Information Sheet and Consent Form for Optional Tissue Collection:
· clarify that tissue samples will be de-linked and therefore not identifiable,
· there will be no future contact with participants,
· clarify what will happen with data derived from the tissue,
· acknowledge that all future unspecified research in New Zealand will be subject to ethical review. However, when a tissue sample is sent overseas future research is likely to be considered by an overseas ethics committee without New Zealand representation.

 Decision 

This application was approved by consensus.



	 5  
	Ethics ref:  
	13/NTA/40 

	 
	Title: 
	PEME for the Treatment of Low Back Pain 

	 
	Principal Investigator: 
	Dr Steve Tumilty 

	 
	Sponsor: 
	University of Otago 

	 
	Clock Start Date: 
	28 March 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.

Michele Stanton declared a potential conflict of interest. The Committee decided that Michele could contribute to the discussion of this application.

Summary of ethical issues

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

· No information was provided on the safety of the product.
· No peer review was provided.
· Sufficient justification for the study design and sample size has not been provided. The primary and secondary outcome measures are not clear and sample size doesn’t seem to be statistically significant. 
· No Māori Consultation has been undertaken.
· Please justify that this study is not for the benefit of the manufacturer. What input did the manufacturer have in the study design? Does the manufacturer have access to the data? What is the degree of the financial support and what is the contractual arrangement between the manufacturer and the research team? Answers to these questions impacts on compensation available to participants in case of injury.
· Please clarify what will happen with participants after the study.
· The Committee requested the following changes to the Participant Information Sheet and Consent Form:
· practice standards audited against are those set by the Physiotherapy Board of NZ not the auditing company HDNZ,
· list the benefits separately from the risks.

Decision 

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

· Please provide details of the safety of the product
· Please provide evidence of favourable independent peer review of the study protocol that addresses the relative merit of the research, the design and methods and the feasibility of the research (Ethical Guidelines for Intervention Studies Appendix 1).
· Please undertake Māori Consultation (Ethical Guidelines for Intervention Studies para 4.17).
· Please clarify the Committee’s questions regarding the input of the manufacturer in the study (Ethical Guidelines for Intervention Studies para 8.5).
· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).

This following information will be reviewed, and a final decision made on the application, by Wayne, Michele and Shamim.


	 6  
	Ethics ref:  
	13/NTA/41 

	 
	Title: 
	Correlation of functional and morphological change in the ageing lung. 

	 
	Principal Investigator: 
	Dr Clair King 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	28 March 2013 


 
Dr Clair King was present in person for discussion of this application.

Potential conflicts of interest

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

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

Summary of ethical issues

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

· Dr King clarified that recruitment will be via Grey Power, Freemasons and local advertising. Please submit advertisements for review by the Committee.
· The Committee raised the question of passive smoking. Dr King clarified that this will be documented, but participants will not be excluded on this basis.
· Māori Consultation has been sought from ADHB (Helen Wihongi). The Committee has requested evidence of this. Dr King envisions that a high number of Māori participants will be excluded based on smoking status.
· The HRC reviewers queried the definition of “normal” and how this will be evaluated in the ageing lung. Dr King explained that patients with respiratory co-morbidities and smokers will be excluded from the study.
· The Committee requested Dr King supply the MRC questionnaire on respiratory symptoms (standard questionnaire).
· The Committee requested the following changes to the Participant Information Sheet and Consent Form:
· please refer to the pro forma Participant Information Sheet and Consent Form available on www.ethics.health.govt.nz,
· phrase the Participant Information Sheet as an invitation (i.e. “you are invited”),
· use lay language (avoid abbreviations and technical terms),
· include more information of who is involved in the study,
· clarify what happens if participants are injured in the study (what are the provisions for compensation?),
· explain that the tube is to be inserted via the nose,
· insert contact details for HDECs and research team (phone rather than email),
· clarify how long will data be stored (10 years)
· Will participants have access to study results?
· Inform is tissue can be returned after the study.


Decision 

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

· Please provide evidence of Māori Consultation (Ethical Guidelines for Intervention Studies para 4.17).
· Please provide the Committee with advertisements and all the material to be given to participants (i.e. questionnaires) (Standard Operating Procedures for Health and Disability Ethics Committees para 40).
· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).

This following information will be reviewed, and a final decision made on the application, by Michele, Etuate and Brian.




	 7  
	Ethics ref:  
	13/NTA/42 

	 
	Title: 
	A trial assessing Sovaprevir and ACH-0143102 in treatment naive patients with Chronic HCV.  

	 
	Principal Investigator: 
	Professor Edward Gane 

	 
	Sponsor: 
	Clinical Network Services Ltd 

	 
	Clock Start Date: 
	28 March 2013 



Professor Gane 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 suggested using a lay short study title (i.e. ‘previously untreated’ rather than ‘treatment naïve’).
· The Committee noted that participants will not be reimbursed for participation, but petrol or taxi vouchers will be provided.
· This study is the first in humans with chronic HCV.
· The Committee requested the following changes to the Participant Information Sheet and Consent Form:
· state that this study has been approved by SCOTT,
· remove duplication in compensation section (page 16).

Decision 

This application was approved by consensus.



	 8  
	Ethics ref:  
	13/NTA/43 

	 
	Title: 
	Desvenlafaxine 1 x 100 mg bioequivalence study conducted under fasting conditions and at steady state 

	 
	Principal Investigator: 
	Dr Noelyn Hung 

	 
	Sponsor: 
	Spirit Pharmaceuticals Ltd 

	 
	Clock Start Date: 
	28 March 2013 


 
Dr Noelyn Hung and Linda Folland were present by teleconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of ethical issues

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

· Participants will be recruited to this study via advertisements. Dr Hung envisions most of the participants will be university students. The Committee believes it is not appropriate to recruit international students and is concerned for their protection, as participation in the trial may void health insurance cover in New Zealand for trial and non-trial related claims, there may be difficulties in obtaining medical records and there may be language barriers.
· The Committee queried the risks of administering this drug to healthy individuals. Dr Hung clarified that one small dose of the drug will be unlikely to cause negative side effects. However, the Committee has concerns that if there was the unlikely occurrence of negative side effects there was no description of a process that would monitor for such unexpected events and to subsequently protect any future participants.  Please note that all intervention studies need monitoring according to the Ethical Guidelines for Intervention Studies. Please elaborate on this point.
· The Committee noted that drug efficacy differences across ethnic groups will not be explored.
· The Committee noted photographs will be taken of participants for identification purposes. Ms Folland explained that these will be destroyed after the study to ensure confidentiality is maintained. 
· This is not a first in humans’ medication, so will be submitted to Medsafe under the Abbreviated Review Process. 
· The Committee recognizes the difficulties in obtaining Māori Consultation, but considers this to be necessary. Please refer to the Guidelines for Researchers on Health Research Involving Māori for information on who to consult.
· Please provide the correct insurance document.
· The Committee requested the following changes to the Participant Information Sheet and Consent Form:
· use lay title,
· outline that tissue samples can be returned to participants if requested,
· include a ‘contact information’ section,
· make it clear that Zenith is acting as a third party on behalf of, and paid by, the sponsor and name the sponsor,
· acknowledge that the study is analysing a generic and comparing to a branded product available on the market,
· make very clear that two forms of contraception are required (male & female). 

Decision 

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

· Please justify why there is no process in place to monitor for unexpected events and safeguard the interests of study participants (Ethical Guidelines for Intervention Studies para 6.51).
· Please provide the correct insurance document (Ethical Guidelines for Intervention Studies para 8.5).
· Please provide evidence of Māori Consultation (Ethical Guidelines for Intervention Studies para 4.17).
· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).

This following information will be reviewed, and a final decision made on the application, by Wayne and Etuate.  
 

	 9  
	Ethics ref:  
	13/NTA/44 

	 
	Title: 
	Desvenlafaxine 1 x 50 mg bioequivalence study conducted under fasting conditions 

	 
	Principal Investigator: 
	Dr Noelyn Hung 

	 
	Sponsor: 
	Spirit Pharmaceuticals Ltd 

	 
	Clock Start Date: 
	28 March 2013 


 
Dr Noelyn Hung and Linda Folland were present by teleconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of ethical issues

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

· Participants will be recruited to this study via advertisements. Dr Hung envisions most of the participants will be university students. The Committee believes it is not appropriate to recruit international students and is concerned for their protection, as participation in the trial may void health insurance cover in New Zealand for trial and non-trial related claims, there may be difficulties in obtaining medical records and there may be language barriers.
· The Committee queried the risks of administering this drug to healthy individuals. Dr Hung clarified that one small dose of the drug will be unlikely to cause negative side effects. However, the Committee has concerns that if there was the unlikely occurrence of negative side effects there was no description of a process that would monitor for such unexpected events and to subsequently protect any future participants.  Please note that all intervention studies need monitoring according to the Ethical Guidelines for Intervention Studies. Please elaborate on this point.
· The Committee noted that drug efficacy differences across ethnic groups will not be explored.
· The Committee noted photographs will be taken of participants for identification purposes. Ms Folland explained that these will be destroyed after the study to ensure confidentiality is maintained. 
· This is not a first in humans’ medication, so will be submitted to Medsafe under the Abbreviated Review Process. 
· The Committee recognizes the difficulties in obtaining Māori Consultation, but considers this to be necessary. Please refer to the Guidelines for Researchers on Health Research Involving Māori for information on who to consult.
· Please provide the correct insurance document.
· The Committee requested the following changes to the Participant Information Sheet and Consent Form:
· use lay title,
· outline that tissue samples can be returned to participants if requested,
· include a ‘contact information’ section,
· make it clear that Zenith is acting as a third party on behalf of, and paid by, the sponsor and name the sponsor,
· acknowledge that the study is analysing a generic and comparing to a branded product available on the market,
· make very clear that two forms of contraception are required (male & female). 

Decision 

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

· Please justify why there is no process in place to monitor for unexpected events and safeguard the interests of study participants (Ethical Guidelines for Intervention Studies para 6.51).
· Please provide the correct insurance document (Ethical Guidelines for Intervention Studies para 8.5).
· Please provide evidence of Māori Consultation (Ethical Guidelines for Intervention Studies para 4.17).
· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).

This following information will be reviewed, and a final decision made on the application, by Wayne and Etuate.  
 

	 10  
	Ethics ref:  
	13/NTA/45 

	 
	Title: 
	Desvenlafaxine 1 x 100 mg bioequivalence study conducted under fed conditions 

	 
	Principal Investigator: 
	Dr Noelyn Hung 

	 
	Sponsor: 
	Spirit Pharmaceuticals Ltd 

	 
	Clock Start Date: 
	28 March 2013 



Dr Noelyn Hung and Linda Folland were present by teleconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of ethical issues

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

· Participants will be recruited to this study via advertisements. Dr Hung envisions most of the participants will be university students. The Committee believes it is not appropriate to recruit international students and is concerned for their protection, as participation in the trial may void health insurance cover in New Zealand for trial and non-trial related claims, there may be difficulties in obtaining medical records and there may be language barriers.
· The Committee queried the risks of administering this drug to healthy individuals. Dr Hung clarified that one small dose of the drug will be unlikely to cause negative side effects. However, the Committee has concerns that if there was the unlikely occurrence of negative side effects there was no description of a process that would monitor for such unexpected events and to subsequently protect any future participants.  Please note that all intervention studies need monitoring according to the Ethical Guidelines for Intervention Studies. Please elaborate on this point.
· The Committee noted that drug efficacy differences across ethnic groups will not be explored.
· The Committee noted photographs will be taken of participants for identification purposes. Ms Folland explained that these will be destroyed after the study to ensure confidentiality is maintained. 
· This is not a first in humans’ medication, so will be submitted to Medsafe under the Abbreviated Review Process. 
· The Committee recognizes the difficulties in obtaining Māori Consultation, but considers this to be necessary. Please refer to the Guidelines for Researchers on Health Research Involving Māori for information on who to consult.
· Please provide the correct insurance document.
· The Committee requested the following changes to the Participant Information Sheet and Consent Form:
· use lay title,
· outline that tissue samples can be returned to participants if requested,
· include a ‘contact information’ section,
· make it clear that Zenith is acting as a third party on behalf of, and paid by, the sponsor and name the sponsor,
· acknowledge that the study is analysing a generic and comparing to a branded product available on the market,
· make very clear that two forms of contraception are required (male & female). 

Decision 

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

· Please justify why there is no process in place to monitor for unexpected events and safeguard the interests of study participants (Ethical Guidelines for Intervention Studies para 6.51).
· Please provide the correct insurance document (Ethical Guidelines for Intervention Studies para 8.5).
· Please provide evidence of Māori Consultation (Ethical Guidelines for Intervention Studies para 4.17).
· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).

This following information will be reviewed, and a final decision made on the application, by Wayne and Etuate.  



	 11  
	Ethics ref:  
	13/NTA/46 

	 
	Title: 
	Desvenlafaxine 1 x 100 mg bioequivalence study conducted under fasting conditions 

	 
	Principal Investigator: 
	Dr Noelyn Hung 

	 
	Sponsor: 
	Spirit Pharmaceuticals Ltd 

	 
	Clock Start Date: 
	28 March 2013 


 
Dr Noelyn Hung and Linda Folland were present by teleconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of ethical issues

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

· Participants will be recruited to this study via advertisements. Dr Hung envisions most of the participants will be university students. The Committee believes it is not appropriate to recruit international students and is concerned for their protection, as participation in the trial may void health insurance cover in New Zealand for trial and non-trial related claims, there may be difficulties in obtaining medical records and there may be language barriers.
· The Committee queried the risks of administering this drug to healthy individuals. Dr Hung clarified that one small dose of the drug will be unlikely to cause negative side effects. However, the Committee has concerns that if there was the unlikely occurrence of negative side effects there was no description of a process that would monitor for such unexpected events and to subsequently protect any future participants.  Please note that all intervention studies need monitoring according to the Ethical Guidelines for Intervention Studies. Please elaborate on this point.
· The Committee noted that drug efficacy differences across ethnic groups will not be explored.
· The Committee noted photographs will be taken of participants for identification purposes. Ms Folland explained that these will be destroyed after the study to ensure confidentiality is maintained. 
· This is not a first in humans’ medication, so will be submitted to Medsafe under the Abbreviated Review Process. 
· The Committee recognizes the difficulties in obtaining Māori Consultation, but considers this to be necessary. Please refer to the Guidelines for Researchers on Health Research Involving Māori for information on who to consult.
· Please provide the correct insurance document.
· The Committee requested the following changes to the Participant Information Sheet and Consent Form:
· use lay title,
· outline that tissue samples can be returned to participants if requested,
· include a ‘contact information’ section,
· make it clear that Zenith is acting as a third party on behalf of, and paid by, the sponsor and name the sponsor,
· acknowledge that the study is analysing a generic and comparing to a branded product available on the market,
· make very clear that two forms of contraception are required (male & female). 

Decision 

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

· Please justify why there is no process in place to monitor for unexpected events and safeguard the interests of study participants (Ethical Guidelines for Intervention Studies para 6.51).
· Please provide the correct insurance document (Ethical Guidelines for Intervention Studies para 8.5).
· Please provide evidence of Māori Consultation (Ethical Guidelines for Intervention Studies para 4.17).
· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).

This following information will be reviewed, and a final decision made on the application, by Wayne and Etuate.  
 

General business


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

2. The Committee discussed the preliminary statistics.

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

	Meeting date:
	14 May 2013, 01:00 PM

	Meeting venue:
	Waipuna Conference Centre, Mt Wellington, Auckland



	No members tendered apologies for this meeting.

Ms Chagani tendered her apology for the October meeting.

The meeting closed at 5:35 pm.
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