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		Minutes




	Committee:
	Southern Health and Disability Ethics Committee

	Meeting date:
	19 May 2015

	Meeting venue:
	Sudima Hotel - Christchurch Airport



	Time
	Item of business

	12.00pm
	Welcome

	12.10pm
	Confirmation of minutes of meeting of 21 April 2015

	12.30pm
	New applications (see over for details)

	
	 i 15/STH/70
 ii 15/STH/72
 iii 15/STH/737
 iv 15/STH/74
 v 15/STH/75
 vi 15/STH/76
 vii 15/STH/77

	2.20pm
	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 
	Apologies 

	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 
	Present 

	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 
	Apologies 

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


 

Welcome

The Chair opened the meeting at 12.15pm and welcomed Committee members, noting that apologies had been received from Dr Sarah Gunningham, Associate Professor Mira Harrison-Woolrych and Dr Fiona McCrimmon.

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 21 April 2015 were confirmed.

New applications 

	 1  
	Ethics ref:  
	15/STH/70 

	 
	Title: 
	BGB-3111 AU-003 

	 
	Principal Investigator: 
	Dr David Simpson 

	 
	Sponsor: 
	CPR Pharma Services Pty Ltd 

	 
	Clock Start Date: 
	07 May 2015 


 
Dr David Simpson 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

· Dr Simpson explained that this is a Phase I, open label study of a study drug, used in diseases which respond to ibrutinib.  
· The Committee noted that there would be 75 participants from New Zealand and Australia.    

Summary of ethical issues (resolved)

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

· The Committee noted that there needs to be separate PIS and consent form for optional genetic testing.  This should include the information on genetic testing on page 8 and the last two paragraphs on page 9 of the PIS.

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

· Please remove the date at the top of page 1 of the PIS.  
· Please remove yes / no boxes for those statements that are not truly optional.  
· Please include the side effects as a bulleted list. 
· Please consider a lay title to be listed above study title.  
· Please amend references to Australia to Australia and New Zealand. 
· Please add information on cultural considerations for Maori, particularly relating to tissue analysis and for genetic testing. Please view the Te Ara Tika document available from the Health Research Council website. 

Decision 

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

· Please amend the participant information sheet and consent form, taking into account the suggestions 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 an HDEC advisor.  


	 2  
	Ethics ref:  
	15/STH/72 

	 
	Title: 
	ANZ 1401 / ELIMINATE: oEstrogen Lowering Intervention May Increase NeoAdjuvant Therapy Efficacy 

	 
	Principal Investigator: 
	Dr Marion Kuper-Hommel 

	 
	Sponsor: 
	ANZ Breast Cancer Trials Group Ltd (ANZBCTG) 

	 
	Clock Start Date: 
	07 May 2015 


 
Dr Marion Kuper-Hommel and Mrs Wendy Thomas 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

· Dr Kuper-Hommel explained that this is phase II, randomised neo-adjuvant trial in patients with early stage breast cancer.  Standard treatment for this group is currently chemotherapy followed by endocrine treatment.  The response rate with chemotherapy alone is not great and this trial will look at whether giving chemotherapy with endocrine treatment will improve response rates and lead to better outcomes for patients.   Dr Kuper-Hommel advised that early trials had shown that combining tamoxifen with chemotherapy does not have good outcomes.  A recent phase II trial has shown that there are better response rates with the new endocrine drugs.  

Summary of ethical issues (resolved)

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

· The Committee asked how this trial differed to the previous tamoxifen trials.  Dr Kuper-Hommel explained that the mechanism for the new drugs was different.  The Committee discussed whether there should be information in the PIS about the tamoxifen trial but agreed that this would confuse patients.   
· The Committee noted that the rationale for chemotherapy and endocrine treatment being given together needs to be made clearer in the PIS.  They said that it was clear in the protocol but this information needs to be included in the PIS.  
· Mrs Thomas advised that the study has been approved in Australia.  The study protocol and PIS have been through the consumer advisory group, which also has a New Zealand consumer representative.  Mrs Thomas said that they had not received any feedback from the group.  
· The Committee noted that they found the PIS extremely technical.  They said it included a lot of medical language and noted that the template on the HDEC website is written in a more patient friendly manner.  The Committee agreed that the PIS needed a lot of work but given that the investigators would be talking participants through the PIS, it would not be feasible to start the PIS from scratch. 
· The Committee acknowledged that the side effects were clear as they were a bullet pointed list.  



Summary of ethical issues (outstanding)

The main ethical issues considered by the Committee and which require addressing by the researcher were as follows.

· Please provide a separate PIS and consent form for the optional future unspecified use of the tumour sample (Biobanking, page 6 of the PIS).  A suggested template is available on the HDEC website.  

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

· Please include a lay study title.  This can be one sentence above the study title.
· Please consider the layout of the PIS.  The Committee suggested increasing the amount of white space and using bullet points to make it easier to read.
· Please remove the interpreter box on the consent form if these are not available or state “an interpreter is available on request”.  

Decision 

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

· Please amend the participant information sheet and consent form, taking into account the suggestions by the Committee (Ethical Guidelines for Intervention Studies, para 6.22).
· Please provide a separate participant information sheet and consent form for optional future unspecified use of tumour samples (Ethical Guidelines for Intervention Studies, para 6.22).

This following information will be reviewed, and a final decision made on the application, by the Chair.  



	 3  
	Ethics ref:  
	15/STH/73 

	 
	Title: 
	BARISTa Tissue Bank 

	 
	Principal Investigator: 
	Associate Professor Cathy Stinear 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	07 May 2015 


 
Associate Professor Cathy Stinear and Associate Professor Deborah Young 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

· A/Professor Stinear explained that the BARISTa tissue bank will store blood and urine samples from adults who have recently experienced a strokeand have been admitted to Auckland City Hospital.  Samples will be collected within 48 hours of having a stroke, at seven days, one month and three months.   These samples will be stored for researchers who are interested in biomarkers of recovery after a stroke.  There will also be a control group of healthy older adults who have not had a stroke.  

Summary of ethical issues (resolved)

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

· The Committee noted that the PIS states that there may be situations where the researchers work with pharmaceutical companies to develop and test treatments for stroke.  A/Professor Stinear explained that while this is not planned at present, it cannot be ruled out and is included in the PIS so people understand that it is a possibility.   She advised that BARISTa would not work with pharmaceutical companies but researchers requesting samples may have a relationship with them.  The management team of BARISTa would review and consider whether it could be approved.  Ethical approval would also be required.  
· The Committee advised that given that research with pharmaceutical companies is not anticipated in the near future, they would be happy to approve the study without it.  Any addition of research with pharmaceutical companies could be sent as an amendment when the management team has a better idea of what this will involve. 
· The Committee were concerned that there was no lay person on the BARISTa Management Group.  A/Professor advised that they are hoping to recruit a member from the stroke community within the next six weeks.  
· The Committee advised that it needs to be obvious that the samples may be used for genetic testing.  This is in the consent form but not in the PIS.  This should include information on what genetic testing is, how it is important in medicine and why researchers will want to do testing.   
· The Committee asked the researchers whether they thought the genetic testing should be optional.  A/Professor Stinear agreed that it could be and agreed to amend the PIS and consent form to reflect this.
· The Committee asked how long urine samples would be stored for as they deteriorate very quickly.  A/Professor Young advised that they intend to use these within a few years.

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

· Please include that participants will not be eligible if they have recently had a stroke (PIS for adults without stroke).
· Please make it clear that genetic testing is optional.

Decision 

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

· Please make genetic testing optional.



	 4  
	Ethics ref:  
	15/STH/74 

	 
	Title: 
	Adjuvant Immunotherapy with anti PD-1 in Stage III melanoma 

	 
	Principal Investigator: 
	Dr Rosalie Fisher 

	 
	Sponsor: 
	Covance New Zealand Ltd 

	 
	Clock Start Date: 
	07 May 2015 


 
Dr Rosalie Fisher and Ms Vivian Sun 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

· Dr Fisher explained that this is a phase III, double blind, randomised study of pembrolizumab in patients with melanoma.  The aim of the study is to analyse whether this improves outcomes in patients with stage 3 melanoma.  

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 justification of the use of a placebo as some people in New Zealand are going to get a drug that potentially does work.   Dr Fisher explained that standard care of stage 3 melanoma is observation.  She said that if a participant has a recurrence, they will be eligible for the study drug.  
· The Committee advised that it needs to be made clearer in the PIS that the study drug will not be available to participants who complete the study and have not had a recurrence. 
· The Committee noted that the quality of the Optional PIS for the Use of Tissue for Biobanking and Future Research (After the recurrence and Main Study) was not as good as the other PIS.  They asked that these be reviewed and amended.  
· The Committee asked whether the study would have a medical monitor who would notify sites if there were any safety issues.  Dr Fisher confirmed that the sponsor has contracted a CRO who will be in charge of the study and monitoring will be done by them.  She said there is a specific medical monitor.  

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

· Please consider a lay study title.  
· Please review main PIS for repetition and confusing wording, for example “complete surgery”.
· Please amend “treatment after the recurrence” to “treatment after the recurrence if it occurs” (page 2 of the PIS – Recurrence).
· Please reword “you will be returned to your regular health care provider at the end of the study” (page 3 of the PIS).
· Please match the titles of the consent forms to the PIS to which they relate.
· Please include the following statement in the consent form “I understand 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 sheet and consent form, taking into account the suggestions by the Committee (Ethical Guidelines for Intervention Studies, para 6.22).



	 5  
	Ethics ref:  
	15/STH/75 

	 
	Title: 
	Four Dosing Regimens of Ramucirumab in Patients with Gastric or Gastroesophageal Adenocarcinoma. 

	 
	Principal Investigator: 
	Dr Dragan Damianovich 

	 
	Sponsor: 
	Eli Lilly and Company 

	 
	Clock Start Date: 
	07 May 2015 


 
Dr Dragan Damianovich and Ms Carolyn Ryan 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

· Dr Damianovich explained that this is a study of ramucirumab in patients with gastric or gastroesophageal adenocarcinoma.  Ramucirumab has been approved by the FDA, Medsafe and in Europe.  This study is based on the rationale that if a higher concentration in the blood can be achieved, there may be a chance that more patients will respond to the drug.   

Summary of ethical issues (resolved)

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

· The Committee noted that the current increase in median overall survival is from four months to 5.2 months and asked if there was any information on the severity of adverse events given the increase was only six weeks.  Dr Damianovich explained that the maximum tolerated dose in phase III studies was much higher and apart from allergic reactions, there were very few severe side effects.  
· The Committee noted that the all of the language options for interpreters do not need to be included.  This can simply state “if you would like an interpreter, we can provide one”. 

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

· Please review consent form for duplication, punctuation and poor grammar. 
· Please use the text for commercially sponsored intervention studies on the PIS template available on the HDEC website.  
· Please include information on what will happen if participants withdraw consent for their sample to be used, for example, it would be standard for tissue samples to be destroyed.

Decision 

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




	 6  
	Ethics ref:  
	15/STH/76 

	 
	Title: 
	GS-US-337-1431: A study to follow up Subjects with Cirrhosis Who Achieve a Sustained Virologic Response Following Treatment for Chronic Hepatitis C Infection in Gilead-Sponsored Trials 

	 
	Principal Investigator: 
	Prof Edward Gane 

	 
	Sponsor: 
	Gilead Sciences Pty Ltd, Australia & New Zealand 

	 
	Clock Start Date: 
	07 May 2015 


 
Professor Ed Gane and Mrs Carolyn Harris 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

· Mrs Harris explained that this is a follow up study of participants who have participated in a Gilead study and already have cirrhosis of the liver.  Professor Gane explained that in order to prove cost effectiveness to the FDA, they need to show that cirrhosis has regressed.

Summary of ethical issues (resolved)

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

· The Committee asked about the discrepancy in the number of participants (150 in the application and 1500 in the PIS).  Mrs Harris confirmed this was a typo and that there would be around 1500 participants worldwide. 
· The Committee noted that ethical approval had been received in other countries but that VERITAS IRB considered the liver biopsy and endoscopy to be too invasive.  Professor Gane advised that New Zealand had stopped using liver biopsies more than five years ago and that is was very unlikely that patients would consent to a follow up liver biopsy as they would not have a baseline one.  Patients would have a fibroscan instead.  

Decision 

This application was approved by consensus.




	 7  
	Ethics ref:  
	15/STH/77 

	 
	Title: 
	Effectiveness of CT scan after induced pneumothorax for detection of pleural nodules 

	 
	Principal Investigator: 
	Dr Nicola Smith 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	07 May 2015 


 
No researchers 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 (outstanding)

The main ethical issues considered by the Committee and which require addressing by the researcher were as follows.

· The Committee asked for clarification on patients being discharged within three hours and asked whether this means going back to the ward or going home.  The Committee asked for confirmation on whether monitoring patients for three hours would be considered a long enough time period.
· The Committee asked for clarification on what the three 20 minute follow up outpatient visits would involve and why patients were being followed up.

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

· Please rewrite aim of the study and what is being tested.  The Committee suggested the information listed at B.2.1 of the application.
· Please remove the three sentences beginning “a biopsy is often needed…” as it is not relevant to this study (page 1 of the PIS).
· Please amend Central Regional Ethics Committee to Southern Health and Disability Ethics Committee (page 5 of the PIS).
· Please include in the PIS that if any abnormalities are found that were not previously known, this information will be passed on to a participant’s treating doctor.
· Please include a footer and page numbers on the PIS.
· Please remove “Adult providing consent” on the title of the consent form as this implies that an adult is providing consent for someone else.

Decision 

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

· [bookmark: _GoBack]Please amend the participant information sheet and consent form, taking into account the suggestions by the Committee (Ethical Guidelines for Intervention Studies, para 6.22).
· Please provide clarification on patients being discharged and follow up visits.

This following information will be reviewed, and a final decision made on the application, by an HDEC advisor.  


General business

1. The Committee noted the content of the “noting section” of the agenda.

2. The Committee discussed the number of studies that were coming through that had mandatory genetic testing and were concerned that this would prevent some Maori from participating.  It was agreed that this would be discussed at the next Chairs’ day.

3. The Committee noted that when a study that has been provisionally approved with minor changes, it should be noted in the minutes that it is going back to an HDEC advisor, rather than the HDEC Secretariat.  It was agreed that this would be noted at the Chairs’ day as a consistency point.

4. The Chair reminded the Committee of the date and time of its next scheduled meeting, namely:

	Meeting date:
	16 June 2015, 08:00 AM

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



	The following members tendered apologies for this meeting.

Associate Professor Mira Harrison-Woolrych

The meeting closed at 2.25pm.
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