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	Committee:
	Central Health and Disability Ethics Committee

	Meeting date:
	22 April 2014

	Meeting venue:
	Terrace Conference Centre, 114 The Terrace, Wellington


	Time
	Item of business

	12.00pm
	Welcome

	12.10pm
	Confirmation of minutes of meeting of 25 March 2014

	12.30pm
	New applications (see over for details)

	
	i 14/CEN/61

ii 14/CEN/50 
iii 14/CEN/54

iv14/CEN/57

v 14/CEN/58

vi 14/CEN/59

vii 14/CEN/60

viii 14/CEN/15

	
	

	3.50pm
	General business:

· Noting section of agenda
· 

	4.10pm
	Meeting ends


	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

	Mrs  Helen Walker 
	Lay (consumer/community perspectives) 
	01/07/2012 
	01/07/2015 
	Present 

	Mr Paul Barnett 
	Lay (the law) 
	01/07/2012 
	01/07/2014 
	Present 

	Mrs Gael Donoghue 
	Non-lay (health/disability service provision) 
	01/07/2012 
	01/07/2014 
	Present 

	Mrs Sandy Gill 
	Lay (consumer/community perspectives) 
	01/07/2012 
	01/07/2014 
	Present 

	Dr Patries Herst 
	Non-lay (intervention studies) 
	01/07/2012 
	01/07/2015 
	Present 

	Dr Dean Quinn 
	Non-lay (intervention studies) 
	01/07/2012 
	01/07/2015 
	Present 


Welcome

The Chair opened the meeting at 12.20pm 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 25 March 2014 were confirmed.

New applications 
	 1  
	Ethics ref:  
	14/CEN/50 

	 
	Title: 
	Efficacy and safety of liraglutide and metformin in children and adolescents with type 2 diabetes mellitus 

	 
	Principal Investigator: 
	Professor Paul Hofman 

	 
	Sponsor: 
	Novo Nordisk Pharmaceuticals Pty Ltd 

	 
	Clock Start Date: 
	10 April 2014 


Professor Paul Hofman 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 asked for clarification on the use of incentives (P.3.3.1).  Professor Hofman explained that these were an effective way of getting teenagers to increase physical activity.  The Committee asked what incentives would be provided.  Professor Hofman explained that these would be health related incentives to encourage physical activity, for example an ipod with apps that could improve lifestyles.
· The Committee asked at what point in the study participants would be eligible to receive incentives.  Professor Hofman advised that it was likely that participants would receive them once certain criteria were met.  The Committee recommended calling these retention tools and providing a monetary value to the committee when the exact nature of the retention tools were finalised to avoid concerns of potential inducement.
· The Committee noted that they would like to see a PIS and consent form with age appropriate language for 16 and 17 year olds who are able to give consent.

· The Committee noted that blood will be sent overseas for testing and advised that this should be included in the PIS as this may be a cultural issue for Māori.

· The Committee commended the use of statistics in the level of incidence of diabetes for Māori and Pacific people.  

· The Committee queried the use of metformin in children.  Professor Hofman explained that it was prescribed off-label and has been used in paediatrics for children as young as eight, for type 1 and type 2 diabetes for 30 years.  The Committee asked whether SCOTT approval was required for the use in children.  Professor Hofman thought that it did not require SCOTT approval because it was not a new drug.  The HDEC Secretariat agreed to confirm this.  

· Following the meeting, the Committee confirmed that because both metformin and liraglutide are registered, despite the new patient population being studied in this trial, SCOTT approval is not required.
· The Committee requested the following changes to the PIS and consent form:

· Please include main exclusion criteria in lay terms in the PIS, particularly the family history of cancer.
· Please include Māori health support contact details in the PIS.

· Please include that blood will be sent overseas for testing in the PIS.

· Please provide a PIS and consent form for 16 and 17 year olds.

Decision 

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

· Please amend the PIS and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies, para 6.22).
The response from the researcher will be reviewed, and a final decision made on the application, by Dr Dean Quinn and Mrs Helen Walker. 
	 2  
	Ethics ref:  
	14/CEN/54 

	 
	Title: 
	Tardive dyskinesia in rest home residents taking antipsychotics. 

	 
	Principal Investigator: 
	Dr Angela O'Brien 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	10 April 2014 


Dr Angela O’Brien 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 noted that this study was an excellent idea.  
· The Committee queried whether the tardive dyskinesia information sheet for patients had been peer reviewed.  Dr O’Brien advised that it hadn’t and agreed that this would be reviewed by her peer review group.
· The Committee noted that a new application would be needed for future research.

· The Committee noted that Right 7(4) section (ii) of the Code of Health and Disability Services Consumers’ Rights states that “if the consumer’s views have not been ascertained, the provider takes into account the views of other suitable persons who are interested in the welfare of the consumer and available to advise the provider.”  

· The Committee noted that the researcher needs to obtain legal advice for this particular study as to who a suitable person to give consent on the participant’s behalf would be.  The Committee advised that they require confirmation from the researcher that they have obtained legal advice and who will be providing informed consent for this study. 

· The Committee requested the following changes to the PIS and consent form:

· Please provide a separate PIS and consent form for the suitable person providing consent. 
· Page 2 of PIS, para. 2 – Please amend “approved by a Health and Disability Ethics Committee” to “the Central Health and Disability Ethics Committee.”
· Page 2 of PIS, 3rd from last para. – Amend “choose do not do anything” to “choose to not do anything”.
· Page 3 of the PIS under “What if something goes wrong”, please amend “you would be eligible for compensation from ACC” to “you may be eligible for compensation from ACC.”

· Please include Tourette’s, Huntington’s disease and Parkinson’s disease as exclusion criteria in the PIS.

Decision 

This application was provisionally approved by consensus subject to the following information being received.  
· Please amend the PIS and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Observational Studies, para 6.10).
· Please provide confirmation that legal advice has been obtained on a suitable person to consent on the participant’s behalf (Ethical Guidelines for Observational Studies, para 6.20)
The response from the researcher will be reviewed, and a final decision made on the application, by the Committee
	 3  
	Ethics ref:  
	14/CEN/57 

	 
	Title: 
	Endometriosis Extension Study M12-821 

	 
	Principal Investigator: 
	Dr Dean Quinn 

	 
	Sponsor: 
	AbbVie Pty Ltd 

	 
	Clock Start Date: 
	10 April 2014 


Dr Dean Quinn 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 Dean Quinn declared a conflict of interest so was present as the Co-ordinating Investigator for this study.
Summary of ethical issues
The main ethical issues considered by the Committee were as follows. 

· The Committee noted that there were a number of visits listed in the PIS and recommended the use of a time and events table.  

· The Committee requested the following changes to the PIS and consent form:

· Please include health advocacy numbers and Māori cultural support contact details.
· Please include the main exclusion and inclusion criteria in lay language in the PIS.

· Page 4 of the PIS – Please amend “Analgesics, Vitamin D and Calcium will need to be purchased by you if not provided by the site” to “You will be prescribed Analgesics, Vitamin D and Calcium”.

Decision 

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

· Please amend the PIS and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies, para 6.22).
The response from the researcher will be reviewed, and a final decision made on the application, by Mrs Helen Walker and Dr Patries Herst.
	 4  
	Ethics ref:  
	14/CEN/58 

	 
	Title: 
	Reversal of the Anticoagulant Effect of Dabigatran Using Idarucizumab  

	 
	Principal Investigator: 
	Dr Gordon Royle 

	 
	Sponsor: 
	Boehringer Ingelheim Pty Limited 

	 
	Clock Start Date: 
	10 April 2014 


Dr Gordon Royle, Mrs Catherine Howie and Ms Sandy McGreavy 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. 

· The Committee noted that this was a worthwhile study.
· The Committee noted that Right 7(4) of the Code of Health and Disability Services Consumers’ Rights requires that in situations where a consumer cannot give informed consent, the views of a suitable person have to be obtained.  The Code does not define who the suitable person is and the identity of who a suitable person needs to be judged on a case by case basis.  The Committee noted that the donee of an Enduring Power of Attorney is not entitled to give consent on a person’s behalf to participate in a ‘medical experiment’ (research) unless the research is being conducted for the purpose of saving the participant’s life or preventing serious damage to the participant’s health .  The Committee asked for a letter from the researchers confirming that appropriate legal advice had been received outlining the range of suitable persons that consent can be obtained from for this study.
· Dr Royle confirmed that he is still awaiting his MPS certificate.
· Mrs Howie explained that the Clinical Trial Registration had not yet been received but that it will be included in the PIS when it is confirmed.
· The Committee noted that “Power of Attorney” and “Person Responsible” are Australian terms.  They recommended deleting the references to “Power of Attorney” and changing references from “Person Responsible” to “suitable person” for the New Zealand audience.

· The Committee requested the following changes to the PIS and consent form:

· Please delete the references to Power of Attorney in the consent forms.
· Please amend “person responsible” to “suitable person” in the PIS and consent form.
· Please include the main exclusion criteria in the PIS.

· Page 7, point 16 of the Person Responsible PIS and consent form – Please amend “your general practitioner” to “the participant’s general practitioner”.

· Please add Māori cultural support contact details to the PIS for the optional pharmacogenetic sub-study.
· Please add the word “optional” to the title consent form of the optional pharmacogenetic sub-study consent form.

· Page 5 of the optional pharmacogenetic sub-study PIS – Please amend “approved by the Multi-Region Ethics Committee” to “Central Health and Disability Ethics Committee”.

Decision 

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

· Please amend the PIS and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies, para 6.22).
· Please provide confirmation that legal advice has been obtained on the identification of a suitable person to give consent for this study (Ethical Guidelines for Intervention Studies, para 6.29)
The response from the researcher will be reviewed, and a final decision made on the application, by Mr Paul Barnett and Dr Dean Quinn.
	 5  
	Ethics ref:  
	14/CEN/59 

	 
	Title: 
	Housing Effects About Rheumatic fever (HEART)  

	 
	Principal Investigator: 
	Prof Philippa Howden-Chapman 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	10 April 2014 


Dr Ramona Tiatia 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 Tiatia explained that this study will investigate how housing conditions impact on the spread of Rheumatic Fever.  
· The Committee asked if the families being surveyed would have had children who tested positive for having Rheumatic Fever.  Dr Tiatia explained that the study was open to those children enrolled in the throat swabbing service at 12 schools in Porirua.  She advised that not all of the children will have tested positive for the disease and not all children will have had a throat swab.

· The Committee noted that they thought that the main aim of the study was to look at whether housing conditions had any impact on the spread of Rheumatic Fever.  They asked how the researchers would determine this if some of the sample group will not have had Rheumatic Fever.  Dr Tiatia explained that the hypothesis is that housing conditions have an impact on the infection rate so people without the disease will be used as a comparison. 
· The Committee queried why people would be given cameras.  Dr Tiatia explained that this was a qualitative methodology and would be another way of people being able to tell their stories.  
· The Committee asked whether consent would be obtained from people in the photos that participants take.  Dr Tiatia confirmed that participants would get verbal consent from those people in the photos.  She explained that there was also the ability to use computer software which would blank out the faces in the photos.  Participants could also choose to take photos without people in them.

· The Committee noted for future reference that whakama had not been included in the application as a cultural issue (P.2.1).

· The Committee noted that they found some of the questions in the questionnaire intrusive and stigmatising, for example, who is responsible for cleaning (Q.14) and questions about who pays the bills.  Dr Tiatia explained that these are questions related to managing illness and hygiene.  She noted that interviewers will only have 90 minutes with the participants and this is a short time to gain information on the link between housing and Group A Streptococcus.  
· The Committee were concerned that some of the questions would accentuate whakama which may lead to distorted data.  Dr Tiatia advised that the interviewers are very experienced and will deal with the questions sensitively.  She explained that the questions were open ended and would be reframed depending on the situation.
· Dr Tiatia explained that the questionnaire was not part of the PIS and would not be seen by the participants.  The Committee were concerned that participants may inadvertently see the questionnaires and recommended rewording the term “fuel poverty” to make it more empowering and user friendly.  
· The Committee noted that data should be kept for 10 years.
· The Committee recommended using the HDEC PIS and consent form template as a guide.  This can be found at http://ethics.health.govt.nz/.
· The Committee requested the following changes to the PIS and consent form:

· Please amend “approved by the HDEC” to “approved by the Central HDEC”.
· Please amend the typo on page 2 of the consent form “I have given explained the HEART study”.
· Please include a Māori translation on the PIS for “This project has been approved and reviewed by the Central HDEC.”

· Please add Māori cultural support contacts to the PIS.
· Please include exclusion criteria in the PIS.

· Please provide an assent form for children and a PIS that is age appropriate.  The Committee recommended the use of a pictorial PIS for all those under the age of 16.
Decision 

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

· Please amend the PIS and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Observational Studies, para 6.10).
The response from the researcher will be reviewed, and a final decision made on the application, by Mrs Sandy Gill and Mrs Gael Donoghue.  
	 6  
	Ethics ref:  
	14/CEN/60 

	 
	Title: 
	A study to evaluate efficacy and safety of the combination of Ertugliflozin (MK8835) with sitagliptin compared to MK8835 alone and sitagliptin alone in adult subjects with Type II diabetes while beingtreated with metformin alone

	 
	Principal Investigator: 
	Dr  Simon Carson 

	 
	Sponsor: 
	Covance New Zealand Limited 

	 
	Clock Start Date: 
	10 April 2014 


No researchers were 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.
Dr Dean Quinn declared a potential conflict of interest and the Committee agreed that he could take full part in discussions.
Summary of ethical issues
The main ethical issues considered by the Committee were as follows. 

· The Committee advised that the PIS and consent form for future biomedical research needs to have the word “optional” in the title. 
· The Committee noted that page 4 of the PIS currently reads as if this is a cross over study.  Please clarify this in the PIS.
· The Committee noted for future reference when answering P.4.1 that the statements on the Treaty of Waitangi should be removed and all other information should be included in P.4.2.  For P.4.1 the Committee would like to know statistics about diabetes, for example do Māori have a higher incidence of diabetes and if the study works how this will benefit Māori.  
· The Committee noted for future reference that F.1.2 refers not only to Māori but also Pacific Islanders and other New Zealanders.  
· The Committee noted for future reference that a timeframe should be provided of how long participants have to decide whether to take part in the study (P.2.1).
· The Committee commended the use of inclusion and exclusion criteria in the PIS/CF.

· The Committee requested the following changes to the PIS and consent form:

· Please include Māori cultural support contact details in the optional future biomedical research PIS and consent form.
· Please include the information on page 6 of the main study PIS under “what will happen to my blood, tissue and/or urine samples” in the optional future biomedical research PIS.

· Please include the following statement in the consent form “I understand that my participation in this study is confidential and that no material, which could identify me personally, will be used in any reports on this study.”
Decision 

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

· Please amend the PIS and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies, para 6.22).
The response from the researcher will be reviewed, and a final decision made on the application, by Dr Patries Herst and Mrs Sandy Gill. 

	 7  
	Ethics ref:  
	14/CEN/61 

	 
	Title: 
	A study evaluating MK8408 in patients with Hepatitis C. 

	 
	Principal Investigator: 
	Prof Ed Gane 

	 
	Sponsor: 
	MSD 

	 
	Clock Start Date: 
	10 April 2014 


Professor Ed 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 noted that the current treatment for Hepatitis C is interferon based which does not work well for most people.
· Professor Gane advised that this was a safety and efficacy study of a study drug which has been tested in healthy volunteers.  He explained that there are alternatives to interferon based treatments but that these drugs are only suitable for those with the Genotype 1 virus.  If the study drug is found to be successful, it could be given to those with all Genotypes of the virus and Genotype checking would not be necessary.
· The Committee noted that this was a good application, with a clear PIS and separate consent forms for the future biomedical research.   
· The Committee asked how long a participant would have to decide whether to take part in the study (P.2.1).  Professor Gane confirmed that this was approximately one week.  The Committee advised that a specific  timeframe should be included in future applications. 
· The Committee advised that P.4.1 is not asking about the Treaty of Waitangi but is asking for statistics on the prevalence of Hepatitis C in Māori compared with non- Māori.  Professor Gane noted that the prevalence in Māori and non-Māori is similar but the number of Māori who present to secondary care is lower. 
· The Committee asked if there is any evidence to assume that Pacific Islanders are more likely to get the Hepatitis C virus (F.1.2).  Professor Gane explained that as intravenous drug use is very uncommon in Pacific Islanders, the prevalence of Hepatitis C is very low for them.  The Committee advised that this information would be useful to include in future applications.
· The Committee queried whether the answer that the study was non-therapeutic (B.1.4) was correct.  Professor Gane explained that this answer had been selected as the treatment would not be long enough to be curative but that he would select therapeutic in future.

· Professor Gane confirmed that the certificate of insurance will be renewed.

· Professor Gane confirmed that SCOTT approval is pending.

· The Committee commended the use of diagrams in the PIS given the population that will be included in the study.
· The Committee acknowledged the inclusion and exclusion criteria in lay terms at the beginning of the PIS.
· The Committee requested the following changes to the PIS and consent form:

· Please include the word “optional” in the title of the PIS for future biomedical research.

· Page 4 of PIS – Please make it clear to participants that they could be randomised to a placebo group.
· Page 11 of PIS – Please provide contact numbers for Māori cultural support.
· Page 5 of the PIS – Please include a lay term for the acronym FSH.

· Please include the paragraph on cultural considerations (page 5 of the optional study PIS) in the main study PIS.
Decision 

This application was approved by consensus, subject to the following non-standard conditions.
· Please amend the PIS and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies, para 6.22).
	8  
	Ethics ref:  
	14/CEN/15 

	 
	Title: 
	CRAIn II 

	 
	Principal Investigator: 
	Ms Molly Kallesen 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	13 February 2014 


Review of 14/CEN/15 which was provisionally approved at the 25 February 2014 meeting

Ms Molly Kallesen and Dr Alex Psirides were present in person for discussion of this application.
Summary of ethical issues
The main ethical issues considered by the Committee were as follows. 

· The Committee commended the use of the photo in the updated PIS.
· Ms Kallesen explained that the benefits of taking part in this study outweighed the risks as the tests being done are routine and low-risk.  The benefit to the individual is that they get a gold standard assessment that they would not normally receive.  This will allow swallowing difficulties to be identified or ruled out. 

· Ms Kallesen explained that she would like the results to be representative of the ICU population and this will not happen if participants are excluded.

· Ms Kallesen explained that participants will need to be able to eat and drink so will be awake for the test.  Participants will be able to express dissent and if this happens, the screening test will not take place.

· The Committee noted that Right 7(4) section (ii) of the Code of Health and Disability Services Consumers’ Rights states that “if the consumer’s views have not been ascertained, the provider takes into account the views of other suitable persons who are interested in the welfare of the consumer and available to advise the provider.”  The Committee advised that Ms Kallesen should get legal advice on who a suitable person would be for this study and provide confirmation of this to the Committee.

· Please amend references in the PIS from “New Zealand Health and Disability Ethics Committee” to “Central Health and Disability Committee.”

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

· Please amend the PIS and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies, para 6.22).
· Please provide confirmation that legal advice has been obtained on the identification of a suitable person to give consent for this study (Ethical Guidelines for Intervention Studies, para 6.29)
General business

1. The Committee noted the content of the “noting section” of the agenda.
2. The Committee noted the letter in the Sunday Star Times on the ineffectiveness of Tamiflu.
3. The Chair advised that the HDEC Secretariat had passed on a letter from a researcher who was concerned about confidential health information being released to a third party in the United States without consent.  The Chair agreed to discuss this further with the HDEC Secretariat.
4. The Chair reminded the Committee of the date and time of its next scheduled meeting, namely:
	Meeting date:
	27 May 2014, 12:00 PM

	Meeting venue:
	Deloitte House, MEDSAFE, Level 6, 10 Brandon Street, Wellington, 6011



No members tendered apologies for this meeting.
The meeting closed at 3.44pm.
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