	[image: ]
		Minutes





	Committee:
	Southern Health and Disability Ethics Committee

	Meeting date:
	17 March 2015

	Meeting venue:
	Sudima Hotel - Christchurch Airport



	Time
	Item of business

	12.00pm
	Welcome

	12.10pm
	Confirmation of minutes of meeting of 17 February 2015

	12.30pm
	New applications (see over for details)

	
	 i 15/STH/31
 ii 15/STH/33
 iii 15/STH/34
 iv 15/STH/35
 v 15/STH/36

	2.10pm
	General business:
· Noting section of agenda

	2.25pm
	Meeting ends




	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

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

	Mrs Angelika Frank-Alexander 
	Lay (consumer/community perspectives) 
	01/07/2012 
	01/07/2015 
	Present 

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

	Dr Nicola Swain 
	Non-lay (observational studies) 
	01/07/2012 
	01/07/2015 
	Present 

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

	Dr Devonie Waaka 
	Non-lay (intervention studies) 
	01/07/2013 
	01/07/2016 
	Present 

	Assc Prof Mira Harrison-Woolrych 
	Non-lay (intervention studies) 
	01/09/2014 
	01/09/2015 
	Present 

	Dr Fiona McCrimmon 
	Lay (the law) 
	01/09/2014 
	01/09/2015 
	Present 


 

Welcome

The Chair opened the meeting at 12.15pm and welcomed Committee members, noting that apologies had been received from Dr Mathew Zacharias.

The Chair noted that the meeting was quorate. 

The Committee noted and agreed the agenda for the meeting.

The Chair discussed the recent Chairs’ day and the HDEC Secretariat agreed to send slides from Dr Young’s presentation and the information on SCOTT review.  

The Committee discussed the recent Maori Health Research Symposium and the HDEC Secretariat agreed to send the slides from the day.

Confirmation of previous minutes

The minutes of the meeting of 17 February 2015 were confirmed.

New applications 

	 1  
	Ethics ref:  
	15/STH/31 

	 
	Title: 
	Study Evaluating GS-9857 Pharmacokinetics in Subjects with Normal Hepatic Function and Moderate or Severe Hepatic Impairment 

	 
	Principal Investigator: 
	Prof Ed Gane 

	 
	Sponsor: 
	Gilead Sciences., Australia New Zealand 

	 
	Clock Start Date: 
	05 March 2015 


 
Professor Ed Gane and Mrs Mary Ellis-Pegler 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.

Dr Devonie Waaka declared a potential conflict of interest, and the Committee decided that she would take part in discussions.

Summary of Study

· Professor Gane explained that this is a hepatic impairment study for a drug from Gilead which will be used in combination with another two drugs which are approved for use in Hepatitis C.  This will be a phase 2 study in participants with cirrhosis to determine the typical PK profile of the drug, with the aim of moving on to a phase 3 study next year in patients with Hepatitis. Participants will not get any benefit from this study, other than getting extra medical treatment, as they do not have hepatitis.  

Summary of ethical issues (resolved)

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

· The Committee asked for clarification on the data safety monitoring arrangements.  Professor Gane explained that there will be a pharmacology group which is part of Gilead who will look at safety data.  He said that this is a single dose study with no dose escalation and stringent protocols around reporting SAEs to the medical monitors and therefore no external DSMB with is required.     
· Mrs Ellis-Pegler confirmed that participants will need to fast in the 10 hours before arriving at the inpatient clinic. 

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

· Please include a lay study title.  
· Please include a statement in the PIS about the cultural issues that may arise for Maori with sending blood overseas.  
· Please include in the PIS that blood is being sent overseas and where to.  
· Please amend “documentation of ovarian failure” to “documentation of post-menopausal status” (page 3 of the PIS).
· Please make it clear who the method of birth control needs to be acceptable for as this is subjective.  The Committee recommended amending this to an “effective method of birth control” (page 3 of the PIS).
· Please amend “allergic reaction is always possible with a drug you have not taken” to “allergic reaction is always possible with any drug” (page 8 of the PIS).
· Please include the following statement in the consent form “I acknowledge that there may be risks associated with the treatment in the event of myself or my partner becoming pregnant. I undertake to inform my partner of the risks and to take responsibility for the prevention of pregnancy.”

Decision 

This application was approved by consensus, subject to the following non-standard conditions.  

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



	 2  
	Ethics ref:  
	15/STH/33 

	 
	Title: 
	Clonidine 100 mcg bioequivalence study conducted under fasting conditions 

	 
	Principal Investigator: 
	Dr Noelyn Hung 

	 
	Sponsor: 
	Southern Cross Pharma Pty Ltd 

	 
	Clock Start Date: 
	05 March 2015 


 
Dr Noelyn Hung, Dr Tak Hung and Mrs 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.

Associate Professor Mira Harrison Woolrych declared a potential conflict of interest, and the Committee decided that she would take part in the discussions.

Summary of Study

· Dr Noelyn Hung explained that this is a comparative study of a generic vs brand leader anti-hypertensive drug, with a single dose of 100mg taken a week apart in healthy subjects.  

Summary of ethical issues (resolved)

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

· The Committee commended the researchers for a well written application. 
· The Committee commended the peer review and thanked the researchers for using the HDEC template.  
· The Committee noted that Zenith had been in recent discussion with Associate Professor Harrison-Woolrych about revising their participant information sheets.  They noted that they had no major issues with this PIS but that there were several things that need changing (listed below).
· The Committee noted that the study timetable was not in the PIS but that it would be provided to participants.  Mrs Folland confirmed that this had been submitted with the application.  The HDEC Secretariat subsequently confirmed that this had been received.  

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

· Please include a lay study title.  
· Please elaborate on the prevalence of side effects.  
· Please include medical terms in lay language.  
· Please bold the paragraph on fasting (page 5 of the PIS).

Decision 

This application was approved, subject to the following non-standard conditions.  

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


	 3  
	Ethics ref:  
	15/STH/34 

	 
	Title: 
	Bosentan 125 mg bioequivalence study conducted under fasting conditions 

	 
	Principal Investigator: 
	Dr Noelyn Hung 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	05 March 2015 


 
Dr Noelyn Hung, Dr Tak Hung and Mrs 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.

Associate Professor Mira Harrison Woolrych declared a potential conflict of interest, and the Committee decided that she would take part in the discussions.

Summary of Study

· Dr Noelyn Hung explained that this is a bioequivalence study of bosentan, with doses taken two weeks apart.  

Summary of ethical issues (resolved)

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

· The Committee asked for clarification around the sentence that participants may not be able to seek an exemption due to impairment from study or exams.  Dr Hung explained that this would cover people with SAEs but that this sentence was to cover people who wanted to miss a test due to being in the unit. 
· The Committee asked for clarification on the internal data safety monitoring committee.  Dr Hung explained that it is comprised of doctors doing this study and changes according to their availability.  She said that staff is always monitoring side effects while the study is going on.  The Committee noted that for future applications the researchers should select no formal data safety monitoring arrangements as an internal data safety monitoring committee implies that this is formalised.
· The Committee noted that there is an expectation that a study will have around 7 to 9% of Maori and asked how this is going.  Mrs Folland explained that they are currently looked at the percentages, as recommended by Hine Forsyth who does the Maori review for Zenith.  She said that at the moment they are running fairly close to target.  
· The Committee asked how the individual informed consent process is going.  Dr Noelyn Hung explained that not many people are taking up the offer of individual discussions but the option is there.  The Committee advised that they are happy for there to be a group information session but participants should always be able to go into a private room and sign the PIS and consent form and sign in the presence a researcher who is also able to answer any questions.  Dr Noelyn Hung advised that they sign the PIS and consent form in a separate room but that currently she has not been closing the door.  The Committee reiterated that participants need the opportunity to privately ask questions as part of the informed consent process and it should not be assumed that people will come and find the researchers to ask them these. 
· The Committee asked for clarification on the counselling arrangements for a positive Hepatitis, HIV or syphilis test result.  Dr Noelyn Hung confirmed that this would be provided through the sexual health clinic. 

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

· Please include a lay study title.
· Please elaborate on the prevalence of side effects.  
· Please include medical terms in lay language.
· Please include a lay term for generic, for example non-branded. 
· Please review the wording around not being able to leave the study site (page 7 of the PIS) as this currently sounds authoritative and patronising.

Decision 

This application was approved subject to the following non-standard conditions.

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


	 4  
	Ethics ref:  
	15/STH/35 (CLOSED)

	 
	Title: 
	MK3475 versus Paclitaxel for Advanced Gastric Cancer 

	 
	Principal Investigator: 
	Dr Katriona Clarke 

	 
	Sponsor: 
	Pharmaceutical Company 

	 
	Clock Start Date: 
	05 March 2015 


 




	 5  
	Ethics ref:  
	15/STH/36 

	 
	Title: 
	New biomarkers to detect sepsis in critically ill patients 

	 
	Principal Investigator: 
	Associate Professor Geoffrey Shaw 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	05 March 2015 


 
Associate Professor Geoffrey Shaw and Dr Anitra Carr 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

· Dr Shaw explained that diagnosis of sepsis is difficult and that every year several people die due to a delayed diagnosis.  He said that the aim of this study is to find a consistent biomarker which will allow clinicians to make a decision about treatment.  He said that they have received funding of $26,000 from the Intensive Care Foundation which will allow them to look at up to ten potential biomarkers. 
· Dr Shaw explained that participants will be taken from the ICU and will either have sepsis or not.  Blood samples will be collected on admission to the ICU, at 12, 24, 48 hours and at discharge.  Around 4mls of blood will be taken on top of 20ml that participants with sepsis already have taken.  

Summary of ethical issues (resolved)

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

· The Committee asked if the study was being done as part of ANZICS.  Dr Shaw explained that they have peer reviewed it and the researchers have to report back on progress.
· Dr Shaw confirmed that they are hoping to include 20 patients with sepsis and 20 without.  He said that they need another $26K of funding which has been verbally agreed with his clinical director.  If they are not able to get funding, they will cut the numbers in half and use the pilot data to get funding for another study.  
· The Committee commended the researchers for an easy to understand PIS.  
· The Committee asked for clarification on the answer to P.1.7.1 which states that “to restrict data from patients who have died would invalidate this study and it would therefore be unethical to proceed.”  Dr Shaw explained that it is important to be able to report on patients who have died as the sample would be biased if the study only looked at people who survived. 
· The Committee noted that it was clear in the application but not in the PIS that a person could withdraw their data when they become able to consent.  Please include this in the PIS and an option in the consent form.
· The Committee noted that it was not clear in the PIS for participants that they would probably have already had blood samples taken.  Dr Shaw explained that this PIS was aimed at participants who were able to give consent.  He said that there were very few participants who would be able to give consent before the samples were taken.  The Committee had discussions on whether a paragraph should be added to the PIS to let participants who were unable to give consent know that a relative, friend, family/whanau member had signed a PIS indicating that they believed the participant would want to take part in this study.  The Committee subsequently agreed that the declaration by participant in the PIS for relative, friend, family/whanau was sufficient and no additional paragraphs needed to be added to either PIS.   
· Dr Shaw confirmed that blood samples are usually kept for around two to three months as the biomarkers tend to become unstable.  
· Dr Shaw explained that blood will not be collected when people move to wards as if they are out of danger another assay is not necessary.
· The Committee asked for clarification on the presumed consent process, i.e. taking a blood sample without the participant or friends and family being aware.  Dr Shaw explained that the researchers need to take the sample when a participant is admitted but nothing will be done with the sample until the views of the relative, friend, family/whanau member are obtained.  The Committee were comfortable with the early sample collection but agreed that a sentence needed to both PIS stating that some extra blood was taken when the patient first arrived.
· The Committee asked how it was decided who could give proxy consent and whether there was a requirement for trying to find someone who had more formal capacity to give authority.  Dr Shaw explained that there were no rules on who could give consent but it was normally made as a clinical judgement.  The Committee were comfortable with this.   
· The Committee asked whether legal support would be available as per the third point of the consent form for relative, friends, family/whanau.  Dr Shaw advised that this is not provided by the researchers and if somebody wants to talk to their lawyer about the study, the researchers will not pursue with enrolment.  He agreed to remove the words “and if necessary receive legal support” from the consent form.

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

· Please include a lay title.  Professor Shaw recommended “new blood tests to detect serious infection in patients”.
· Please review for typos.  
· Please rename information sheet for relative, friend, family/whanau and participant.
· Please include in the PIS that some iwi may issues with collecting tissue due to beliefs of collective ownership.
· Please amend “I understand that the patient taking part in this study is voluntary (my choice)” (page 5 of PIS for relative, friend, family/whanau).
· Please remove option to receive copies of scientific publications from this study under declaration by participant (page 7 of PIS for relative, friend, family/whanau).
· Please remove option to inform GP of participation in study unless you are going to pass on any results to participants’ GPs (page 7 of PIS for relative, friend, family/whanau).
· Please include a statement “I believe it would the patient’s wish to take part in this study” (consent form for relative, friend, family/whanau).
· Please include a sentence explaining what biomarkers are.  
· Please review the consent form and remove statements that are not relevant and only include yes / no boxes when the statements are truly optional.

Decision 

This application was approved subject to the following non-standard conditions.  

· Please amend the participant information and consent form, taking into account the suggestions by the Committee (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:
	21 April 2015, 08:00 AM

	Meeting venue:
	Dunedin International Airport, Maungatua Room, 25 Miller Road, Momona, Dunedin



	The following members tendered apologies for this meeting.

Mrs Angelika Frank-Alexander
Dr Sarah Gunningham
Associate Professor Mira Harrison-Woolrych
[bookmark: _GoBack]
The meeting closed at 2.25pm.
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