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		Minutes





	Committee:
	Southern Health and Disability Ethics Committee

	Meeting date:
	13 June 2017

	Meeting venue:
	Sudima Hotel, Christchurch Airport, 550 Memorial Drive, Christchurch



	Time
	Item of business

	11:30am
	Welcome

	11:35am
	Confirmation of minutes of meeting of 09 May 2017

	11:45am
	New applications (see over for details)

	
	 i 17/STH/80
  ii 17/STH/81
  iii 17/STH/83
  iv 17/STH/85
  v 17/STH/87
  vi 17/STH/89
  vii 17/STH/91

	2:40pm
	General business:
· Noting section of agenda

	2:55pm
	Meeting ends




	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

	Ms Raewyn Idoine 
	Lay (consumer/community perspectives) 
	27/10/2015 
	27/10/2018 
	Present 

	Dr Sarah Gunningham 
	Non-lay (intervention studies) 
	27/10/2015 
	27/10/2018 
	Present 

	Dr Nicola Swain 
	Non-lay (observational studies) 
	27/10/2015 
	27/10/2018 
	Present 

	Dr Mathew  Zacharias 
	Non-lay (health/disability service provision) 
	27/10/2015 
	27/10/2018 
	Present 

	Dr Devonie Waaka 
	Non-lay (intervention studies) 
	13/05/2016 
	13/05/2019 
	Present 

	Assc Prof Mira Harrison-Woolrych 
	Non-lay (intervention studies) 
	27/10/2015 
	27/10/2018 
	Present 

	Dr Fiona McCrimmon 
	Lay (the law) 
	27/10/2015 
	27/10/2018 
	Present 


 

Welcome

The Chair opened the meeting at 11:30am and welcomed Committee members, noting that there were no apologies for this meeting.

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 09 May were confirmed.


New applications 

	1  
	Ethics ref:  
	17/STH/89 

	 
	Title: 
	Dose Ranging Study of ZGN-1061 in Overweight and Obese Subjects with Type 2Diabetes Mellitus 

	 
	Principal Investigator: 
	Dr John Currie 

	 
	Sponsor: 
	Novotech (New Zealand) Limited 

	 
	Clock Start Date: 
	01 June 2017 



Ms Eileen Bisley, Ms Anneke Marais and Ms Heather Logan were present by 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 investigates the safety and effects of the drug ZGN-1061 in overweight and obese participants with type 2 diabetes. 
2. Approximately 120 participants will be recruited through flyers or GPs referring eligible and interested patients.
3. ZGN-1061 is a manmade drug that closely matches a common, fungus-derived antibiotic. 

Summary of ethical issues (resolved)

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

4. The Committee noted the high quality of the application.
5. The Committee stated that the researcher’s response to question p.4.1 in the application was not sufficient. Type 2 diabetes is an issue of significance to Māori. The Committee acknowledged that there would be little benefits derived from this project as it is an early phase study.
6. The National Ethics Advisory Committee guidelines state studies should not be terminated simply for reasons of commercial interest. Please notify the sponsor and remove this as a potential criterion for study termination 

Summary of ethical issues (outstanding)

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

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 remove repeating statements about the safety and efficacy of the drug. Please do not remove any information, just remove repetition.
9. Please include anaphylaxis as a potential side effect of the study drug. 
10. Please include an explanation, in lay terms, about what PBMC is.
11. Please remove reasons of commercial interest as a potential criterion for study termination 

Decision 

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

12. 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 Sarah Gunningham and Ms Raewyn Idoine.


	
	
	

	2  
	Ethics ref:  
	17/STH/91 

	 
	Title: 
	A trial examining the use of Transnasal Humidified Rapid-Insufflation Ventilatory Exchange for children undergoing microlaryngoscopy and bronchoscopy. 

	 
	Principal Investigator: 
	Dr Paul Baker 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	31 May 2017 



Dr Paul Baker 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 Study

1. The study compares the incidence rates and severity of apnoea in children who are undergoing a microlaryngoscopy or bronchoscopy procedure when receiving oxygen either through a nasopharyngeal tube against patients receiving humidified oxygen via the thrive device. 
2. 250 children who are scheduled to undergo either a microlaryngoscopy or bronchoscopy procedure will be recruited with a 50/50 split between the two arms of 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.

3. The Committee stated that they needed more information on the peer review process. Please provide more information about what was discussed as part of the peer review process. (Ethical Guidelines for Intervention Studies Appendix 1)
4. The Committee had safety concerns about air potentially entering the stomachs of participants. Please explain if this has been identified as a risk and how it will be managed. If this is a risk then please include it in the participant information sheet. 
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. Please provide suitable information sheets and assent forms for under 7s if they will be included in this study. The Committee suggested a very simple information sheet and assent form for young children that should very simply explain their participation in the study. Guidance on assent can be found at http://ethics.health.govt.nz/guidance-materials/assent-guidance. 
7. Please check the current assent forms for readability and wording. The Committee request that jargon and leading statements be removed or revised for simplicity. 
8. Please change the wording for the ACC statement to reflect that the children will be eligible for ACC not the parents.
9. The Committee stated that the data retention for the study was incorrect. Health information must be retained for 10 years after a participant turns 16. 

Decision 

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

10. 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).
11. 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 Mathew Zacharias and Dr Fiona McCrimmon.

	 3  
	Ethics ref:  
	17/STH/83 

	 
	Title: 
	MonarchE 

	 
	Principal Investigator: 
	Dr. Reuben Broom 

	 
	Sponsor: 
	Eli Lilly Australia Pty Ltd 

	 
	Clock Start Date: 
	31 May 2017 



Dr. Reuben Broom 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 Study

1. The study investigates the efficacy of ambemaciclib plus standard care against standard care alone patients with early stage breast cancer 
2. Approximately 40 participants will be recruited 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 noted that the study is going to the Standing Committee on Therapeutic Trials and that the study has an independent data safety monitoring committee.

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).
5. The Committee stated that withdrawal from the study does not need to be in writing. Participants can notify researchers in whatever manner is appropriate and the researchers must complete any forms required by the sponsor.
6. The Committee stated that use of tissue is an issue for Maori, particularly when genetic testing is being performed. The Committee asked that the Participant Information Sheet and Consent Form (PIS/CF) be checked for consistency about use of tissue as some sections mention loose research uses. 
7. The Committee had concerns that some of the uses of tissue mentioned in the main PIS/CF read like future unspecified research (FUR) and asked that study uses and FUR uses of tissue be clearly defined and separated in all study documentation.
8. The Committee noted that the study protocol states no additional radiation but there are multiple scans mentioned in the protocol. Please confirm if these are part of standard care or part of the study and update the information sheet. (Ethical Guidelines for Intervention Studies para 6.22).



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

9. Please update the pregnancy risks section to explicitly state which types of contraception can be used safely. Please bold the section that states that unborn children can be harmed.
10. Please check the margins for consistency and repair text that has merged in footers.
11. Please provide any updated safety information and include this in the information sheet.
12. Please ensure that study mandatory procedures for use of tissue are clearly explained and that FUR procedures are clearly marked as separate.
13. Please add the lay title to the PIS/CF as the full title is too long.

Decision 

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

14. 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 Devonie Waaka.  

	 4  
	Ethics ref:  
	17/STH/85 

	 
	Title: 
	A study comparing how fast the trial drug APL-2 is cleared from the body, in healthy adults and in adults with severely reduced kidney function. 

	 
	Principal Investigator: 
	Dr Richard Robson 

	 
	Sponsor: 
	Clinical Network Services Ltd  

	 
	Clock Start Date: 
	31 May 2017 



Dr Richard Robson was present in person for discussion of this application.

Potential conflicts of interest

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

Dr Devonie Eglinton declared a conflict of interest on this application

Summary of Study

1. The study investigates how the drug APL-2 is cleared from the body in patients with severely reduced kidney function. The study drug is used to treat paroxysmal nocturnal hemoglobinuria. 
2. 16 participants will be recruited, eight with severely reduced kidney function and eight healthy matching controls. 

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 the use of the term renal impairment and not renal failure. The Researcher explained that this use follows convention and is done to avoid confusing patients.
4. The Committee noted that this study is not a first in man and that the outcomes of previous trials have been used to inform the safety section of the participant information sheet. 
5. The Committee noted that the study had gone to the Standing Committee on Therapeutic Trials.

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

6. Please remove the unnecessary sentence on page two of the information sheet about other drugs and their methods of administration.
7. Please bring forward the section on the four day in house stay so that participants are made aware of this early on.
8. Please amend the schedule of assessments so that day one includes blood tests.
9. Please change the word new to investigational on the advertising poster. 
10. The Committee stated that the contraception statement is not clear enough. Please amend this section to clarify exactly which types of contraception should be used and only include methods of contraception that are available in New Zealand.  



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/STH/87 

	 
	Title: 
	Development of acute laparotomy scoring system 

	 
	Principal Investigator: 
	Dr Ahmed Barazanchi 

	 
	Sponsor: 
	The University of Auckland  

	 
	Clock Start Date: 
	31 May 2017 



Dr Ahmed Barazanchi 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 seeks to develop an acute laparotomy scoring system to help predict surgical outcomes. 
2. The study will recruit 1000 patients across New Zealand before surgery. Their surgical outcomes, short term mortality, quality of life and 1 year mortality will be followed up on to help develop the tool.
3. This will help develop and improve on the current predictive models as these have not been validated with the New Zealand population.

Summary of ethical issues (resolved)

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

4. The Committee queried the inclusion criteria and why laproscopic surgery is not considered a laparotomy. The researcher explained that this is to be in line with the international definition of laparotomy and to allow for comparison with international data.
5. The Committee asked if Obstetric and Gynaecological surgeries were excluded. The Researcher confirmed that they were. 
6. The Committee asked if subgroup analysis will be performed for each condition, as this could be a potential confounder. The Researcher explained that they would not do subgroup analysis as other international projects had not done so. Internationally analysis is done by inputting the patient data into a matrix and then testing the predictive ability of the model.
7. The Committee noted that the study will not include nonconsenting participants. The Researcher explained that this risk score is limited in scope to apply to patients who are able to be consented and discuss their situation.

Summary of ethical issues (outstanding)

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

8. The Committee stated that some procedures that were included or excluded meant that the varying risk factors associated with these differing procedures could distort the results. Please update the exclusion criteria, particularly for procedures such as cholecystectomy. (Ethical Guidelines for Intervention Studies Appendix 1)
9. The Committee stated that the current peer review does not address the scientific issues of excluding nonconsenting patients and not performing subgroup analyses. (Ethical Guidelines for Intervention Studies Appendix 1)
10. The Committee asked if surgeon seniority would skew the results for risk assessments. The Researcher explained that this will be site specific as the study is funded to run across eight centres. The committee suggested a post hoc analysis to test if surgeon seniority is a significant influence on patient scores. (Ethical Guidelines for Intervention Studies Appendix 1)
11. 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: 

12. Please check the information sheet for non-lay terms and replace them with simpler language.
13. Please change the word acute to a more suitable word. The Committee suggested ‘urgent.’

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 that addresses the Committee’s concerns about the design of the study. (Ethical Guidelines for Intervention Studies Appendix 1)

This following information will be reviewed, and a final decision made on the application, by Dr Devonie Waaka and Ms Raewyn Idoine.

	 6  
	Ethics ref:  
	17/STH/81 

	 
	Title: 
	NTproCNP and Chronic Kidney Disease

	 
	Principal Investigator: 
	Prof Richard Troughton

	 
	Sponsor: 
	

	 
	Clock Start Date: 
	01 June 2017 



Dr Tim Prickett and Professor Eric Espiner 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.

This application was approved with non-standard conditions by consensus


	7  
	Ethics ref:  
	17/STH/80 

	 
	Title: 
	New factors in failing human hearts. 

	 
	Principal Investigator: 
	Professor Richard Troughton

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	31 May 2017 



Dr Tim Prickett was present for discussion of this application.

Potential conflicts of interest

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

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

Summary of Study

1. The study investigates gene and protein levels in the tissue and blood from failing hearts. This will help researchers identify what hormones are important when hearts are failing.
2. 10 to 12 patients at Auckland Heart Transplant program will be invited to participate. They will be recruited by their doctors.

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 number of operations on congenital heart defects is very low.
4. The Committee noted that the information sheet and consent form were of high quality. 
5. The Committee asked how recruitment for the study will be managed. The Researcher explained that patients will be approached by their doctors. Recruitment will be integrated into the care pathway and surgeons will spend time discussing the study with patients.

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

6. Please fix the ragged edges and spacing in the participant information sheet. 

Decision 

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

· [bookmark: _GoBack]Please amend the information sheet and consent form (Ethical Guidelines for Intervention Studies para 6.22).



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:
	11 July 2017, 11:30 AM

	Meeting venue:
	Sudima Hotel, Christchurch Airport, 550 Memorial Drive, Christchurch



	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 2:55pm.
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