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	Committee:
	Southern Health and Disability Ethics Committee

	Meeting date:
	04 September 2012

	Meeting venue:
	Scenic Hotel


	Time
	Item of business

	11:00am
	Welcome

	
	Confirmation of minutes of meeting of 07 August 2012

	
	New applications (see over for details)

	
	  i 12/STH/10

  ii 12/STH/12

  iii 12/STH/13

  iv 12/STH/15

	
	General business:

Noting section of agenda

	
	Meeting ends


	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

	Ms Raewyn Idoine 
	Lay (consumer/community perspectives) 
	01/07/2012 
	01/07/2015 
	Present 

	Mr Doug Bailey 
	Lay (the law) 
	01/07/2012 
	01/07/2015 
	Present 

	Mrs Angelika Frank-Alexander 
	Lay (consumer/community perspectives) 
	01/07/2012 
	01/07/2014 
	Present 

	Dr Sarah Gunningham 
	Non-lay (intervention studies) 
	01/07/2012 
	01/07/2015 
	Present (T/C)

	Ms Gwen Neave 
	Lay (consumer/community perspectives) 
	01/07/2012 
	01/07/2014 
	Present 

	Dr Nicola Swain 
	Non-lay (observational studies) 
	01/07/2012 
	01/07/2014 
	Present 

	Dr Martin Than 
	Non-lay (intervention studies) 
	01/07/2012 
	01/07/2014 
	Present 

	Dr Mathew  Zacharias 
	Non-lay (health/disability service provision) 
	01/07/2012 
	01/07/2015 
	Present 


Welcome

The Chair opened the meeting at 11:00am 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 7 August 2012 were confirmed.

New applications 
	 1  
	Ethics ref:  
	12/STH/10 

	 
	Title: 
	Safety study of intranasal midazolam (USL261) in seizure cluster subjects 

	 
	Principal Investigator: 
	Professor Tim Anderson 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	23 August 2012 


No member of the research team was present for this discussion

Potential conflicts of interest

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

The Chair identified a possible conflict with Dr Tim Andersen but the committee agreed that this wasn’t substantial.
One member declared a ‘special interest’ in the topic but it was not deemed by the committee to be a conflict.
Summary of ethical issues
The main ethical issues considered by the Committee were as follows. 

· Ms Gunningham introduced the proposed study.  It is a safety study and a follow on from a previous study in which participants had received midazolam.  This study will test whether it is safe to use at home.  A 5mg dose of midazolam will be administered at a clinic should a seizure occur and a second dose may be administered if the seizure does not end within 10 minutes of being administered and or if another seizure happens within 4 hours. 
· The committee agreed that this research should produce benefits and that the researchers appear to be managing any risk.

· The committee questioned the level of CPR training caregivers would receive in order to be considered competent to administer the medication.  The safety of Midazolam (used incorrectly it can kill people), was discussed in relation to whether there may be risk around the administering of the medicine in this study. The committee will request confirmation that the previous study has had the same dose administered without adverse effect.
· The committee agreed that the information contained in the PIS/CF is dense and the language may not be easily understood by participants.  However, the committee noted that researchers now complete PIS/CF documents without the aid of a template and the Flesch score helps determine whether PIS/CF is readable.  It was noted that participants in this study would have come across the terminology before and will likely be conversant with the language contained in the PIS/CF.
· It was noted that Midazolam is a standard treatment in the field but the committee agreed that it would like the researchers to provide further information on what is different about the dose in this study compared to the one already being used as a standard treatment in the field. 

· The committee noted that corresponding data to articles quoted in the application was not provided. 
Decision 
This application was provisionally approved subject to the following information being received. 

· Please provide confirmation or a statement that the dosage proposed in this study is the same as in the previous study and in the previous publications referenced. (Ethical Guidelines for Intervention Studies, para 2.19)
· Please provide evidence about the safety profile (timing intervals and dosage described) of Midazolam. (Ethical Guidelines for Intervention Studies, para 2.19)
· Please clarify r.2.5 on the application form to ‘data must be stored for 10 years after the children have turned 18’. (Ethical Guidelines for Intervention Studies, para 7.3)
· Please provide more information about the level of CPR training caregivers will receive. (Ethical Guidelines for Intervention Studies, para 5.36-5.37)
This following information will be reviewed, and a final decision made on the application, by the Chair and a committee member. 
	 2  
	Ethics ref:  
	12/STH/12 

	 
	Title: 
	Spirituality in Dementia Units. 

	 
	Principal Investigator: 
	Dr Chris Perkins 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	24 August 2012 


Dr Chris Perkins 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.

One member declared a ‘special interest’ in the topic but it was not deemed by the committee to be a conflict.
Summary of ethical issues
The main ethical issues considered by the Committee were as follows. 
· Mr Bailey introduced the study.  It is an observational study to be run in two parts.  It was noted that the first part has low power but it will provide useful information for part two. This is the first time the research will be conducted in New Zealand.  
· The committee noted that informed consent given diminished capacity of participants has been considered. The committee asked Dr Perkins whether there is a consent sheet for participants who do not have diminished capacity.  Dr Perkins confirmed there is.

· The committee asked Dr Perkins whether the sample size of 3 residents, staff members and their families could be considered a large enough sample to give useful data.  Dr Perkins confirmed probably not and she intends to try and increase the sample size to 6.  The committee encouraged the researcher to increase to 6 if possible. 
· The committee asked Dr Perkins how she intends to ascertain what the spiritual needs of participants are prior to taking part in the study. Dr Perkins explained that she will ask participants this question and acknowledged that spiritual beliefs would of course be different across participants.  The committee noted in this regard that a larger sample size would help reflect such difference.
· The committee asked Dr Perkins if only one person from each institution would take part in the survey intended for part two of the study and noted that could be restrictive. The committee suggested that the researcher list designations and encourage them to reply to help get breadth of feedback. Dr Perkins agreed to address this.
· The Committee asked Dr Perkins whether she would be willing to interview Maori participants with their whanau if requested.  Dr Perkins said she hopes to be able to do so but noted however, that she would still like to talk to participants individually so that there is opportunity if needed for free and frank discussion. 
· The Committee asked Dr Perkins for more information about the study’s peer reviewer.  Dr Perkins advised that she has known Richard Egan (reviewer) professionally for a number of years and considers him an expert in the area.  
· The Committee discussed how the researcher intended to publish her results and spoke generally about being able to offer guidance to independent researchers who may not have access to institutional bodies.  The Committee offered to send the researcher an email with links about publishing results. 
Decision 
This application was approved by consensus
The committee recommends that increasing the number of participants from 3 to 6 would be desirable.  (Ethical Guidelines for Observational Studies, para 5.7)
The committee advises that you may find the following links to information on publishing study results useful.
· Kelly K, Clark B, Brown V, Sitzia J. Good practice in the conduct and reporting of survey research. International Journal of Quality in Health Care 2003; 15(3): 261-266

· Burns KE, Duffett M, Kho ME, et al. A guide for the design and conduct of self-administered surveys of clinicians. CMAJ 2008; 179(3): 245-52

· Annex 1 (in MT’s document)

	 3  
	Ethics ref:  
	12/STH/13 

	 
	Title: 
	Glaucoma Initial Treatment Study (GITS) 

	 
	Principal Investigator: 
	Mr  Andrew Dewar 

	 
	Sponsor: 
	Centre for Eye Research Australia 

	 
	Clock Start Date: 
	23 August 2012 


Mr Mario Constantinou, was present by teleconference for discussion of this application.
Potential conflicts of interest

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

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

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

· Dr Than introduced the study and explained that Glaucoma is a problem with intraocular pressure for which the standard treatment of eye-drops comes with some unwelcome side-effects.  Surgical approaches have reached equivalence with the eye-drops and this study proposes to test the two treatments against each other.  

· The committee noted that the proposed study is excellent study with no particular ethical issues.

· The committee noted that an Australian body has approved the study and it appears that the information in that application was applied to this application and may not translate so well to the NZ system.  
· The committee noted that NMHRC reviews should be included as evidence of peer review rather than evidence from co-investigators with whom there is a conflict of interest. 
· The Committee asked Mr Constantinou to clarify whether there will be any restrictions on publication of negative results.  Mr Constantinou advised that both positive and negative results will be published. 
· The Committee advised that it would be useful if the researchers could provide an indication of whether the safety monitoring body chosen is independent or not. 
· The Committee noted that the PIS is lengthy and perhaps therefore difficult to read; although this may be mitigated by length of time the researchers will allow for participants to read the document.  
· The Committee asked Mr Constantinou to confirm the stated exclusion criteria of pregnant or breastfeeding women.  He confirmed that for the purpose of the study they will be excluded.

· The Committee requested that an age-range be stated at P.3.1 on the application form. Mr Constantinou agreed to do so.
· The Committee asked Mr Constantinou how participants would be informed about the study results.  He confirmed that participants will be able to request study results if they wish. 
· The committee discussed the issue of third party risk and what should be highlighted and reflected in the consent form. 
· The Committee noted that the PIS/CF and questionnaire forms are not relevant to the New Zealand market as they currently reflect Australian participation only. 
Decision 

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

· Please provide the Committee with copies of the NHRMS funding forms (Ethical guidelines for Intervention Studies, para 4.21)
· Please provide information about any conflict of interest with the Data safety monitoring group (Ethical guidelines for Intervention Studies, para 4.21 and 6.53)
· The PIS/CF and questionnaire forms do not currently reflect NZ participation.  Please ensure the NZ form is relevant to the NZ market. (Ethical guidelines for Intervention Studies, para 6.10)
This following information will be reviewed, and a final decision made on the application, by the Chair and another committee member.

	 4  
	Ethics ref:  
	12/STH/15 

	 
	Title: 
	The Self-Esteem of Children with Hearing Impairment  

	 
	Principal Investigator: 
	Dr Andrea Kelly 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	24 August 2012 


No member of the research team was present for this discussion

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 agreed that the researchers would need to consider changing or deleting reference to ethnicity data on the questionnaire to reflect New Zealand ethnicity. 
· The Committee noted that peer review for the study was not provided but this was mitigated by the study being considered low risk.
· The committee noted the use of the word ‘children’ on the participant information sheet for teenagers may not be age appropriate. 
Decision 

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

· Please clarify r.2.5 on the application form to ‘data must be stored for 10 years after the children have turned 18’.  (Ethical Guidelines for Observational Studies, para 8.3)
· Please consider deleting or amending reference to ethnicity data on the questionnaire. 
· Please replace reference to ‘children’ with teenager or young people on the participant information sheet for teenage participants.
This following information will be reviewed, and a final decision made on the application, by the secretariat.

General business

1. The Committee noted the content of the “noting  section” of the agenda.
2. The Chair encouraged committee members to be in touch with each other between meetings with any comments or questions about studies for review.  The secretariat will send a committee contact list to all members.  
3. The Chair reminded the Committee of the date and time of its next scheduled meeting, namely:

	Meeting date:
	25 September 2012, 12 noon

	Meeting venue:
	Copthorne Hotel Commodore, 449 Memorial Drive, Christchurch



No apologies were tendered for this meeting.


Dr Swain tendered apologies for the 30 October 2012 meeting.

The meeting closed at 1:30pm.
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