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	Committee:
	Central Health and Disability Ethics Committee

	Meeting date:
	24 October 2017

	Meeting venue:
	Room GN.6, Ground Floor, Ministry of Health, 133 Molesworth Street, Wellington



	Time
	Item of business

	12:00pm
	Welcome

	12:05pm
	Confirmation of minutes of meeting of 26 September 2017

	12:30pm
	New applications (see over for details)

	
	  i 17/CEN/199
  ii 17/CEN/202
  iii 17/CEN/203
  iv 17/CEN/204
  v 17/CEN/206
  vi 17/CEN/209
  vii 17/CEN/211
  viii 17/CEN/212
  ix 17/CEN/213
  x 17/CEN/214
  xi 17/CEN/215

	5:05pm
	General business:
· Noting section of agenda

	5:25pm
	Meeting ends




	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

	Mrs  Helen Walker 
	Lay (consumer/community perspectives) 
	01/07/2015 
	01/07/2018 
	Present 

	Dr Angela Ballantyne 
	Lay (ethical/moral reasoning) 
	30/07/2015 
	30/07/2018 
	Present 

	Mrs Sandy Gill 
	Lay (consumer/community perspectives) 
	30/07/2015 
	30/07/2018 
	Present 

	Dr Patries Herst 
	Non-lay (intervention studies) 
	27/10/2015 
	27/10/2018 
	Present 

	Dr Dean Quinn 
	Non-lay (intervention studies) 
	27/10/2015 
	27/10/2018 
	Present 

	Dr Cordelia Thomas 
	Lay (the law) 
	20/05/2017 
	20/05/2020 
	Present 

	Dr Melissa Cragg 
	Non-lay (observational studies) 
	30/07/2015 
	30/07/2018 
	Present 

	Dr Peter Gallagher 
	Non-lay (health/disability service provision) 
	30/07/2015 
	30/07/2018 
	Present 


 

Welcome

The Chair opened the meeting at 12:00pm and welcomed Committee members.

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 26 September 2017 were confirmed.

New applications 

	1  
	Ethics ref:  
	17/CEN/209 

	 
	Title: 
	Midodrine to prevent Orthostatic Intolerance after Hip and Knee Arthroplasty 

	 
	Principal Investigator: 
	Dr Michal Kluger 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	12 October 2017 


 
Dr Michal Kluger, Dr David Rice, Ms Monica Skarin 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 Study

1. This study is a randomised placebo-controlled trial to determine the efficacy of oral midodrine hydrochloride to prevent Orthostatic Intolerance after Hip and Knee Arthroplasty.

Summary of ethical issues (resolved)

The main ethical issues considered by the Committee and addressed by the Researcher are as follows.

2. The Committee noted that the researcher had responded to the concerns laid out in the previous decline letter. 

Summary of ethical issues (outstanding)

The main ethical issues considered by the Committee and which require addressing by the Researcher are as follows.

3. 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).
4. Please provide evidence of SCOTT review OR provide evidence that SCOTT review is not required for this study. (Ethical Guidelines for Intervention Studies Appendix 1)
5. The Committee had concerns about the consent process. Please amend the protocol to allow for a face to face consent meeting on the day of participant’s surgery. (Ethical Guidelines for Intervention Studies paras 5.41 & 6.11)
6. The Committee requested that Researchers obtain verbal consent for being approached for research participation when they enter the outpatient clinic. (Ethical Guidelines for Intervention Studies paras 5.41 & 6.11)


The Committee requested the following changes to the Participant Information Sheet and Consent Form: 

7. Add that the study is not externally funded. 
8. Please include a statement about who will have access to data produced by the study after collection and in what form. For example, will study data be sent overseas and if so whether it will it be permanently de-identified. 

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 amend the study protocol taking into account the suggestions made by the Committee. (Ethical Guidelines for Intervention Studies para 5.41)
· Please provide evidence of SCOTT review OR provide evidence that SCOTT review is not required for this study. (Ethical Guidelines for Intervention Studies Appendix 1)

This following information will be reviewed, and a final decision made on the application, by Dr Patries Herst & Ms Helen Walker 


	2  
	Ethics ref:  
	17/CEN/204 

	 
	Title: 
	APD334-010: Proof of Concept Study of Etrasimod in Patients with Primary Biliary Cholangitis 

	 
	Principal Investigator: 
	Dr  Dominic Ray-Chaudhuri 

	 
	Sponsor: 
	Arena Pharmaceuticals Inc.  

	 
	Clock Start Date: 
	12 October 2017 


 
Dr Dominic Ray-Chaudhuri 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 Study

1. The study is an Open-label, Pilot, Proof of Concept Study to Evaluate the
2. Safety, Tolerability, and Efficacy of Oral Etrasimod (APD334) in Patients with Primary Biliary Cholangitis.

Summary of ethical issues (resolved)

The main ethical issues considered by the Committee and addressed by the Researcher are as follows.

3. The Committee queried what specific measures the CI was interested in. The Researcher explained that they were particularly interested in the pharmacokinetics and the electroencephalogram results.
4. The Committee stated that Māori being able to participate in research is not considered a benefit. 

Summary of ethical issues (outstanding)

The main ethical issues considered by the Committee and which require addressing by the Researcher are as follows.

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).

The Committee requested the following changes to the Participant Information Sheet and Consent Form: 

6. Add that any research using tissue that was given as part of future unspecified research will be reviewed by committees that do not have New Zealand representation.
7. The Committee requested the compensation wording is updated for accuracy, they suggested the following statement: “If you were injured as a result of treatment given as part of this study, which is unlikely, you won’t be eligible for compensation from ACC.  However, compensation would be available from the study’s sponsor, [x], in line with industry guidelines.  We can give you a copy of these guidelines if you wish.  You would be able to take action through the courts if you disagreed with the amount of compensation provided. If you have private health or life insurance, you may wish to check with your insurer that taking part in this study won’t affect your cover.” 
8. Please remove statements alluding to parents giving consent to their unborn child’s participation. This will be covered by parental consent. 
9. Please create an information and consent form for babies’ participation after they are born. 
10. Include a table of study procedures that states that explains what will happened and where.

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 provide a separate information sheet and consent form for new babies’ participation. (Ethical Guidelines for Intervention Studies para 6.22).

This following information will be reviewed, and a final decision made on the application, by Dr Dean Quinn and Dr Angela Ballantyne. 


	 3  
	Ethics ref:  
	17/CEN/203 

	 
	Title: 
	The PLUSS Trial: Preventing Lung Disease Using Surfactant + Steroid 

	 
	Principal Investigator: 
	Dr Omar Kamlin 

	 
	Sponsor: 
	Murdoch Children's Research Institute 

	 
	Clock Start Date: 
	12 October 2017 



Dr Chris McKinley 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 Study

1. The study is a multicentre randomised controlled trial of surfactant plus budesonide to improve survival free of bronchopulmonary dysplasia in extremely preterm infants.

Summary of ethical issues (resolved)

The main ethical issues considered by the Committee and addressed by the Researcher are as follows.

2. The Committee noted that SCOTT review is not required for this project. 
3. The Committee asked about consent for the access of school records. The Researcher explained that these may or may not be included in the Integrated Data Infrastructure in the future, but that consent should be re-obtained down the track before accessing this information regardless.
4. The Committee noted that if a child is over 16 when Researchers are trying to access information then they will have to provide their own informed consent. 
5. The Committee queried if samples will be collected. The Researcher explained that they will not. 

Summary of ethical issues (outstanding)

The main ethical issues considered by the Committee and which require addressing by the Researcher are as follows.

6. Please provide evidence of favourable independent peer review of the study protocol (Ethical Guidelines for Intervention Studies Appendix 1)
7. 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 Committee requested the following changes to the Participant Information Sheet and Consent Form: 

8. Please check the information sheet for typographic errors.
9. Update the information sheet if funding has been obtained. 
10. Please include information on, and seek consent for, the accessing of children’s medical records. 

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 provide evidence of favourable independent peer review of the study protocol (Ethical Guidelines for Intervention Studies Appendix 1)

This following information will be reviewed, and a final decision made on the application, by Dr Melissa Cragg and Mrs Sandy Gill.

 

	4  
	Ethics ref:  
	17/CEN/202 

	 
	Title: 
	NIMO-Rad 

	 
	Principal Investigator: 
	Dr Maria Saito Benz 

	 
	Sponsor: 
	Capital and Coast District Health Board 

	 
	Clock Start Date: 
	12 October 2017 



Dr Maria Saito Benz 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 Study

1. The study investigates a single-centre randomised controlled trial of freshly irradiated versus standard red cell transfusion for treatment of anaemia in premature babies. 

Summary of ethical issues (resolved)

The main ethical issues considered by the Committee and addressed by the Researcher are as follows.

2. The Committee queried how recruitment for this study will work. The Researcher explained that parents will be approached after they have had approximately two weeks to acclimatise to the neonatal intensive care unit environment and staff. This will allow them to be comfortable and not under duress when deciding about their child’s participation.
3. The Committee noted that this study fills a knowledge gap in the literature.

The Committee requested the following changes to the Participant Information Sheet and Consent Form: 

4. Please remove unnecessary checkboxes except for any decisions where indicating no would not exclude participants. 
5. Please check the consent form for typographic errors.
6. Move the re-randomisation statement to the information sheet as no new information should be introduced in the consent form.
7. Add that researchers will be contacting participants’ GP’s about participation.
8. Explain when participants will no longer be able to withdraw study data and seek consent for participants’ data to be used until withdrawal in the even that they no longer wish to participate.

Decision 

This application was approved with non-standard conditions by consensus. The non-standard conditions are: 

· 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).


	 5  
	Ethics ref:  
	17/CEN/206 

	 
	Title: 
	Ileostomy and Fistula Re-feeding 

	 
	Principal Investigator: 
	Dr Greg O'Grady 

	 
	Sponsor: 
	The University of Auckland 

	 
	Clock Start Date: 
	12 October 2017 



Closed Minutes



	6  
	Ethics ref:  
	17/CEN/215 

	 
	Title: 
	The Willow Study 

	 
	Principal Investigator: 
	Dr Paul  Noonan 

	 
	Sponsor: 
	INC Research Australia Pty. Ltd. 

	 
	Clock Start Date: 
	12 October 2017 



Dr Richard Stubbs 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.

Dr Dean Quinn stated that he had a conflict of interest with this application. The Chair resolved that he could remain but not participate in discussion. 

Summary of Study

1. The study investigates whether or not the study drug will help reduce sputum production in patients with Bronchiectasis.
2. Participants will take a once a day oral medication at lower doses than previously tested.

Summary of ethical issues (resolved)

The main ethical issues considered by the Committee and addressed by the Researcher are as follows.

3. The Committee queried how the large number of sites in the protocol. The Researcher explained that sites would be based on participant locations; likely six nationally. 

Summary of ethical issues (outstanding)

The main ethical issues considered by the Committee and which require addressing by the Researcher are as follows.

4. 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 Committee requested the following changes to the Participant Information Sheet and Consent Form: 

5. Please remove leading statements from the information sheet and state that it is hypothesised that the drug may have some benefit but this is not yet known. 
6. Explain what a placebo at the first mention of the term.
7. Explain what will happen if a significant and positive result is found during participant screening and that GPs will be advised of patient’s participation.
8. Include that the dental card will be reimbursed by the study sponsor or if P3 Research will cover costs.
9. The Committee queried the lack of a Māori tissue statement in the Participant Information Sheet. The committee recommended the following statement: “You may hold beliefs about a sacred and shared value of all or any tissue samples removed. The cultural issues associated with sending your samples overseas and/or storing your tissue should be discussed with your family/whanau as appropriate. There are a range of views held by Māori around these issues; some iwi disagree with storage of samples citing whakapapa and advise their people to consult prior to participation in research where this occurs.  However, it is acknowledged that individuals have the right to choose.”
10. Please remove references to parents consenting for unborn child’s participation and that parents will have to consent for their babies’ participation once the child is born. 
11. Please include a statement that any tissue sent overseas for future unspecified use could be used in research that is reviewed by ethics committees that have no New Zealand representation.
12. Remove “as part of this study” from the future unspecified use information sheet. 
13. Remove the word ‘may’ from the reimbursement statement. Reasonable costs must be covered for all participants. 

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).

This following information will be reviewed, and a final decision made on the application, by Dr Peter Gallagher and Dr Cordelia Thomas 



	 7  
	Ethics ref:  
	17/CEN/199 

	 
	Title: 
	Molecular Neuropathy 2.0 - Increasing diagnostic accuracy in Paediatric Neuro-oncology. 

	 
	Principal Investigator: 
	Dr Andrew Dodgshun 

	 
	Sponsor: 
	ANZCHOG  

	 
	Clock Start Date: 
	19 October 2017 



Dr Richard Stubbs was present by teleconference for discussion of this application.

Summary of Study

1. The study investigates molecular subgroups of paediatric medullarblastomas. 
2. Personalised data will then be used to help improve the outcomes of the participants. 

Summary of ethical issues (outstanding)

The main ethical issues considered by the Committee and which require addressing by the Researcher are as follows.

3. Please address how the cultural issues associated with the tapu of the head and tissue samples being sent overseas will be managed. (Ethical Guidelines for Observational Studies para 4.3)
4. Please amend the information sheet and consent forms, taking into account the suggestions made by the committee (Ethical Guidelines for Observational Studies para 6.10)

The Committee requested the following changes to the Participant Information Sheet and Consent Form: 

5. Please change the title of the 7-10 years information sheet.
6. Remove references to a special type of illness.
7. Check statement that begins “in some law…currently there is no equivalent law.” please update this to refer to Germany.
8. On page 3 of the 11 – 15 year old information sheet please remove the statement that begins “The only time the researchers would have to tell someone…” unless this is necessary. If necessary, please include in all other information sheets.
9. Please make sure there are contact numbers for study doctors, HDC, and HDECs on all information sheets. 
10. Include storage time frames for tissue sent overseas. 
11. Clarify if health information will be sent overseas and if it will be identifiable at any point. Please include in all information sheets.
12. Please clarify if the participant information sheet for re-consenting participants will be updated when they receive this at 16.

Decision 

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

· Please amend the information sheet and consent forms, taking into account the suggestions made by the committee (Ethical Guidelines for Observational Studies para 6.10)
· Please address how Māori cultural issues identified with this study will be managed. (Ethical Guidelines for Observational Studies para 4.3)

This following information will be reviewed, and a final decision made on the application, by Dr Melissa Cragg and Mrs Sandy Gill.



	8  
	Ethics ref:  
	17/CEN/211 

	 
	Title: 
	Loneliness and Social Isolation

	 
	Principal Investigator: 
	Mr Charles Walgrave

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	12 October 2017



Dr Peter 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 Study

1. The study investigates processes, events, and mitigating factors for loneliness and social isolation in older Māori and Pacific people. 
2. By identifying the early pathways that lead to loneliness and social isolation and the mitigating factors it is hoped that this will improve outcomes in older Māori and Pacific Island people. 

Summary of ethical issues (resolved)

The main ethical issues considered by the Committee and addressed by the Researcher are as follows.

3. The Committee noted that only Māori and Pacific Islanders will be included in the study. 

Summary of ethical issues (outstanding)

The main ethical issues considered by the Committee and which require addressing by the Researcher are as follows.

4. The Committee stated that an information sheet and consent form are required face to face interviews. The Committee suggested the use of the HDEC template PIS and CF (Ethical Guidelines for Observational Studies para 6.26)
5. The Committee had concerns about the use of snowball sampling recruitment in the study population. The Committee felt that there was the possibility of coercion with this design. (Ethical Guidelines for Observational Studies para 6.11)
6. The Committee were not satisfied with the evidence of favourable independent peer review of the study protocol due to a lack of detail (Ethical Guidelines for Intervention Studies Appendix 1)
7. The Committee felt that cultural issues such as whakamā associated with the study were not adequately identified and addressed. (Ethical Guidelines for Observational Studies para 4.3)
8. The Committee stated that a safety plan to avoid retraumatisiation had not been presented and thus they had concerns for participant’s wellbeing. (Ethical Guidelines for Observational Studies para 4.8)


Decision 

This application was declined consensus, as the Committee did not consider that the study would meet the following ethical standards.

· The Committee stated they could not approve this project without an information sheet and consent form. (Ethical Guidelines for Observational Studies para 6.26)
· The Committee felt the recruitment method would lead to undue coercion. (Ethical Guidelines for Observational Studies para 6.11)
· The Committee stated that they needed more detail to be assured of the scientific robustness of the study. (Ethical Guidelines for Intervention Studies Appendix 1)
· The Committee stated that cultural issues associated with this study had been inadequately addressed. (Ethical Guidelines for Observational Studies para 4.3)
· The Committee had concerns about the retraumatisation of participants and the lack of an adequate safety plan. (Ethical Guidelines for Observational Studies para 4.8)
 



	 9  
	Ethics ref:  
	17/CEN/212 

	 
	Title: 
	MIMIT 

	 
	Principal Investigator: 
	Associate Professor Peter Larsen 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	12 October 2017 



Dr Ana Holley and Dr Gisela Kristono 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 Study

1. The study explores if there are specific markers that indicate a pattern to inflammation in acute myocardial infarction over time.
2. 100 participants will be recruited to this study in New Zealand.

Summary of ethical issues (resolved)

The main ethical issues considered by the Committee and addressed by the Researcher are as follows.

3. The Committee had concerns over first group participants being in a compromised position to provide informed consent due to the nature of their condition. The Researcher explained that they will not be approaching distressed individuals and that the patients will have between two and six hours to decide about participation. 
4. The Committee stated that the expedited consent form is not needed as those who do not wish to participate can simply withdraw from the study. 

Summary of ethical issues (outstanding)

The main ethical issues considered by the Committee and which require addressing by the Researcher are as follows.

5. Please amend the information sheet and consent forms, taking into account the suggestions made by the committee (Ethical Guidelines for Observational Studies para 6.10)

The Committee requested the following changes to the Participant Information Sheet and Consent Form: 

6. If any information is contained in the expedited form but not the main please move this to the main information form.
7. The expedited consent form is not required. 
8. Please provide more detail about who is funding the study.
9. Please explain study procedures such as what will happen and when. 
10. Explain that there is no therapeutic benefit to participants in this study.
11. Explain what will happen to samples collected as a part of the research such as where they will be stored and when they will be destroyed etc.
12. The Committee queried the lack of a Māori tissue statement in the Participant Information Sheet. The committee recommended the following statement: “You may hold beliefs about a sacred and shared value of all or any tissue samples removed. The cultural issues associated with sending your samples overseas and/or storing your tissue should be discussed with your family/whanau as appropriate. There are a range of views held by Māori around these issues; some iwi disagree with storage of samples citing whakapapa and advise their people to consult prior to participation in research where this occurs.  However, it is acknowledged that individuals have the right to choose.”
13. Please explain that inflammatory markers refers to DNA and RNA but that the analysis is restricted solely to inflammation.
14. Include that all participants have the right to an interpreter if the need one.
15. Include a statement that the study was approved by HDECs and give the HDEC reference number.

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).

This following information will be reviewed, and a final decision made on the application, by Dr Patries Herst and Mrs Helen Walker.



	 10  
	Ethics ref:  
	17/CEN/213 

	 
	Title: 
	A study to examine the safety and tolerability of single doses of the trial drug CMX521 in healthy adults. 

	 
	Principal Investigator: 
	Dr Chris Wynne 

	 
	Sponsor: 
	Chimerix, Inc. 

	 
	Clock Start Date: 
	12 October 2017 


 
Dr Chris Winne 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 Study

1. The study is a randomized, double-blind, placebo-controlled, single-dose, two part, dose escalation study of the safety, tolerability, and pharmacokinetics of CMX521 in healthy subjects.

Summary of ethical issues (resolved)

The main ethical issues considered by the Committee and addressed by the Researcher are as follows.

2. The Committee had concerns over the statement about there being no expiration for access to health information. The Researcher explained that this relates only to information collected as part of the study or that which is required at the start of the study. 
3. 

Summary of ethical issues (outstanding)

The main ethical issues considered by the Committee and which require addressing by the Researcher are as follows.

4. 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 Committee requested the following changes to the Participant Information Sheet and Consent Form: 

5. The Committee requested the compensation wording is updated for accuracy, they suggested the following statement: “If you were injured as a result of treatment given as part of this study, which is unlikely, you won’t be eligible for compensation from ACC.  However, compensation would be available from the study’s sponsor, [x], in line with industry guidelines.  We can give you a copy of these guidelines if you wish.  You would be able to take action through the courts if you disagreed with the amount of compensation provided. If you have private health or life insurance, you may wish to check with your insurer that taking part in this study won’t affect your cover.” 
6. Please explain who Peter Mason is and his role in the project. 
7. Please list the acceptable methods of contraception for male participants in line with the HDEC standard wording and the study protocol. 

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).

This following information will be reviewed, and a final decision made on the application, by Dr Dean Quinn and Dr Angela Ballantyne. 

 

	 11  
	Ethics ref:  
	17/CEN/214 

	 
	Title: 
	Māori narratives of wairua, mental health, and healing journeys 

	 
	Principal Investigator: 
	Miss Eleanor Brittain 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	12 October 2017 


 
Ms Eleanor Britain and Dr Simon Bennett were present in person for discussion of this application.

Potential conflicts of interest

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

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

Summary of Study

1. The study investigates tangata whaiora’s experiences of, and journeys with wairua. 
2. Up to 20 participants will be recruited for the study.

Summary of ethical issues (resolved)

The main ethical issues considered by the Committee and addressed by the Researcher are as follows.

3. The Committee noted that the study uses Kaupapa Māori methodologies.
4. The Committee asked if participants would have the opportunity to review and correct their transcripts. The Researcher explained that they would. 
5. The Committee asked how first contact will be made. The Researcher explained that information sheets and consent forms would be given to providers who will then approach potential participants. If participants wish to be contacted then the CI will contact them.

Summary of ethical issues (outstanding)

The main ethical issues considered by the Committee and which require addressing by the Researcher are as follows.

6. Please provide evidence of favourable independent peer review of the study protocol (Ethical Guidelines for Intervention Studies Appendix 1)
7. Please provide a copy of the questionnaire to the committee. 
· The Committee had concerns over the current safety arrangements for the CI. Please provide a more detailed safety plan for the project. (Ethical Guidelines for Intervention Studies para 5.41)
8. Please amend the information sheet and consent forms, taking into account the suggestions made by the committee (Ethical Guidelines for Observational Studies para 6.10)

The Committee requested the following changes to the Participant Information Sheet and Consent Form: 

9. Include that participants can view and correct their transcripts.
10. Please explain that if participants withdraw then data until withdrawal will be kept as it may already be included in analysis.
11. Include that participant’s GP’s or health practitioner will be informed of their participation.
12. Please correct the typo in Doctoral of Clinical Psychology.
13. Include that interviews will last between 60 and 90 minutes.

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 provide evidence of favourable independent peer review of the study protocol (Ethical Guidelines for Intervention Studies Appendix 1)
· Please include robust safety procedures in the study protocol (Ethical Guidelines for Intervention Studies para 5.41)

This following information will be reviewed, and a final decision made on the application, by the whole 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:
	28 November 2017, 08:00 AM

	Meeting venue:
	Room GN.6, Ground Floor, Ministry of Health, 133 Molesworth Street, Wellington, 6011



	The following members tendered apologies for this meeting.

Dr Patries Herst and Dr Angela Ballantyne.

3. Problem with Last Minutes

The minutes of the previous meeting were agreed and signed by the Chair and Co-ordinator as a true record.

The meeting closed at 5:25pm.
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