	

		Minutes





	Committee:
	Southern Health and Disability Ethics Committee

	Meeting date:
	20 October 2015

	Meeting venue:
	Dunedin International Airport



	Time
	Item of business

	10.55am
	Welcome

	11.00am
	Confirmation of minutes of meeting of 15 September 2015

	
	New applications (see over for details)

	
	 i 15/STH/171
  ii 15/STH/173
  iii 15/STH/172
  iv 15/STH/174
  v 15/STH/175
  vi 15/STH/176
  vii 15/STH/177 (CLOSED)
  viii 15/STH/178
  ix 15/STH/179
  x 15/STH/180 (CLOSED)
  xi 15/STH/182
  xii 15/STH/183

	3.30-3.45pm
	General business:
· Noting section of agenda

	3.45pm
	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 
	Apologies 

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

	Dr Devonie Eglinton 
	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 
	Present 


 

Welcome

The Chair opened the meeting at 10.55am and welcomed Committee members, noting that apologies had been received from Dr Nicola Swain.
	
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 15 September 2015 were confirmed.

New applications 


	 1  
	Ethics ref:  
	15/STH/171 

	 
	Title: 
	Implanted Stimulators To Augment Rehabilitation Therapy (ISTART trial) 

	 
	Principal Investigator: 
	Professor Dirk  de Ridder 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	08 October 2015 


 
Dr Reynolds and Professor de Ridder 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 the Study

1. The researchers introduced the study.  It is a safety and efficacy trial of electrical stimulation applied to the brain to improve upper limb function in conjunction with physiotherapy in patients who have had a stroke. Previous neuro-stimulation therapy studies where the same brain hemisphere as the stroke was targeted didn’t meet clinical endpoints.  Pre-clinical studies have shown efficacy in animal subjects when the opposite hemisphere is targeted and the research team will test the feasibility of this in this in humans in conjunction with physiotherapy to see whether there is an improvement in function.

Summary of ethical issues (resolved)

2. The committee noted that it had reviewed the scientific peer review comments and was satisfied that the peer review was appropriate.
3. The committee asked whether the researchers will collect blood samples and they advised that they will only collect pre-operation bloods that are taken as part of standard care. 
4. The committee asked whether any neurologists are involved and the researchers confirmed that they are and that they support the study but the application form did not allow for direct naming.   
5. The committee noted the answers given at questions b.4.2 and b.4.3 on page 12 of the application form around restrictions being placed on the publication of results of the study. St Jude Medical wish to reserve the right to evaluate publications 60 days prior to submission for publication or presentation to protect the rights of their intellectual property.  The researchers explained that the stimulators are licensed to St Jude Medical but the intellectual property is in Professor de Ridder’s name. Professor de Ridder is a pioneer in this area as he first came across the idea in animal studies.  St Jude allowed the stimulators to be programmed and have the patent. 
6. The committee asked the researchers to explain the restrictions on publication. The researchers explained that there is no veto on publication but St Jude Medical want to be aware of any adverse events so that they can discuss. There will be no restriction on the researchers’ ability to publish but anything associated with the St Jude name they want to discuss. 
The committee requested the following changes to the participant information sheet and consent form:

7. The committee asked that the researchers proof read the document for spelling and grammar. 
8. The committee asked who the clinical contact for this study is. The researchers advised that Professor de Ridder is both the clinical contact and lead investigator for this study.  The researchers advised of another clinical contact who will direct any issues to Professor de Ridder. The committee noted that this is not clear in the participant information sheet and asked that the researchers add the other doctor’s name to the relevant section on page 7 of the participant information sheet.  The committee also noted that Dr Reynolds name is included and suggested that if he is not currently a practising clinician then to consider removing his name as a clinical contact from the information sheet. The researchers agreed to do this. 
9. The committee noted that the participant information sheet has the title: Information Sheet for Interested Individuals’ and queried whether that information sheet is for caregivers of participants.  The researchers explained that is not but that caregivers are welcome to read it.  The committee asked that the researchers remove that title and replace it with “Participant Information Sheet”.  
10. The committee noted that page 7 of the participant information sheet makes reference to the need for a support person and what is required of them and asked whether the support person will be asked to sign the consent form on behalf of the participant. The researchers confirmed no and that if people are not competent to give informed consent then they will not be eligible for the study.  If someone is cognitively capable but physically not capable then it is acceptable that the patient puts an X down and the clinician confirms verbal consent was gained on the form.
11. The committee noted that it appears that support people are a very important component of the study, that they are appropriately involved and will be asked do a lot of work in supporting but that it is not clear from the information sheet whether support people might also be out of pocket for their efforts.  The researchers explained that any costs reimbursed are costs of travel and that support people would be eligible to receive reimbursement.  Page 6, Will I be paid for my participation on this project? Please include change the sentence to read “However, we will reimburse any out-of-pocket expenses that you or your support person incur from participating […]”
12. The committee noted that the application stated that a consent form would also be provided for the support person and asked that this information be included in the participant information sheet and also that provision be made for the support person to sign next to the participant on the consent form.  
13. Page 1, paragraph 3: the committee noted that this information in its current form underplays what the researchers are asking of the participants.  The committee asked that the researchers include information before paragraph 3 that makes clear that the participants are being asked to consent to an additional new surgery. 
14. Please include the following statement with your ACC statement: “If you have private health or life insurance, you may wish to check with your insurer that taking part in this study won’t affect your cover”.
15. Please include a statement that informs participants that they are free to discuss the study with their legal representative, whanau/family or a friend before they decide whether or not to take part in the study. 



Decision 

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

16. Please amend the information sheet and consent forms, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).

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

	 2  
	Ethics ref:  
	15/STH/173 

	 
	Title: 
	M13-590: A study of ABT-493/ABT-530 in chronic hepatitis C genotype 1 patients 

	 
	Principal Investigator: 
	Professor Edward Gane 

	 
	Sponsor: 
	AbbVie Ltd 

	 
	Clock Start Date: 
	01 October 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.

Dr Devonie Waaka declared a conflict of interest and did not take part in the discussion or decision making for this application.


Summary of study

1. This study will determine the safety and effectiveness of two research drugs.  Oral treatment is approved for use in hepatitis C genotype 1 but not funded in New Zealand. The research team will do two studies: one for genotype 1 and one for genotype 3 (15/STH/174), which are the two predominant HCV infections. Phase II studies have shown positive results and side effects were few. 

Summary of ethical issues (outstanding)

2. The committee noted the answer given at question r.1.4 on page 15 of the application form about how serious adverse events will be monitored and queried why there is no independent data safety monitoring committee.  Professor Gane stated that his understanding is that for phase III studies that independent data safety monitoring committees are involved.  Professor Gane will check with the sponsor whether an independent body will be involved and will advise the committee when this is known.  The committee did not consider this outstanding point to be significant enough to provisionally approve the study but it would like to receive the information from Professor Gane once known. 
The committee requested the following changes to the participant information sheet and consent forms:
[bookmark: _GoBack]
3. Page 2: please change the sentence “All blood and urine collected from you will be sent to a central laboratory in Singapore for analysis called Covance.” to read “All blood and urine collected from you will be sent to a central laboratory called Covance located in Singapore for analysis.”
4. Optional Pharmacogenetic participant information sheet, page 2: please change the sentence “AbbVie or people at companies working with Abbvie will purify DNA from your blood, and store your DNA at a designated laboratory with adequate measures to protect confidentiality which may be located outside of New Zealand.” to read “AbbVie or people or companies working with AbbVie will purify DNA from your blood, and store your DNA at a designated laboratory, which may be located outside of New Zealand, using adequate measures to protect confidentiality.”



Decision 

This application was approved by consensus.

	 3  
	Ethics ref:  
	15/STH/172 

	 
	Title: 
	Evicel Neuro Study 

	 
	Principal Investigator: 
	Mr Andrew Law 

	 
	Sponsor: 
	Johnson & Johnson Medical Pty Ltd 

	 
	Clock Start Date: 
	08 October 2015 


 
Ms Davina McAllister and Associate Professor Tim Short 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 (resolved)

1. The committee noted the researchers intended use of proxy consent for participants unable to provide consent themselves and explained that given the law in NZ it could not approve studies with proxy consent unless the researchers could demonstrate that the research is in the best interests of each individual participant. 
2. The HDC Code of Rights Regulation 1996 applies to all health research and a representative is unable to consent for another adult on their behalf. 
3. Right 7(4) of the HDC Code of Rights states that “Where a consumer is not competent to make an informed choice and give informed consent, and no person entitled to consent on behalf of the consumer is available, the provider may provide services where – 
4. It is in the best interests of the consumer; and
5. Reasonable steps have been taken to ascertain the views of the consumer; and
6. Either, - 
7. If the consumer’s views have been ascertained, and having regard to those views, the provider believes, on reasonable grounds, that the provision of the services is consistent with the informed choice the consumer would make if he or she were competent; or 
8. 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.”
9. A/Prof Short clarified for the committee that some of the patients who need this treatment may be confused given their condition.  The committee noted that relatives may be involved and receive information about the study but that participation in the study must be restricted to those participants who can consent for themselves. Clinical judgement must be exercised to determine whether a patient is competent to consent.  
10. The committee noted that the HDC is looking at consulting around Right 7(4) and that a medical collective may wish to approach the HDC with their thoughts on Right 7(4). The HDEC secretariat had sent correspondence to district health boards about the issue and can resend that correspondence as a memory refresher. Approach NZ office and tell them to approach HDC collectively.  
11. The committee noted that in the application form submitted with this application, the research team are identifying and approaching participants.  The committee explained that in the interests of maintaining confidentiality of patient information it would prefer if someone from the clinical team made the first approach to patients to check whether they are interested in taking part in the study. If they are then the clinician can pass this interest over to the research team.
12. The committee noted that the question about whether this study meets the equipoise standard did not make clear how this study would do so.  For future reference, the committee noted that a clearer answer would note that the research team does not know which treatment is superior so either arm would be considered equivalent at this time.  

The committee requested the following changes to the participant information sheet and consent forms:

13. The committee noted that the application form (a.1.5) was easier to understand than the information sheet in places and it may be worthwhile transferring some of the information from the application in the information sheet.  Also use lay terms in the “objectives” section of the PIS.
14. The committee noted that page 9 of the information sheet and the application form state that blood will not be stored yet the consent form asks participants to consent to their blood being stored for five years.  Please check and amend the information sheet and consent form for consistency. 
15. Page 4, Known Risks to DuraSeal™:  following the sentence “You should consult with your doctor for additional DuraSeal™ risks and discomforts common to your possible treatment.” Please include the additional risks.
16. Please change the approving committee to the Southern HDEC.  
17. Please remove interpreter box and include the statement that an interpreter is available.  
18. The committee noted that the study is sponsored by Johnson and Johnson and asked that the researchers revise their compensation statement as the current information states that participants will be covered for significant deterioration in health, which is limiting.  Suggested text is: “If you were injured as a result of treatment given as part of this study, which is unlikely, you won’t be eligible for compensation from ACC.  However, compensation would be available from the study’s sponsor, [X], in line with industry guidelines.  We can give you a copy of these guidelines if you wish. You would be able to take action through the courts if you disagreed with the amount of compensation provided.”


Decision 

This application was approved by consensus.

Non-standard conditions of making changes to the participant information sheet and consent forms. 

	 4  
	Ethics ref:  
	15/STH/174 

	 
	Title: 
	M13-594: A study of ABT-493/ABT-530 compared to Sofosbuvir and Daclatasavir in chronic hepatitis C genotype 3 patients 

	 
	Principal Investigator: 
	Prof Edward Gane 

	 
	Sponsor: 
	AbbVie Ltd 

	 
	Clock Start Date: 
	08 October 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.

Dr Devonie Waaka declared a conflict of interest with this application and did not take part in the discussion or decision making. 

Summary of ethical issues (resolved)

1. The committee considered this application along with its related application 15/STH/173, which will determine the safety and effectiveness of the two research drugs in HCV genotype 1.  The committee had no ethical concerns about this study and agreed to approve it.  
2. The committee queried why no separate pharmaco kinetic participant information sheet was submitted with this application.  The researchers explained that the pharmarco kinetic study is only being conducted with the genotype 1 group (15/STH/173).

The committee requested the following changes to the participant information sheet and consent forms:
3. Page 2: please change the sentence “All blood and urine collected from you will be sent to a central laboratory in Singapore for analysis called Covance.” to read “All blood and urine collected from you will be sent to a central laboratory called Covance located in Singapore for analysis.”
4. Optional Pharmacogenetic participant information sheet, page 2: please change the sentence “AbbVie or people at companies working with Abbvie will purify DNA from your blood, and store your DNA at a designated laboratory with adequate measures to protect confidentiality which may be located outside of New Zealand.” to read “AbbVie or people or companies working with AbbVie will purify DNA from your blood, and store your DNA at a designated laboratory, which may be located outside of New Zealand, using adequate measures to protect confidentiality.”

Decision 

This application was approved by consensus.
 

	 5  
	Ethics ref:  
	15/STH/175 

	 
	Title: 
	A Study Comparing Generic to Reference Liposome Encapsulated Doxorubicin Hydrochloride in Subjects with Ovarian Carcinoma Who Have Failed Platinum Based Chemotherapy  

	 
	Principal Investigator: 
	Dr Joanna Jones 

	 
	Sponsor: 
	Quintiles Pty Limited 

	 
	Clock Start Date: 
	08 October 2015 


 
Mrs Wendy Arnold and Ms Tania Von Blaramburg 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 the Study

1. This study will evaluate the pharmacokinetic parameters and safety of two chemotherapy drugs in patients with epithelial ovarian carcinoma who have not responded to platinum based chemotherapy.  If shown to be useful, the study drug may provide another alternative. If there is a response the company will provide the study drug ongoing for two years after the study as it is not currently funded in New Zealand. 
2. The committee agreed that this is a worthwhile trial. 

Summary of ethical issues (resolved)
3. The committee sought clarification about whether the study drug will be available for subsequent cycles for participants. The researchers confirmed that the trial sponsor will fund another two cycles following completion of the trial should the clinician deem it appropriate. 

Summary of ethical issues (outstanding)
4. The committee queried whether those on placebo in this trial will be eligible to receive the study drug after the trial.  The researchers were not sure whether this had been considered and offered to query this with the sponsor.  

The committee requested the following changes to the participant information sheet and consent forms:
5. Please include a shorter lay title and remove the current title. 
6. In the interests of readability, please revise the lay out of the document and include more white space.
7. The committee noted that the information sheet states that participants may have to stop taking regular treatment during the study (page 9) and noted that it may be confusing for participants when the only participants in the trial are those who have not responded to treatment.  The researchers agreed to double check the intent of the statement and advise the committee.  
8. The committee requested that the use of the word “failed” (previous treatment) be replaced with “not responded to” don’t like it when describe patients as having “failed”.  The committee acknowledged that while the use of the term “failed” is common use clinically that “not responded” is a more appropriate term for participants. 
9. Page 8, Additional Treatment Cycles: please advise that further treatment will not be provided once the research project stops. 
10. Page 9: please include Maori tissue statement: You may hold beliefs about a sacred and shared value of all or any tissue samples removed. The cultural issues associated with sending your samples overseas and/or storing your tissue should be discussed with your family/whanau as appropriate. There are a range of views held by Maori around these issues; some iwi disagree with storage of samples citing whakapapa and advise their people to consult prior to participation in research where this occurs. However it is acknowledged that individuals have the right to choose. 

Decision 

This application was approved by consensus.

Non-standard conditions:
Updated copy of the PIS/CF as a non-standard condition.  
Confirmation as to whether participants on the placebo trial may receive treatment following completion of the trial.



	 6  
	Ethics ref:  
	15/STH/176: 

	 
	Title: 
	Measuring how antibiotics are removed by dialysis in the Intensive Care.  

	 
	Principal Investigator: 
	Professor Robert Walker 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	08 October 2015 


 
Mr John Schollum 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 (outstanding) 

1. The Committee noted therapy and dialysis is administered as part of standard care. The Committee asked if data on the standard treatment could be collected as a matter of course and then consent to use it be sought once the patient has regained competence but deferred consent was not seen as practicable.  
2.	The committee noted the researchers intended use of proxy consent for participants unable to provide consent for themselves and explained that it is not acceptable to have someone else consent on behalf of potential participants in the research context. 
3.	The HDC Code of Rights Regulation 1996 applies to all health research and a representative is unable to consent for another adult on their behalf. 
4.	Right 7(4) of the HDC Code of Rights states that “Where a consumer is not competent to make an informed choice and give informed consent, and no person entitled to consent on behalf of the consumer is available, the provider may provide services where – 
a) It is in the best interests of the consumer; and
b) Reasonable steps have been taken to ascertain the views of the consumer; and
c) Either, - 
i. If the consumer’s views have been ascertained, and having regard to those views, the provider believes, on reasonable grounds, that the provision of the services is consistent with the informed choice the consumer would make if he or she were competent; or 
ii. 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.”
5. The committee clarified that it is possible (under Right 7(4)) if it can be shown that participation is in the best interest of the consumer and they take into account the views of other suitable persons or believe that the consumer would wish to consent if they were able to.  In these cases, the consent can be provided by the clinician for this individual to participate in the research. 
6. The committee explained however, given that this is observational research, that it did not believe that this study meets the best interest measure and, therefore, could not include participants who are unable to consent for themselves. 
7. The committee explained that even if research might meet an ethical test the committee must also ensure research complies with legal requirements or standards.  The potential solution open to the researcher is to seek legal advice about whether their research meets the legal requirement and to provide this advice to the committee to consider. 
8. The committee noted the complexity of observational research on ICU participants and noted that this is a part of the code that the Health and Disability Commissioner has expressed an interest in reviewing and suggested that the ICU specialists might wish to get together to put in a submission when consultation is open.  

Decision 

This application was declined by consensus, as the Committee did not consider that the study would meet the following standards.

The Committee declined the study on the grounds that the legal “best interest test” under Right 7.4 of the HDEC Code could not be met in an observational study
That proxy consent does not meet legal standards Rights 7.3 and 7.4


 

	 7  
	Ethics ref:  
	15/STH/177 CLOSED

	 
	Title: 
	A phase III study of Pomalidomide and low dose Dexamethasone with or without Pembrolizumab (MK3475) in refractory or relapsed and refractory Multiple Myeloma (rrMM). (KEYNOTE 183) 

	 
	Principal Investigator: 
	Dr Peter Ganly 

	 
	Sponsor: 
	MSD Australia 

	 
	Clock Start Date: 
	08 October 2015 


 
No member of the research team 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 ethical issues (resolved)
1. The committee noted that the researchers had answered that at the end of the study that human tissue would be both disposed and stored by the research team for use in another study at question r.3.11on page 22 of the application form. The researchers had also stated that blood samples will be analysed for the biomarkers responsible for how a drug enters and is removed by the body, how a drug works, other pathways a drug may interact with other aspects of the disease. There will also be pharmacogenomics analyses to investigate variations of DNA characteristics as related to drug response. 

The committee requested the following changes to the participant information sheet and consent forms:
2. Please include a statement that informs participants that they are free to discuss the study with their legal representative, whanau/family or a friend before they decide whether or not to take part in the study. 
3. The committee complemented the research team on the use of tables in the participant information sheet.
4. Page 10: please give an indication of how common the side effects of Dexamethasone are. 
5. Spermicide is not available in New Zealand.  Please remove that this will be provided unless the research team is able to provide this for participants. 
6. Page 17, ‘What are my options if I am not in the study?’ the committee felt that this information was imbalanced comfort care was well covered but the options for other treatment were not.  Please revise this information and provide more information about what alternative treatments may involve.
7. Standardise font size. 
8. Clinical research organisations are asked to make reference to the August 2015 version of the Medicines New Zealand Guidelines on Clinical Trials Compensation for Injury Resulting from Participation in an industry Sponsored Clinical Trial.   Please update your compensation information. You may wish to refer to the HDEC information sheet pro forma on the HDEC website for suggested wording; http://ethics.health.govt.nz/
9. Please only state that best standard of care is available after the study if you are prepared to fund it. 


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

10. Please amend the information sheet and consent forms, 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. 



	 8  
	Ethics ref:  
	15/STH/178 

	 
	Title: 
	Clonidine in bronchiectasis 

	 
	Principal Investigator: 
	Dr Conroy Wong 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	08 October 2015 


 
Dr Conroy Wong 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 (resolved)

1. The committee had no ethical concerns about this study and agreed to approve this study. The committee agreed that it would like to see only minor changes to the participant information sheet.

The committee requested the following changes to the participant information sheet and consent forms:
2. Please make clear to participants that there are two arms in this study and whether participants will be randomly assigned.  Question a.2.1.1 in the application form states that this is an open label randomised trial but this information is not stated in the information sheet. 
3. The committee noted that one of the side effects of Clonidine is that it can produce hypotension and that this is not currently stated in the information sheet.  Dr Wong explained that hypotension is rare in that it can present in 4% of patients and generally presents as postural hypertension.  The committee asked that the researchers include this information in the participant information sheet. 

Decision 

This application was approved by consensus.



	 9  
	Ethics ref:  
	15/STH/179 

	 
	Title: 
	RACE Early Categorisation for Personalised Outcome Assessment 

	 
	Principal Investigator: 
	Dr Paul Young 

	 
	Sponsor: 
	Monash University 

	 
	Clock Start Date: 
	08 October 2015 


 
Dr Paul Young 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 (resolved)

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

1. This is a feasibility study looking at long term outcomes for patients who survive intensive care. The current tools are blunt and do not take into account the function of a person before they are admitted to hospital and therefore treatment ends up being the same for 18 year olds as it is for 65 year olds. The researchers will aim to broadly categorise into groups so that they can look at long term outcomes for groups.
2. Nurses categorise patients when they are ill in the unit and then compare with gold standard which is talking to patient when better and asking them or talking to their family member about what they did before they became unwell. (The nurses will not be asking for medical/health information).  If nurses find the questionnaire is reliable then it becomes a viable way of categorising.  With groups the nurses will get information from clinical records and then compare with the gold standard of asking patients after.  So before the patient is able to give consent all nurses are doing is looking at their clinical records.
3. Patient medical notes include a social history and this study will compare these notes with a gold standard questionnaire. 
4. The reason that this study came before the committee was that it involves the secondary use of data for the purposes of this study.
5. The committee noted that the research is capturing a subset of information relevant to long term outcomes and has potential to cement preconceived ideas. 
6. The committee queried how the categories in table 5 were decided on. Dr Young explained that, though the actual terminology was debated, the categories were designed to give rapid and relevant information about a specific area of function that could be compared pre and post ICU admission.Dr Young noted that at the moment the protocol allows for nurses not to see the patient at all.  The committee agreed that the participants should be asked directly whether they wish to take part.  

The committee requested the following changes to the RACE Gold Standard Participant Questionnaire Script:

7. The committee asked the research team to revise the script and rewrite in lay language so that the approach from the nurse comes across as more straight-forward.  For example, “Hi, I’m [X] and I’d like to ask you some questions.  The committee noted that it is placing the onus on the research team to re-write the script. The committee asked that provision be made for the participant to sign the script to show that they consent to answering the questions.  

Decision 

This application was approved by consensus.
 
Non-standard conditions – submit the revised RACE Gold Standard Participant Questionnaire Script. 









































	 10  
	Ethics ref:  
	15/STH/180 CLOSED

	 
	Title: 
	A study assessing the similarity of Avastin® and the trial drug DRL_BZ. 

	 
	Principal Investigator: 
	Dr Chris Wynne 

	 
	Sponsor: 
	Quintiles 

	 
	Clock Start Date: 
	08 October 2015 


 
No member of the research team 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.

Dr Devonie Waaka declared a conflict of interest and did not take part in the discussion or decision making for this application. 

Summary of ethical issues (resolved)

1. The committee noted that the manufacturer of the drug is in India and trusted that the research team have verified that this bio-similar is an acceptable formula to standards in New Zealand. 
2. The committee noted the amount of payment for participants for their time (15 night stay), and queried whether there was justification to pay this amount.  The amount is based entirely on a formula.  The committee thought that it would be useful to see this formula. The possibility of making the formula available on the web was discussed but it was agreed that if this was to be done that care would need to be taken to present it as a guideline around fees but not a fixed formula. Factors to take into consideration could be presented rather than a fixed price.   

The committee requested the following changes to the participant information sheet and consent forms:
3. The committee agreed that given that this is a first in human study in healthy volunteers that this fact should be presented up front in the participant information sheet and consent forms to make sure that the risk is clear.  Please make this a bold and stand-alone statement at the top of the information sheet.  

Decision 

This application was approved by consensus.

Non Standard conditions
The committee would like to see an insurance certificate. The researchers have stated that it is being applied for but it hasn’t been submitted to the HDEC to date. 


	 11  
	Ethics ref:  
	15/STH/182 

	 
	Title: 
	Pharmacokinetics and Safety of Oral Docetaxel 

	 
	Principal Investigator: 
	Dr Christopher Jackson 

	 
	Sponsor: 
	Kinex Pharmaceuticals 

	 
	Clock Start Date: 
	08 October 2015 


 
Dr Chris Jackson and Dr Michelle Lockhart 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 (resolved)

1. The committee queried at which point participants would be consented to the trial. Patients are already receiving Docetaxel and the last scheduled dose is the point of consent.  The researchers explained that patients receive four courses every three weeks so they could be told about the prospect of being in the study in advance.  The committee was satisfied with this response as it was concerned that participants might have been confronted with the decision very quickly otherwise.   The application states that research doctors will approach patients but the committee assumed that first contact would be from a patient’s oncologist.  The researchers confirmed that a patient’s oncologist will be the first person to approach them about the study.  

The committee requested the following changes to the participant information sheet and consent forms:
2. Page 2: ‘What will my participation in the study involve?’ please make clear that participants have been invited to take part in a study as they will receive their last dose of chemotherapy.  First group may end up being under dosed.  Page 634.  All participants will receive IV and then oral dosing.  Please make it clear in the participant information sheet what will happen.
3. Please state clearly up front that this is a first in human study.
4. Page 5: ‘When will the PK (blood) samples be taken?’ please state 0.25, 0.5 and 0.75 as minutes. (i.e 15, 30 and 45 minutes).
5. Page 6: ‘What will happen to the blood and urine samples?’: please delete the reference to cultural issues in sending samples overseas as you have stated elsewhere in the application that you will not be sending samples overseas. 
6. Page 9: ‘What are my rights?’ please delete the words “decisions made in the commercial interests of the sponsor”.  The committee agreed that this is not an acceptable reason for the termination of a study. 

Decision 

This application was approved by consensus.

Non-standard conditions – updated participant information sheet
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	Ethics ref:  
	15/STH/183 

	 
	Title: 
	Low-dose epidural study 

	 
	Principal Investigator: 
	Dr Catherine Bryant 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	08 October 2015 


 
Dr Catherine Bryant 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 (resolved)

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

1. The purpose of this study is to ensure that a change in practice to a lower concentration of anaesthetic in labour and remains effective to the current concentration. The research team know that lower concentration is better for women and babies for several reasons.  The main benefits for mothers and babies are that it is safer because it is more dilute women experience fewer motor blocks, fewer weak legs and have more control of the muscles required to have a baby so they are more likely to have a normal delivery.   A normal delivery improves maternal satisfaction. The concentration the research team is looking to change to is already established practice in other centres. They are committed as a department to change and want to know that this lower concentration is non-inferior. 
2. The research team initially planned to address this as a clinical audit. The committee noted that this will be done prospectively but it is an interventional study as they are changing their practice. 
3. The researcher confirmed that they are only offering the lower dose to women in the study and providing results show that it is non-inferior they would then change to providing the lower dose to all women.  
4. The committee asked who the researchers will compare this study group with and whether they intend to monitor pain in a standard of care epidural. The researcher confirmed that in the first month they will look at current practice and monitor for baseline and then in following month in lower concentration.  They plan to have 3 groups: current practice of 0.125% bupivacaine with 2mcg/ml fentanyl, group using 0.625% bupivacaine with 2mcg/ml fentanyl and group using 0.1% bupivacaine with 2mcg/ml fentanyl. If the group receiving 0.625% is ineffective, they would use 0.1% solution.
5. The researcher explained that they aim to conduct the study in daylight hours so that they can be present. If a woman continues labour at night then will they will be available to be contacted by phone. 
6. The committee noted that the participant information sheet doesn’t explain the points discussed above – the title is ‘Labour Epidural Study’ rather than ‘Low dose Epidural Study’ and does not make mention of the fact that there are potentially three groups of patients.  
7. The committee asked that the researchers make clear to participants that National Women’s Hospital are looking to make a clinical change and as part of this looking at three groups, that lower doses are used overseas and what the benefits might be.
8. The committee queried whether participants will be consented when they are pain free. The researcher explained that they don’t wish to promote epidurals and that there are many access holders and a woman’s lead maternity carer may be a midwife, private obstetrician for example.  The researchers don’t have access in advance and most women don’t go into labour wanting an epidural so it would be difficult to advise them of the study beforehand.  The women are given the epidural first when required and when the women are comfortable the research team would approach them.  They wouldn’t approach women who were about to deliver within a couple of hours.  Women who are expected to have an epidural for a few hours only will be recruited since they stand to benefit from the trial. 
9. The researchers will collect BMI information but do not think this will make a difference to the efficacy of the dose.
10. The researcher confirmed that if women want to withdraw from the study at any time they can do this and get standard treatment at any point.  Their lead maternity carer can also override the decision and increase the dose.  
11. The committee asked whether the researchers know the percentage of Mãori women who have epidurals. The researcher stated that 8 percent of their population are Mãori women and as the researchers understand it 60 percent opt to have an epidural.  The researcher thought that the rate in Mãori woman is probably lower than that of non-Mãori but did not know the statistics.
12. The committee asked that the research team revise the protocol and track changes for the committee so that it can review changes. The researchers do not need to make changes to the application form as it cannot be changed. 
13. Please provide a UTN number to the committee. 

The committee requested the following changes to the participant information sheet and consent forms:
14. The committee asked who the researchers will compare this study group with and whether they intend to monitor pain in a standard of care epidural. The researcher confirmed that in the first month they will look at current practice and monitor for baseline and then in following month in lower concentration.  They plan to have three groups in case 0.65 percent is not effective. They would then would trial 1 percent. Detail the 3 groups in the information sheet.
15. The committee noted that the participant information sheet doesn’t explain the points discussed above – the title is ‘Labour Epidural Study’ rather than ‘Low dose Epidural Study’ and does not make mention of the fact that there are potentially three groups of patients.  
16. The committee asked that the researchers make clear to participants that National Women’s Hospital are looking to make a clinical change and as part of this looking at three groups, that lower doses are used overseas and what the benefits might be.
17. Please update investigator names.
18. The committee recommended that the researchers refer to the Participant Information Sheet/Consent Form pro forma on the HDEC homepage at http://ethics.health.govt.nz/ and that they also consult with the research office when putting together the information sheet and consent forms. 

Decision 

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

19. Please address the issues noted in points 12 & 13 above.
20. Please amend the information sheet and consent forms, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).


This information will be reviewed, and a final decision made on the application, by Dr Mathew Zacharias and Dr Devonie Waaka. 


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:
	17 November 2015

	Meeting venue:
	Sudima Hotel – Christchurch Airport



	
The meeting closed at 3.30pm.
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