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		Minutes





	Committee:
	Southern Health and Disability Ethics Committee

	Meeting date:
	17 November 2015

	Meeting venue:
	Sudima Hotel - Christchurch Airport



	Time
	Item of business

	12.00pm
	Welcome

	12.05pm
	Confirmation of minutes of meeting of 20 October 2015.

	
	New applications (see over for details)

	
	 i 15/STH/204
  ii 15/STH/192
  iii 15/STH/194
  iv 15/STH/197
  v 15/STH/198
  vi 15/STH/199
  vii 15/STH/203
  viii 15/STH/205
  ix 15/STH/207
  x 15/STH/208
  xi 15/STH/209

	4.10pm
	General business:
· Noting section of agenda

	4.20pm
	Meeting ends




	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

	Ms Raewyn Idoine 
	Lay (consumer/community perspectives) 
	27/10/2015 
	27/10/2018 
	Present 

	Mrs Angelika Frank-Alexander 
	Lay (consumer/community perspectives) 
	27/10/2015 
	27/10/2018 
	Present 

	Dr Sarah Gunningham 
	Non-lay (intervention studies) 
	27/10/2015 
	27/10/2018 
	Present 

	Dr Nicola Swain 
	Non-lay (observational studies) 
	27/10/2015 
	27/10/2018 
	Present 

	Dr Mathew  Zacharias 
	Non-lay (health/disability service provision) 
	27/10/2015 
	27/10/2018 
	Present 

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

	Assc Prof Mira Harrison-Woolrych 
	Non-lay (intervention studies) 
	27/10/2015 
	27/10/2018 
	Present 

	Dr Fiona McCrimmon 
	Lay (the law) 
	27/10/2015 
	27/10/2018 
	Present 


 

Welcome

The Chair opened the meeting at 12.00pm and welcomed Committee members.

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 20 October 2015 were confirmed.

New applications 


	 1  
	Ethics ref:  
	15/STH/204 

	 
	Title: 
	THE QT AND CGMS STUDY 

	 
	Principal Investigator: 
	Dr Craig Jefferies 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	02 November 2015 


 
Dr Craig Jefferies 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 and addressed by the Researcher are as follows.

1. The Committee discussed the exclusion criteria, noting females were excluded. The Researcher(s) explained their rationale for the exclusion. The Committee accepted the Researcher(s) explanation, but noted it was only acceptable for this study due to it being a pilot study, with a limited sample size.

Summary of ethical issues (outstanding)

The main ethical issues considered by the Committee and which require addressing by the Researcher are as follows.

2. The Committee noted that the aim of the study is stated to reassure parents of children with T1DM that they are not at risk of QT abnormality overall (b.1.3). The Committee noted that the sample size would not be sufficient to be able to generate any valid conclusions, particularly it will not be able to provide a basis to reassure parents.
3. The Committee noted that this application resembled a small pilot study, which might be able to determine any early signals - but to determine and reassure parents cannot be primary endpoint aim.
4. The Committee noted that the QT condition sought was very rare (page 4 protocol). The sample size cannot generate conclusive findings.  
5. The Committee noted peer review is an important aspect of ethical review and is used to assure New Zealand's Health & Disability Ethics Committees of the scientific validity of a research proposal. National Ethics Advisory Committee's guidelines state that in order to determine scientific validity, the following factors should be covered:
1) The relative merit of the research
2) The design and methods
3) The feasibility of the research.
There is a HDEC peer review template available at http://ethics.health.govt.nz/home
6. The Committee requested additional peer review, commenting on sample size and study design. This review should include comment from a biostatistician. 
7. P.4.3 The Committee noted that HRC Guidelines for Research Involving Maori (http://www.hrc.govt.nz/news-and-publications/publications/guidelines-researchers-health-research-involving-m%C4%81ori) require consultation for research where there will be Maori participants.
8. The Researcher(s) explained the study is being reviewed by ADHB Maori Research Office.
9. The Committee noted that the protocol states ‘it is well documented that hypoglycaemia lengthens the QTc in patients with and without diabetes’. If this is already known, the Committee questioned why is there a need for this research? The Researcher(s) explained that they want to determine the day to day relevance of the condition (diabetes) and its relationship with QT interval variation. 
10. The Researcher(s) stated this study aims to show that QT lengthening has a false correlation with hypoglycaemia. The Researcher(s) hypothesise it is other factors or drug combinations that cause QT lengthening in some individuals.
11. The Committee noted that this study does not have power to show this as a primary objective.
12. The Committee asked about the Heller study cited in the protocol. The Researcher(s) explained that this study was an isolated, single case study. The Committee asked if there was any other evidence that hypoglycaemia lengthens QT, for instance in animals. The Researcher(s) stated that he was not aware of any animal studies but would check the literature.
13. The Researcher(s) explained that the purpose of the control group was to determine what the usual lengthening of QT would be in a ‘normal’ population.
14. The Committee asked if there is evidence of QT elongation in normal populations. The Researcher(s) stated that this was not really known. .
15. The Committee stated that the study should be construed as a pilot study that aims to determine if there are any differences in QT interval length in a normal verses diabetic population.  This study could then inform a larger study that could be powered to generate scientific conclusions.
16. The Committee concluded that the study protocol must be redesigned, by changing the endpoints of the study to be in line with a pilot study. Furthermore, changes that may come from additional peer review must be incorporated into the protocol. A revised protocol (edited using ‘tracked changes’) must be resubmitted for review.
17. The Committee noted that the Participant Information Sheet was lacking in information, and referred the researcher to the HDEC template, found at http://ethics.health.govt.nz/. The Committee requests that the template is followed.
18. The researchers should add ‘pilot’ to the study title.

The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
19. Please use lay language consistently. 
20. The Committee noted that participants should not be referred to as ‘subjects’. 
21. Add information on what happens to health information.
22. Add information on return of results and incidental findings.
23. The Committee noted that assent forms are required for those who cannot consent for themselves. Assent guidance is available from http://ethics.health.govt.nz/guidance-materials/assent-guidance 

Decision 

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

· Please provide evidence of favourable independent peer review of the study protocol, with input from a biostatistician (Ethical Guidelines for Intervention Studies Appendix 1).
· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).
· Please provide age appropriate information sheets and assent forms for younger participants and amend the existing information sheets and assent/consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).
· Provide further information on the study design, in particular the new aims for this pilot study and sample size of the study (Ethical Guidelines for Intervention Studies para 5.4)

This  information will be reviewed, and a final decision made on the application, by Dr Sarah Gunningham and Ms Raewyn Idoine. 



	 2  
	Ethics ref:  
	15/STH/192 

	 
	Title: 
	Genetic variation and human disease 

	 
	Principal Investigator: 
	Dr Louise Bicknell 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	05 November 2015 


 
Dr Louise Bicknell 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

1. The study investigates genetic disorders and aims to identify the relationship between human genomic variations and how changes in DNA can cause or influence disorders with a genetic component. The study may identify markers to help determine whether genetic disease is present in family members. 

Summary of ethical issues (resolved)

The main ethical issues considered by the Committee and addressed by the Researcher are as follows.

2. The Committee queried whether it is possible for someone to be referred to the researcher for some kind of genetic condition, after their enrolment their family will be contacted to participate, after which the family is tested, would it be possible to identify genetic conditions in the family, due to study participation? The Researcher(s) stated yes, the hope would be to find more cases within family members.

Summary of ethical issues (outstanding)

The main ethical issues considered by the Committee and which require addressing by the Researcher are as follows.

3. The Committee queried how participants are recruited. The Researcher(s) stated participants are referred from clinical geneticists. There are two participant groups, those who have an undiagnosed genetic condition and second is those who have had a genetic diagnosis. 
4. The Committee asked if this study included subjects with ‘any’ genetic conditions. The Researcher(s) stated yes, it is quite broad. The Committee asked why the researchers are approaching patients if they are not diagnosed with a genetic condition. The Researcher(s) explained in these cases the treating clinicians suspect genetic reason for symptoms presenting. 
5. The Committee noted it was hard to determine what population is being studied from the application, and it was therefore difficult to know what they were approving. 
6. The Committee asked if there were clinical geneticists who are involved in the trial. The Researcher(s) explained there are many involved, as they must refer patients to the researcher. The Committee asked if there is a geneticist at Otago involved. The Researcher(s) stated not currently, but she has discussed the project with Professor Steven Robertson.
7. The Committee asked the researcher how she would get information that will allow any significant conclusions to be drawn, due to the rarity of the diseases. The Committee could not understand what the comparison groups would be 
8. The Committee commented that there are many rare genetic disorders and asked for an example of one disorder which might be studied, but the researcher was unable to give a specific example.
9. The Committee was concerned that there was no specific information provided about what the study will be looking at, and what is involved for participants.
10. The Committee explained ethics approval would have to be for something more specific. There is not enough detail to know what is being approved. 
11. The Committee noted that the peer review is not specific enough for this ethics application. It relates to a fellowship, but not to this particular study or protocol.  
12. The Researcher(s) confirmed that the sample size of 600 includes participants with potential or diagnosed genetic disorder, and their relatives. 
13. The Committee noted that family member’s information can’t be included in the study unless the family member consents to this. The Researcher(s) explained family members will be asked to give consent if any information is given for the study. 
14. The Researcher confirmed geneticists would refer participants from overseas. The Committee noted that only New Zealand participants could be considered in their consideration. 
15. The Committee noted it was a difficult application to review when there was such broad patient groups, no specific information about how obtaining informed consent works in New Zealand. 
16. The Committee suggested having a smaller sample size to determine what types  of genetic disorder would be studied, and how this would be a pilot study rather than an application for studying all genetic disorders, for a large number of people. 
17. The Committee requested that local geneticists review the application and provide comment for the committee. 

18. The Committee stated that it is unacceptable to have someone else consent on behalf of potential participants unable to provide their own informed consent. 
19. The Committee noted that the HDC Code of Health and Disability Services Consumers' Rights Regulation 1996 applies to all health research and that a representative is unable to consent for someone on their behalf. 
20. 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.”
21. Further, the Committee noted that Right 9 ensures that these rights extend to those occasions when a consumer is participating in, or it is proposed that a consumer participate in, teaching or research.
22. The Researcher(s) confirmed they will not enrol any non-consenting participants.
23. The Committee requested that this patient group is removed from the protocol and any participant information for them is removed for New Zealand participants.


The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
24. The Committee noted there must be consent forms for each patient group. For example, those who have a genetic diagnosis, those who do not have a diagnosis, children, parents of children and other family members. The current forms are confusing as they apply to multiple groups.  
25. There is not enough specific information on what will happen to tissue collected. Please view HDEC template for informed consent, as well as the informed consent checklist http://ethics.health.govt.nz/ 
26. There is insufficient information in the participant information sheet relating to the banking of samples. Please see the below for information that should be included if participants are being asked to consent to future unspecified research. You may use the checklist to ensure all elements are included. 

	Future Unspecified Research (FUR) and Biobanking
	Yes
	No
	N/A

	An indication of the type and nature of the research to be carried out and its implications for the donor, where possible, and an explanation of why the potential donor is being approached for their tissue and specifically what tissue is being sought.
	
	
	

	Known possible researchers or institutions that might use the tissue sample, if possible.
	
	
	

	Whether the donor’s sample is going to be, or is likely to be sent overseas, and where possible, to what country or countries.
	
	
	

	Acknowledgement that all future unspecified research in New Zealand will be subject to ethical review. However, when a tissue sample is sent overseas, unless it is sent in conjunction with a New Zealand research project, future research is likely to be considered by an overseas ethics committee without New Zealand representation.
	
	
	

	Whether the donor’s identity and details will remain linked with the sample or whether the sample will be de-linked.
	
	
	

	A statement that if a donor consents to a tissue sample being unidentified or de-linked, they relinquish their right to withdraw consent in the future.
	
	
	

	Whether the donor may be contacted in the future regarding their tissue sample. Whether or not, and under what circumstances, information about the future unspecified research will be made available to the donor and/or (where relevant) their clinician.
	
	
	

	Acknowledgement that the donor will not own any intellectual
property that may arise from any future research.
	
	
	

	Whether there is provision to withdraw consent for the use of human tissue samples in the future. Where there is provision to withdraw consent, only tissue samples remaining at the time of a request to withdraw and any information held for future unspecified research may practically be withdrawn. Tissue samples or information used in research before the request to withdraw is received is unlikely to be able to be returned or destroyed.
	
	
	

	Acknowledgement that the donor’s decision regarding the consent for use of their tissue sample for unspecified future research will in no way affect the quality of a donor’s current or future clinical care.
	
	
	

	Where and for how long a tissue sample will be stored, how it will be disposed of and whether there is a cultural protocol for its disposal. For example, information about the institution holding the tissue sample: its aims, research procedures and research governance.
	
	
	

	Whether or not tissue samples could be provided to other researchers and institutions, and whether or not such provision could include sending samples to other countries
	
	
	

	Whether or not collected samples will be provided to commercial biomedical companies or will be used in commercial research collaborations, if known.
	
	
	

	What provisions will be made to ensure patient confidentiality.
	
	
	

	That different cultural views may inform choice about donation of tissue; for example, for some Maori, human tissue contains genetic material that is considered to be collectively owned by whanau, hapu and iwi.
	
	
	

	That cultural concerns may arise when tissue samples are sent overseas, including how tissue samples are stored and disposed of. Processes for monitoring and tracking what happens to samples may not be acceptable to donors.
	
	
	

	That donors may want to discuss the issue of donation with those close to them, for example; family, whanau, hapu and iwi.
	
	
	

	
For more information see the Guidelines for Future Unspecified Research http://www.health.govt.nz/publication/guidelines-use-human-tissue-future-unspecified-research-purposes-0  





Decision 

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

· The purpose and design of this study was not clearly explained in this application
· Please provide age appropriate information sheets and assent forms for younger participants and amend the existing information sheets and assent/consent form, (Ethical Guidelines for Observation Studies 6.21)
· The study design must minimise risk of harm (Ethical Guidelines for Observation Studies para 5.5).
· [bookmark: _GoBack]Please provide evidence of favourable independent peer review of the study protocol (Ethical Guidelines for Observational Studies Appendix).
· Please amend the information sheet and consent form, and assent forms, taking into account the suggestions made by the Committee (Ethical Guidelines for Observation Studies para 6.11).

 

	 3  
	Ethics ref:  
	15/STH/194 

	 
	Title: 
	Single Agent Pembrolizumab vs Single Agent Chemotherapy For Metastatic triple negative breast cancer 

	 
	Principal Investigator: 
	Professor Bridget Robinson 

	 
	Sponsor: 
	Merck Sharp & Dohme (New Zealand) Limited  

	 
	Clock Start Date: 
	05 November 2015 


 
Ms Tzaneen, clinical operations manager for Merck Sharp & Dohme, 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

1. The study is  phase III with an open-label design, including patients with metastatic triple negative breast cancer.
2. The study aims to include 6 patients in New Zealand across two sites.

Summary of ethical issues (outstanding)

The main ethical issues considered by the Committee and which require addressing by the Researcher are as follows:

3. The Committee asked for clarification about the post-study access to treatment, noting that pg.4 of the Participant Information Sheet, states:

Second Course Treatment:                                                                                                If you receive pembrolizumab and complete 35 treatments or if your tumor goes away, you may be eligible for 17 additional treatments of pembrolizumab therapy if your disease progresses.  Your study doctor will determine if you meet the study criteria to be eligible for the Second Course Treatment.  If you are eligible, you will restart treatment and will be retreated at the dose and dose frequency received upon initial treatment with pembrolizumab.”

Yet f.3.1 states “No”. Please explain whether participants may continue treatment. 

4. The Committee noted that (P.4.1) should include incidence and prevalence of the disorder under study (or treatment indication if a drug trial) in Maori. The Secretariat notes that some disorders are particularly important for Maori health, while others are relatively rare in Maori and may have less of an impact. If the study is an early phase trial, a caveat that no benefit is expected as a direct result of the study. If relevant, please include information on how researchers will ensure that Maori benefit at least equally (and actually how they can disproportionately benefit if they are disproportionately burdened) –for example, what extra measures if any are in place to ensure Maori participation (iwi consultation, Maori researchers, active follow up etc.) as well as interpretation of results and presentation of findings back to those consulted.
5. The Committee noted that (F.1.1 and F.1.2) should outline what could happen if the study generates knowledge that would reduce outcomes, and then how/what extra measures they have in place to ensure equal (or at least population commensurate) Maori and other populations participation in order to inform study findings and results, and how those results are interpreted and shared – and how they may be used to reduce inequalities. 

The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
6. Include statements for Maori on tissue, for example: 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.
7. Include statement about the right to consult with family and whanau about participation.
8. The Committee noted there are sentences that are incomplete. For example in the section ‘What if my disease worsens’ Please review and edit these.
9. For the side effects, include frequency or chance. Also change descriptions or terms to lay language, currently very technical. 
10. Remove ‘survival’ from page 5. 
11. Page 3 – potential for false positive or false negative…proof read this sentence. 
12. ‘Such as the following: shows that the size of your tumour (page 4)’. Review and amend this sentence. 
13. The Committee noted infusion reaction side effects is described twice. This information is only needed in one place. 
14. The Committee suggested amending ‘are there pregnancy risks’ sub heading. 
15. As a general comment, the Committee requested the researchers re-read the Participant Information Sheet and incorporate lay language throughout. 
16. Effective methods of contraception, vaginal transdermal contraception etc. is too technical.  Please re-read and revise using pay language.  
17. Reword the phrase ‘birth control that are unacceptable’ to ‘not effective enough for this study’. The Committee noted that the combination of condom and cap with spermicide is stated to be acceptable, but is under the unacceptable section.  This is confusing and should be revised. 
18. Remove the signature line for legally authorised representative from the consent form. 
19. Please create and use a separate consent form available for participants if there is disease progression, for the additional biopsy. When it comes to it 12 weeks later they may not want to participate. 

Decision 

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

· Please amend the participant information sheets and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).
· Please address how the study may benefit Māori and how cultural issues that may arise for Māori participants in the study will be managed (Ethical Guidelines for Intervention Studies para 4.7). 
· Clarify whether participants can have post-study access to study drug, and explain clearly what conditions there are on this access and clarify this for participants in the PIS/CF. 

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



	 4  
	Ethics ref:  
	15/STH/197 

	 
	Title: 
	ROBUST DLBCL study 

	 
	Principal Investigator: 
	Dr Peter Ganly 

	 
	Sponsor: 
	PPD Global Limited (New Zealand Branch) 

	 
	Clock Start Date: 
	05 November 2015 


 
Dr Peter Ganly 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

1. The Researcher(s) explained that the type of cancer in this study is very rare, it is less common generally, and then is a fraction of the subtype of this form of cancer. In New Zealand there may be 100 cases annually. 
2. The sponsor of this study is proposing this group of patients be randomised to receive the study drug on top of standard treatment and care. 

Summary of ethical issues (resolved)

The main ethical issues considered by the Committee and addressed by the Researcher are as follows.

3. The Committee queried if drug is available (registered) in New Zealand. The Researcher(s) stated yes, but not for this indication.
4. The Committee noted there is an independent data safety monitoring committee.
5. The Committee noted that peer review by SCOTT is being sought (scientific review).
6. The Committee queried who makes first approach to potential participants, noting the application states a member of study team may approach a potential participant. The Researcher(s) stated only those who are discussing treatment options in their capacity as the patient’s doctor (who is managing their care) will make the initial approach.  The Committee noted the Researcher’s response.  

Summary of ethical issues (outstanding)

The main ethical issues considered by the Committee and which require addressing by the Researcher are as follows.

The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
7. Swelling of lungs - explain what this is, or remove if it is not a recognised side effect (page 7).
8. The Committee requested a table that outlines what occurs at each study visit, to reduce duplication in the PIS.
9. Page 10 – amend heading to pregnancy and breast-feeding, rather than just ‘pregnancy’.
10. Add consent form pregnancy clause. 
11. The Committee noted that the pregnancy information (page 8-9) should be reformatted to provide greater clarity for the participant as follows:

The statement starting ‘Prior to signing this consent form there is…’ move this statement up to second paragraph because this is important information. The Paragraph above this (, about patients taking oral contraceptives) should be moved lower down, and re-order this paragraph. The important information is that the researchers don’t advise taking oral contraceptive pills. 
12. Subtitle the information for men with partners of reproductive age under ‘ Information for men’ or similar. The Committee suggested increasing the stated ‘3 days’ for drug remaining in sperm, as the current information is quite conservative. 
13. The Committee suggested rewording the subheading ‘R-CHOP’ with ‘Risk of side effects with R-CHOP’ (page 9). 

Decision 

This application was approved by consensus with non-standard conditions. Please email updated documents to HDEC.  




	 5  
	Ethics ref:  
	15/STH/198 

	 
	Title: 
	GS-US-367-1173: A study of Sofosbuvir/Velpatasvir/GS-9857 in chronic genotype 3 hepatitis C patients with cirrhosis and naive to direct acting antiviral treatment 

	 
	Principal Investigator: 
	Prof Edward Gane 

	 
	Sponsor: 
	Gilead Sciences, Australia & New Zealand 

	 
	Clock Start Date: 
	05 November 2015 


 
Dr Paul Hamilton and Ms 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 Eglinton declared a potential conflict of interest, and the Committee decided she could stay in room but not participate in the decision. 

Summary of Study

1. Study 15/STH/198 and 15/STH/199 were reviewed in tandem. 
2. These studies investigate phase III combination of fixed dose treatments for patients with Hepatitis C.
3. The researchers and sponsors have quite a lot of clinical experience; they were involved in the phase II parts of this drug development programme.
4. All participants have genotype 3, which is regarded as most difficult type to treat. The patients will either get a 2 drug combination for 12 weeks or 3 drug combo for 8 weeks. 

Summary of ethical issues (resolved)

The main ethical issues considered by the Committee and addressed by the Researcher are as follows.

5. The Committee noted there is a discrepancy in the application and the Protocol regarding the number of participants, stating 380 in Participant Information Sheet but the application states 200. 
6. The Researcher(s) explained 173 study should state 200 participants in the Participant Information Sheet. The Committee noted this was just an admin error that could be corrected.

Summary of ethical issues (outstanding)

The main ethical issues considered by the Committee and which require addressing by the Researcher are as follows.

7. The Committee asked if it was likely that participants needed a liver biopsy, noting that a fibroscan was used to confirm eligibility. The Researcher(s) explained there is very little use of liver biopsy in NZ, but there is the option available. The Committee requested a sentence is added that states that in New Zealand it is not common to have a liver biopsy. 
8. The Committee queried why so few patients would be recruited in New Zealand when there are about 500,000 patients with Hepatitis C in this country? The Researcher(s) stated it is an international study, with the sample size in New Zealand being what they could get from the sponsor. 



The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
9. The Committee requested more lay language. For example, with the side effect information. Regarding The details for the participants who stopped from side effects, this could just list the side effects to save some space.
10. On the same page, higher up, statement ‘most of the side effects were considered to be mild’. The Committee queried where this was from, who decides? The Researcher(s) stated this information was useful to contextualise the information for participants. The Researcher(s) explained mild was graded by investigators, based on participant feedback. The Committee accepted this explanation.
11. On section, common side effects, ‘it is not expected that you will have any of these side effects’. The Committee discussed the psychological impact of statements about whether side effects are expected or not. The Committee discussed the statement. The Committee accepted the current wording.
12. The Committee noted that information generated for unborn children must be kept for 10 years after baby turns 16, in line with Health (Retention of Health Information) Regulations 1996.
13. The Committee discussed the prevention of pregnancy information and noted that female sterilisation was listed twice in the PIS.  Please remove any duplication and explain  tubal sterilisation in lay language (e.g. ‘having tubes tied’). 
14. The Committee noted that a laboratory test confirms that a vasectomy has been successful, rather than a medical assessment  as currently stated.  A re-wording was suggested.


Decision 

This application was approved by consensus with non-standard conditions.



	 6  
	Ethics ref:  
	15/STH/199 

	 
	Title: 
	GS-US-367-1170: A study of Sofosbuvir/Velpatasvir/GS-9857 compared to Sofosbuvir/Velpatasvir in chronic hepatitis C patients previously treated with a direct acting antiviral 

	 
	Principal Investigator: 
	Prof Edward Gane 

	 
	Sponsor: 
	Gilead Sciences, Australia & New Zealand 

	 
	Clock Start Date: 
	05 November 2015 


 
Dr Paul Hamilton and Ms 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 Eglinton declared a potential conflict of interest, and the Committee decided she could stay in room but not participate in the decision. 

Summary of Study

1. Study 15/STH/198 and 15/STH/199 were reviewed in tandem. 
2. These studies investigate phase III combination of fixed dose treatments for patients with Hepatitis C.
3. The researchers and sponsors have quite a lot of clinical experience; they were involved in the phase II parts of this drug development programme.
4. All participants have genotype 3, which is regarded as most difficult type to treat. The patients will either get a 2 drug combination for 12 weeks or 3 drug combo for 8 weeks. 

Summary of ethical issues (resolved)

The main ethical issues considered by the Committee and addressed by the Researcher are as follows.

5. The Committee noted there is a discrepancy in the application and the Protocol regarding the number of participants, stating 380 in Participant Information Sheet but the application states 200. 
6. The Researcher(s) explained 173 study should state 200 participants in the Participant Information Sheet. The Committee noted this was just an admin error that could be corrected.

Summary of ethical issues (outstanding)

The main ethical issues considered by the Committee and which require addressing by the Researcher are as follows.

7. The Committee asked if it was likely that participants needed a liver biopsy, noting that a fibroscan was used to confirm eligibility. The Researcher(s) explained there is very little use of liver biopsy in NZ, but there is the option available. The Committee requested a sentence is added that states that in New Zealand it is not common to have a liver biopsy. 
8. The Committee queried why so few patients would be recruited in New Zealand when there are about 500,000 patients with Hepatitis C in this country? The Researcher(s) stated it is an international study, with the sample size in New Zealand being what they could get from the sponsor. 



The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
9. The Committee requested more lay language. For example, with the side effect information. Regarding The details for the participants who stopped from side effects, this could just list the side effects to save some space.
10. On the same page, higher up, statement ‘most of the side effects were considered to be mild’. The Committee queried where this was from, who decides? The Researcher(s) stated this information was useful to contextualise the information for participants. The Researcher(s) explained mild was graded by investigators, based on participant feedback. The Committee accepted this explanation.
11. On section, common side effects, ‘it is not expected that you will have any of these side effects’. The Committee discussed the psychological impact of statements about whether side effects are expected or not. The Committee discussed the statement. The Committee accepted the current wording.
12. The Committee noted that information generated for unborn children must be kept for 10 years after baby turns 16, in line with Health (Retention of Health Information) Regulations 1996.
13. The Committee discussed the prevention of pregnancy information and noted that female sterilisation was listed twice in the PIS.  Please remove any duplication and explain  tubal sterilisation in lay language (e.g. ‘having tubes tied’). 
14. The Committee noted that a laboratory test confirms that a vasectomy has been successful, rather than  a medical assessment  as currently stated.  A re-wording was suggested.

Decision 

This application was approved by consensus with non-standard conditions.


	 7  
	Ethics ref:  
	15/STH/203 

	 
	Title: 
	Doxycycline and Microdacyn versus standard care for prevention of intra-operative wound contamination  

	 
	Principal Investigator: 
	Mrs Amelia Howard-Hill 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	05 November 2015 


 
Mrs Amelia Howard-Hill was present in person and Richard Everts 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 and addressed by the Researcher are as follows.

1. The Committee noted the good quality of the peer review and also the rebuttal to peer review and thanked the researchers for this information.
2. Please note that health data derived from the study must be stored for a minimum of 10 years according to the Health (Retention of Health Information) Regulations 1996.
3. The Researcher(s) explained their proposed consenting processes. The Committee noted that their explanation reflected good practice.

The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
4. Please include the known risks, basic and specific side effects (including frequencies of side effects where known), for the study drugs as , they are additional to standard of care for these participants. 
5. The Committee noted there is no need for the surgeon’s name (orthopaedic surgeon) on the top of each page.
6. The Committee noted both drugs could be effective in this study. Currently the PIS States that ‘if one works’ and this should be revised
7. Amend approving committee from NTA to STH (Southern Health and Disability Ethics Committee).
8. Please check that if there are any risks for breastfeeding women and their infants from the study drugs and revise the information on the PIS if necessary.  
9. Add who pays for the study (the funder), and then have information separate, under a different heading, about how there will be no cost to participate. 

Decision 

This application was approved by consensus with non-standard conditions. 




	 8  
	Ethics ref:  
	15/STH/205 

	 
	Title: 
	MST-188-09: Vepoloxamer in Chronic Heart FailureVepoloxamer in Chronic Heart Failure 

	 
	Principal Investigator: 
	Professor Richard Troughton  

	 
	Sponsor: 
	Mast Therapeutics, Inc. 

	 
	Clock Start Date: 
	05 November 2015 


 
Professor Richard Troughton 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 and addressed by the Researcher are as follows.

1. The Researcher(s) Confirmed a 6 min walk is within realm of clinical testing, used widely, with no undue risk to patient group.

The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
2. Include statements for Maori on tissue, for example: 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.
3. Pg. 9 – remove termination criteria for commercial interests of the sponsor, as per National Ethics Committee Ethical Guidelines. 
4. Throughout the PIS Please bullet point risks or use subheadings to make the information more readable for participants.
5. Explain that IV study drug is one infusion only. The Committee suggested using bolded font for clarity. 
6. On Page 3 – the tern ‘dyspnoea’ is used and this should be explained .in lay language, e.g. ‘shortness of breath’ or ‘trouble with breathing’. 
7. Clarify that participants will not know what treatment they are on, and any resulting access to health information statement, noting it is double blind study. Note that participants retain the right to check and correct their health information (as per Health Information Privacy Code), but that this may withdraw them from the study. 

Decision 

This application was approved by consensus with non-standard conditions. 



	 9  
	Ethics ref:  
	15/STH/207 

	 
	Title: 
	RBP in urine 

	 
	Principal Investigator: 
	Dr Mirjana Jaksic 

	 
	Sponsor: 
	CF Association of NZ 

	 
	Clock Start Date: 
	05 November 2015 


 
Dr Mirjana Jaksic and John Lewis were present in person/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

1. The study investigates cystic fibrosis (CF) treatments and their potentially harmful impact on children. 
2. The Researcher(s) explained that current treatments can harm, for example most children require frequent and prolonged antibiotic treatments that can cause chronic renal damage.  This study tries to find a simple (and effective) method to test for kidney damage. 

Summary of ethical issues (resolved)

The main ethical issues considered by the Committee and addressed by the Researcher are as follows.

3. The Committee queried if part of the study involved validating the test. The Researcher(s) stated the test has been validated and published. 
4. The Researcher(s) explained research context and scientific history for the study. The Researcher(s) explained retinol binding protein is a kidney protein that gets released in urine in cases of early kidney damage.
5. The Committee asked what the primary objective of study is. The Researcher(s) stated to try and identify early kidney damage using the urine test. To do this they will compare levels of proteins normal age-matched children and children with CF.
6. The Committee asked what the role of the control children was, noting that they did not have the same tests as the children with CF. The Researcher(s) stated that the controls are age matched, explaining they hope to show a difference in the rental binding protein levels between the control group and patient group. 
7. The Committee questioned the description of the study design in B.2.1 – as a prospective cohort study. The Committee noted that this is not a prospective cohort study, unless these children will be followed and will be retested again at a later date? The Researcher(s) stated this was not the intention, but they might find someone in the healthy control group who has impaired kidney function. If this was the case they would be followed up. 

Summary of ethical issues (outstanding)

The main ethical issues considered by the Committee and which require addressing by the Researcher are as follows.

8. The Committee requested that the control group has the same tests as the patient group. Currently the medical history is the only control to show that the control is normal. This is insufficient. 
9. The Researcher(s) confirmed they could run the same tests in the control arm that would be conducted for the CF patient arm. 
10. The Committee noted they wanted to be reassured on the size of the study and its power to show a statistically significant difference between the two groups, as currently it was not clear that it had been reviewed by a biostatistician. . 
11. The Committee noted only peer review was provided from the sponsor of the research and this is not sufficient. 
12. The Researcher(s) explained that the sample size was derived from the number of patients available. The Researcher(s) hope to get 60 with CF and 60 healthy participants.
13. The Committee noted that if that is the case, this study is a pilot study and should be treated as one. 
14. The Committee asked what percent would have normal renal function in patient (CF) group. The Researcher(s) explained that results so far suggest that they will have normal renal function. But the researcher wants the normal control to know that we can see the difference between normal in CF and normal in regular control arms. 

The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
15. Add pilot to the title. 
16. Recommend the HDEC template is used 
17. The teenager and young person consent form, should be an assent form
18. Under confidentiality – I think the teenager and young person would be offended at being called children.  Since it is their assent form, YOU is probably appropriate

Decision 

This application was provisionally approved by consensus, subject to the following information being received. 
· The protocol should be revised to state this is a pilot study, describe the design as a cross sectional study, clearly state the primary objectives and include the other changes suggested by the Committee above.
· The study design should ensure the control arm is comparable with the patient arm, please amend the protocol to include the additional testing (Ethical Guidelines for Observation Studies para 5.5)
· Once the protocol has been amended, Please amend the information sheets and consent form, and assent forms, taking into account the changes to the study design and the suggestions made by the Committee (Ethical Guidelines for Observation Studies para 6.11).
· Please provide evidence of independent peer review of the study protocol by an independent expert (Ethical Guidelines for Observational Studies Appendix).

This following information will be reviewed, and a final decision made on the application, by Dr Sarah Gunningham and Assc Prof Mira Harrison-Woolrych. 



	 10  
	Ethics ref:  
	15/STH/208 

	 
	Title: 
	Psychometric properties of the needs of children's questionnaire 

	 
	Principal Investigator: 
	Dr Mandie Jane Foster 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	05 November 2015 


 
Dr Mandie Jane Foster was present in person and Professor Lisa Whitehead 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

1. The study aims to validate questionnaire, developed by CI during her PhD and to seek information about children and adolescents’ views about their experience as hospital inpatients. 
2. The Committee noted the study goals were commendable as such information, obtained directly from young people, is lacking 

Summary of ethical issues (resolved)

The main ethical issues considered by the Committee and addressed by the Researcher are as follows.

3. The Committee queried why the inclusion was for English speakers only. The Researcher(s) explained practical reasons why currently only in English. The Committee accepted this explanation. 

Summary of ethical issues (outstanding)

The main ethical issues considered by the Committee and which require addressing by the Researcher are as follows.

4. The Committee queried how any risk would be managed, such as disclosure of suicidal ideations. The Researcher(s) explained that the intention to disclose this information to staff (and parents if not involved in the disclosure, in some cases the parents may be the ones who are causing harm), will be made by informing child. Then existing protocols in CDHB will be followed. 
5. The Committee suggested adding this information to protocol, such as risk factors and action taken if disclosed.  Add to Participant Information Sheet and or protocol if required. 
6. The Committee asked how contacting and initial contact of potential participants works. The Researcher(s) explained that she would talk with charge manager, nurses, who would identify all potential eligible children (age range, not in distress). The Researcher will look at admissions into ward and will talk to nurse looking after person, who will determine if it is a good time to approach then researcher enters and discusses the study.   
7. The Researcher(s) explained there are posters displayed on the hospital wards which should help inform potential participants and parents. 
8. The Researcher(s) clarified that it is the researcher who makes the initial contact, prior to any acknowledgement of participant wanting to talk to researcher. 
9. The Committee requested that the nurse explains if someone is okay with being approached for research or not prior to the researcher engaging with a potential participant. This does not mean that the nurse has conduct informed consent processes, rather it is to confirm that the potential participant wants to talk with the researcher.
10. The Committee was not comfortable with the health information in the admissions documents to be disclosed to the researcher without consent. The Committee requested that researcher does not view any information prior to approach. Nurse can review information, and ask people if they want to talk to a researcher about participating (or people can contact researcher from the posters). 

The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
11. Please remove the introduction of researcher (at the beginning), replace of introduction of the study.
12. Include clear and understandable information on the study purpose and design, rather than the questionnaire.
13. Explain what validating a study is, in lay language. For example ‘I have developed this tool for X, I think it will be useful. To make sure it works, we need to test it against other tools, and at different times.’
14. Make it clear what the primary outcomes are, e.g. the first one is to work out that it works, Be clear that it is not for diagnosis (‘We are not using this data to treat your child’.), but to check that the measure works. One test compares questionnaire to other questionnaires, one compares the questionnaire against itself. 
15. Explain what happens to child’s answers to questionnaires, for instance that it goes back to service provision, or feedback. The Researcher(s) explained the CDHB will use the data to assess different interventions, including staff and parent satisfaction of services. This tool may be used to help gauge needs of children. 
16. The Speech bubbles used in the PISs are confusing. Please revise.
17. The Committee noted that the Participant Information Sheet was lacking in information and often did not use lay language, and they referred the researcher to the HDEC template, found at http://ethics.health.govt.nz/. 
18. The PIS for ages 11-15 years was not appropriate, too simple for this age group. The PIS for the 5-10 years age group was too complex and could not be read by most five year olds. The Committee noted that age appropriate assent forms are required for those who cannot consent for themselves. Assent guidance is available from http://ethics.health.govt.nz/guidance-materials/assent-guidance 
19. Minor editing such as footer spacing and size is also required. 
20. Data should be kept for 10 years after each child turns 16 as per Health (Retention of Health Information) Regulations 1996.
21. Please add ‘won’t put name on questionnaire’. 
22. The Committee noted being told they (children) are very sick could be alarming. Also some won’t be sick but hurt, e.g. from an accident or abuse, or in hospital for other reasons including social admissions. Please revise.
23. Add information about why or in what cases the child’s responses will be talked with the parents (i.e. not general response but only those that present a risk of harm to the child). Add to child assent forms so they are aware of what will happen to their responses. ‘if something comes up that is really worrying we will need to tell your parents’ etc. 
24. The Committee suggested a diagram could be helpful with regards to what testing occurs and when, for instance 3 tests on one day, then again in 24 hours.

The Committee noted a member was willing to help with the PIS/CF and assent forms prior to submission. 

Decision 

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

· Please amend the information sheet and consent form, and assent forms, taking into account the suggestions made by the Committee (Ethical Guidelines for Observation Studies para 6.11).
· Please provide age appropriate assent form for non-consenting (children) participants to sign (Ethical Guidelines for Observation Studies 6.21)
· Confirm and update protocol to reflect amended recruitment process, in line with Committee suggestions (Ethical Guidelines for Intervention Studies para 6.2)

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



	 11  
	Ethics ref:  
	15/STH/209

	 
	Title: 
	An Open Label Extension Study of RPC1063 

	 
	Principal Investigator: 
	Prof Richard Gearry 

	 
	Sponsor: 
	Quintiles Pty Ltd 

	 
	Clock Start Date: 
	05 November 2015 


 
Prof Richard Gearry was not 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)

The main ethical issues considered by the Committee and addressed by the Researcher are as follows.

1. The Committee requested that in future applications R.1.1 is answered with relation to including information about the study drug risks. 

The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
2. The Committee requested a review for structure, grammar of Participant Information Sheet.
3. Please list side effects of the study drugs using bullet points and appropriate editing to make best use of the space on the PIS and improve readability.
4. Whilst the PIS includes all the necessary information, please Add more white space to improve readability for participants

Decision 

This application was approved by consensus with non-standard conditions.



General business

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

· The Committee requested guidance on approaching participants, who should do it (clinician or researcher). 

· The Committee requested guidance on using health information to identify potential participants. 

· The Committee requested guidance on right 7(4) and an overview of the non-consensual studies HDEC advice. 

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

	Meeting date:
	08 December 2015, 12:00 PM

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



	The following members tendered apologies for this meeting.

· Dr Mathew Zacharias
· Mrs Angelika Frank-Alexander

3. Problem with Last Minutes

The minutes of the previous meeting were agreed and signed by the Chair and Co-ordinator as a true record.

The meeting closed at 4.30pm
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