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		Minutes





	Committee:
	Southern Health and Disability Ethics Committee

	Meeting date:
	14 February 2017

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



	Time
	Item of business

	12:00pm
	Welcome

	12:05pm
	Confirmation of minutes of meeting of 24 January 2017

	12:30pm
	New applications (see over for details)

	
	 i 17/STH/6
  ii 17/STH/7
  iii 17/STH/19
  iv 17/STH/11
  v 17/STH/13
  vi 17/STH/14
  vii 17/STH/17
  viii 17/STH/9

	2:50pm
	General business:
· Noting section of agenda

	3:00pm
	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 
	Apologies 

	Dr Devonie Eglinton 
	Non-lay (intervention studies) 
	13/05/2016 
	13/05/2019 
	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, noting that apologies had been received from Dr Mathew Zacharias.

The Chair noted that the meeting was quorate. 

The Committee noted and agreed the agenda for the meeting.

Confirmation of previous minutes

The minutes of the meeting of 24 January 2017 were confirmed.


New applications 


	 1  
	Ethics ref:  
	17/STH/6 

	 
	Title: 
	A longitudinal study of dental health status of New Zealand children 

	 
	Principal Investigator: 
	Associate Professor John Thompson 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	27 January 2017 


 
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 Study

1. The Committee stated that this study may be valuable and provide useful information to improve dental health, however, a number of ethical concerns have not been sufficiently addressed in the application. 

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 in the application form the researcher had not identified any ethical concerns, however, this application involves a number of concerns including the use of health information from a vulnerable population group (children) without informed consent. 
3. The Committee stated that this application was confusing and it was unclear whether participants would provide informed consent. The application form indicates that participants have already provided informed consent, however, no Participant Information Sheet was provided. The Committee stated that it appeared that the Researcher may be indicating that consent to their child’s enrolment in the dental programme should be considered consent to their data being used for research, however, the statement in the application form indicates that participants’ parents were told that data may be accessed by other health care professionals, but not that it may be used for research.  The Committee stated that insufficient information regarding this has been provided. 
4. If the Researcher believes that the form used to enrol children in the dental programme provides sufficient information for the parents to make an informed decision regarding their child’s data being used in research, the Committee requested that this form is provided with any future application to allow this to be assessed by the Committee. 
5. Based on the information provided in the application, the Committee continued to assess this application on the basis that it involves the use of health information without informed consent. 
6. The Committee noted that participants have a right to know that their health information is being used in research. Right 6(1)(d) of the HDC Code of Rights states:
· Every consumer has the right to information that a reasonable consumer, in that consumer’s circumstances, would expect to receive, including … notification of any proposed participation in teaching or research, including whether the research requires and has received ethical approval.
7. The Committee noted that they can approve access to identifiable health information without consent for research in certain circumstances. The Ethical Guidelines for Observational Studies states at Paragraph 6.43:
· Access to identified or potentially identifiable data for research without the consent of the people the data identifies or makes potentially identifiable may be justifiable when:
· the procedures required to obtain consent are likely to cause unnecessary anxiety for those whose consent would be sought; or the requirement for consent would prejudice the scientific value of the study; or it is impossible in practice to obtain consent due to the quantity or age of the records; and
· there would be no disadvantage to the participants or their relatives or to any collectives involved; and
· the public interest in the study outweighs the public interest in privacy.
8. To approve a study involving access to health information without consent the Committee must be satisfied that these requirements are met by the study concerned. The Committee stated that this application does not provide sufficient justification. 
9. The Committee were unsatisfied with the quality and independence of the peer review provided, please provide further evidence of review. 
10. The Committee noted that the applicant has indicated that this research area is of specific concern for Māori, however, they have not indicated that formal Māori cultural consultation will be obtained. The Guidelines for Researchers on Health Research Involving Māori state that as a general rule, consultation should take place if Māori are to be involved as participants in a project or the project relates to a health issue of importance to Māori. 

Decision 

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

· Please provide information regarding the proposed cultural consultation process for this study. 
· Please provide evidence of favourable independent peer review of the study protocol (Ethical Guidelines for Observational Studies Appendix).
· The Committee were not satisfied with the justification provided for the use of health information without consent. The Ethical Guidelines for Observational Studies states at Paragraph 6.43:
· Access to identified or potentially identifiable data for research without the consent of the people the data identifies or makes potentially identifiable may be justifiable when:
· the procedures required to obtain consent are likely to cause unnecessary anxiety for those whose consent would be sought; or the requirement for consent would prejudice the scientific value of the study; or it is impossible in practice to obtain consent due to the quantity or age of the records; and
· there would be no disadvantage to the participants or their relatives or to any collectives involved; and
· the public interest in the study outweighs the public interest in privacy.
 

	 2  
	Ethics ref:  
	17/STH/7 

	 
	Title: 
	The pathway of stroke survivor's transfer to aged residential care after first ever stroke 

	 
	Principal Investigator: 
	Dr Julia Slark 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	02 February 2017 


 
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 Study

1. The Committee noted that despite references to the participant’s family members being involved in this study, the Researcher had clarified prior to the meeting that no family members of participants were intended to be involved, and all participants would provide their own informed consent. These references to family members were accidentally left over from earlier versions of study documents. 

Summary of ethical issues (outstanding)

The Committee requested the following changes to the Participant Information Sheet and Consent Form: 
 
2. The Committee requested that the Participant Information Sheet is revised to not refer to participants as ‘stroke survivors’ they consider that ‘people recovering from a stroke’ is a more suitable term. 
3. Please reformat the Participant Information Sheet to increase the white space and improve readability. 
4. The Committee suggested that it may be beneficial to clarify in the Participant Information Sheet what kind of information about their stroke may be accessed by researchers. 
5. Please state in the benefits section of the Participant Information Sheet that there are no expected benefits. 
6. Please add a Māori cultural support contact number. 
7. The Committee questioned the statement in the Consent Form where participants can agree or not agree to being digitally recorded, they stated that their understanding was that if participants wanted to be in the study they must agree to being recorded. If this is optional please explain in the Participant Information Sheet what the options are, in addition to this statement in the Consent Form, if it is not optional please revise this statement in the Consent Form for clarity. 
8. Please add a header and footer to the Participant Information Sheet, the footer should include page numbers. 

Decision 

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

· Please amend the information sheet and consent forms, taking into account the suggestions made by the committee (Ethical Guidelines for Observational Studies para 6.10) 


 

 
	3 
	Ethics ref:  
	17/STH/19 

	 
	Title: 
	HARPE 

	 
	Principal Investigator: 
	Dr Barney Montgomery 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	02 February 2017 



Dr Barney Montgomery 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 questioned when Māori consultation would be undertaken. The Researcher explained that they have been undertaking consultation throughout the process of developing this application. The Committee noted that the application states that consultation will be sought and no indication has been given that consultation is currently happening. 

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 questioned whether this study was being conducted principally for the benefit of the manufacturer of the study device. The Committee noted that the company conducting the study is a commercial clinical trial unit and they would not expect them to be conducting an investigator initiated trial, additionally the manufacturer is fully funding this trial. The Researcher explained that they had initiated this study and approached the manufacturer for a grant, further, the manufacturer will have no control over the conduct of this study or the publication of the results. 
3. The Committee expressed their reservations regarding whether this study is not being conducted principally for the benefit of the manufacturer, and, consequently, whether participants would be eligible for compensation for ACC. HDECs have a responsibility to check that at least ACC-equivalent compensation is available to participants in clinical trials that are not covered by the accident compensation scheme (paragraph 8.5 of the Ethical Guidelines for Intervention Studies). 
4. The Researcher indicated that they have written the study protocol, rather than the manufacturer, and have consulted with some tobacco researchers to ensure a suitable study design. The Committee noted that it appeared that the protocol was in fact written by Pharmaceutical Solutions Ltd.
5. The Committee questioned whether the researchers have a clinical trial agreement with the manufacturer and whether the manufacturer will have any access to study results or data. The Researcher explained that the manufacturer will only have access to the study data that will be publically available following the study. The Committee stated that they would like to see the clinical trial agreement that documents the manufacturer’s involvement in the study, as they still have reservations regarding whether the study is conducted principally for the benefit of the manufacturer. 
6. The Committee requested that the Researchers obtain an independent legal opinion regarding whether this study is being conducted principally for the benefit of the manufacturer of the device being tested. The Committee stated that evidence of suitable insurance and indemnity to provide at least ACC equivalent compensation to participants will need to be provided if it is determined that this study is being conducted principally for the benefit of the manufacturer of the product being tested. 
7. The Committee stated that the information they have available regarding the legality of the study product indicates that the distribution of this product is prohibited in New Zealand. This is because “heat not burn” products are considered tobacco products for oral use, and as they are not smoked their sale and distribution in New Zealand is prohibited under Section 29(2) of the Smoke-free Environments Act 1990.
8. Section 29(2) provides:
· “Tobacco product not to be advertised or labelled as suitable for chewing, etc
No person shall import for sale, sell, pack, or distribute any tobacco product labelled or otherwise described as suitable for chewing, or for any other oral use (other than smoking).”
9. Paragraph 15 of the HDEC Standard Operating Procedures states: 
· "Researchers and sponsors are responsible for ensuring that their health and disability research is conducted lawfully. HDECs need to be satisfied that any research approved by the Committee is consistent with NZ law.  An HDEC may not approve an application that is inconsistent with NZ law, even if that application is consistent with ethical guidelines."
10. The Researcher responded that their view is that the device is not prohibited under this section of this act, the Researcher indicated that they have received legal advice that this product does not fall inside Section 29 of the Smoke-free Environments Act 1990. The Committee stated that the information available from the Ministry of Health clearly states that “heat not burn” tobacco products are included under Section 29 and their distribution is prohibited in New Zealand. The Researcher explained that the manufacturer is currently disputing this with the Ministry of Health. The Committee responded that they may be able to reconsider their view that the distribution of this product for the purposes of this study is prohibited if independent legal advice is provided indicating that this device can be legally distributed in New Zealand, the Committee also stated that they may need to seek their own legal advice in this case. 
11. The Committee questioned the inclusion criteria for this study that participants must be Māori or Pacific Islanders. The Researcher explained that they are targeting these groups because they are disproportionately burdened by smoking and have a greater need. The Committee stated that while this is true it does not justify an exclusion based on ethnicity. Inclusion of participants in intervention studies must be equitable. 
12. The Committee questioned whether there was any reason to believe that ethnicity was an important factor influencing exposure, or biomarkers of exposure levels, to HPHCs (Harmful and potentially harmful constituents), as the purpose of the study is to measure this in relation to the study device. The Researcher stated some articles suggest there may be a difference. The Committee responded that, based on the information available to them, they do not believe that sufficient justification exists to exclude potential participants based on ethnicity. Investigators may not exclude participants on the basis of sex, ethnicity, national origin, religion, education or socioeconomic status, except where such exclusion or inclusion is essential to the purposes of the study (paragraph 5.26 of the Ethical Guidelines for Intervention Studies).
13. The Committee suggested that the study could be targeted at these groups to increase their rates of participation, and as Māori and Pacific Islanders have higher rates of smoking a study in smokers can already be expected to recruit more people from these groups, without ethnicity being an inclusion criteria.


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

14. The Committee noted that the Participant Information Sheet indicates that the study device is expected to be beneficial, however, insufficient data exists to justify this claim. No long term safety or efficacy data is available on the study product and it may be that the study device is harmful. Please remove statements from the Participant Information Sheet that suggest a benefit from the study device. 

Decision 

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

· The Committee are not satisfied that this trial is not being conducted principally for the benefit of the manufacturer of the product being tested. 
· HDECs have a responsibility to check that at least ACC-equivalent compensation is available to participants in clinical trials that are not covered by the accident compensation scheme (paragraph 8.5 of the Ethical Guidelines for Intervention Studies).
· The Committee are not satisfied of the legality of the distribution of the study product for the purposes of this study. 
· Section 29(2) of the Smoke-free Environments Act 1990.
·  “Tobacco product not to be advertised or labelled as suitable for chewing, etc
No person shall import for sale, sell, pack, or distribute any tobacco product labelled or otherwise described as suitable for chewing, or for any other oral use (other than smoking).”
· Paragraph 15 of the HDEC Standard Operating Procedures states: 
· "Researchers and sponsors are responsible for ensuring that their health and disability research is conducted lawfully. HDECs need to be satisfied that any research approved by the Committee is consistent with NZ law.  An HDEC may not approve an application that is inconsistent with NZ law, even if that application is consistent with ethical guidelines."
· Insufficient justification has been provided regarding the exclusion of participants based on ethnicity. 
· Investigators may not exclude participants on the basis of sex, ethnicity, national origin, religion, education or socioeconomic status, except where such exclusion or inclusion is essential to the purposes of the study (paragraph 5.26 of the Ethical Guidelines for Intervention Studies).

 

	 4  
	Ethics ref:  
	17/STH/11 

	 
	Title: 
	bioMEMS monitoring of operatively treated distal femoral fractures 

	 
	Principal Investigator: 
	Dr David Kieser 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	02 February 2017 


 
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 Study

1. This study involves 20 participants in a small exploratory study where the study device (a wireless, powerless tensiometer) is added to the metalware implanted as standard care for treatment of distal femoral fractures. 

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 a number of questions in the application form have been incorrectly answered, please respond to the below questions. 
3. Question G. (Will your study involve the use or disclosure of health information (as defined by section 4(1) of the Health Information Privacy Code 1996)?) has been answered ‘no’. However, this study involves comparing radiological and clinical features with bioMEMs data, this meets the definition of the use of health information. 
4. Question b.1.4. (Therapeutic studies are studies that examine interventions or procedures that hold the prospect of direct diagnostic, therapeutic, or preventative benefit for individual participants. Is your intervention study a therapeutic study?) has been answered ‘yes’. However, this is not a therapeutic trial, as participants cannot expect a benefit from participation, and this must be made clear to participants. 
5. The responses to question r.1.5. (Please briefly explain either: the monitoring arrangements in place for your study, and explain why they are appropriate (including reference to your study’s protocol where appropriate), or why you do not consider formal monitoring arrangements to be necessary for your study.) and r.1.6. (Please briefly outline the criteria (if any) for terminating your intervention study, including reference to your study’s protocol where appropriate.) does not give enough information. For example, how will serious events occurring in your study be monitored, the current answer suggests that there is no data safety monitoring specific to this study but rather to individuals and the orthopaedic department. A cohesive plan to monitor SAEs on a study-wide basis is required. Provide details of the Data Safety Monitoring plans (Ethical Guidelines for Intervention Studies para 6.50).
6. Question r.2.1. (Will your study involve reviewing or screening health information, for example in order to identify potential participants?) has been answered ‘no’. However, it appears that the research team will identify potential participants from their health information, as they will need to know if they have a distal femoral fracture and meet eligibility criteria prior to approaching participants for recruitment. 
7. The response to question r.2.3 (Please briefly explain how you will ensure the confidentiality of this health information during the study.) states that study data will be de-identified with no identifiable information collected. However, the Committee noted that they expect study data to be partially de-identified as the bioMEMs data must be linked with radiology and other clinical information which will be identifiable with NHI number. 
8. The Committee questioned whether the risk of infection is increased by participation in this study. The Committee requested further information on how the risks of infection are controlled adequately throughout the process. 
9. The Committee requested further information regarding the manufacture process for the study device, including who makes it and where it is made. 
10. The Committee noted that although brief the peer review provided is acceptable as a review of the scientific validity of the study protocol. The Committee requested further peer review is provided regarding the suitability and safety of the manufacturing process. 

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

11. Please make it clearer in the Participant Information Sheet that this is a first in human trial.
12. Please edit the Consent Form as a number of statements intended as a guide to researchers have been left in. For example, “Please state that an interpreter is available on request if these are available”, this statement should be replaced with a sentence regarding whether an interpreter is available.  
13. Please add further information on the study device to the Participant Information Sheet, such as a photo of the device and more information about its size. 
14. Please remove the following sentence from the risks section: "But, in general, its use is safe and carries no or minimal risks."
15. Please remove the yes/no columns from the Consent Form for all statements that are not truly optional, meaning that a participant could respond ‘no’ and still participate in the study. 

Decision 

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

· Please respond to the outstanding ethical concerns detailed above. 
· Please provide further evidence of favourable independent peer review of the study device (Ethical Guidelines for Intervention Studies Appendix 1). 
· Provide details of the Data Safety Monitoring plans (Ethical Guidelines for Intervention Studies para 6.50).
· 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).

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

 

	 5  
	Ethics ref:  
	17/STH/13 

	 
	Title: 
	Palliative care nurse specialist routine assessment of the older person in aged residential care facilities identified as being high risk of clinically significant health and functional decline: a pil 

	 
	Principal Investigator: 
	Mrs Amanda Sommerfeldt 

	 
	Sponsor: 
	Southern District Health Board 

	 
	Clock Start Date: 
	02 February 2017 


 
Ms Hannah-Rose Hart 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 questioned why whole facilities are being randomised to the control or intervention group, rather than individual participants. The Researcher explained that this is help prevent staff at the facility changing their standard of care for control participants, as may happen if they were treating some participants with the intervention and not others. 
2. The Committee agreed that this was a suitable justification for the randomisation process and questioned whether because of this the researchers would be trying to ensure that the facilities are as aligned as possible. The Researcher stated that they would be. 
3. The Committee questioned whether the Researcher has undertaken statistical analysis for their cluster randomisation. The Researcher stated that they will be consulting with a biostatistician. 
4. The Committee questioned whether study inclusion may alter participants’ medication or treatment in some way. The Researcher explained that for participants in the intervention group the palliative care nurse may recommend a medication change to their doctor but any change would be approved by the participant’s treating clinician. 

Summary of ethical issues (outstanding)

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

5. The Committee stated that their primary ethical concern is the inclusion of participants unable to provide their own informed consent. The Committee noted that the application form indicated that these participants would be recruited under Right 7(3) and 7(4) of the HDC Code of Rights, however, it was not clear how this would be adhered to. 
6. The Researcher explained that they will assume all participants are able to provide informed consent, unless they have reason to believe otherwise. 
7. Consistent with Right 7(3) (Where a consumer has diminished competence, that consumer retains the right to make informed choices and give informed consent, to the extent appropriate to his or her level of competence) the Researcher explained that they will explain the research project as much as possible to all participants, including those with diminished competence. 
8. The Researcher explained that where participants are unable to provide informed consent they will be recruited consistent with Right 7 (4): 
4) 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.
9. The Committee questioned how the researchers would ensure recruitment of participants unable to provide informed consent is consistent with Right 7(4). The Researcher explained that they would talk with the participant about the study to help them understand as much as possible, and to ascertain their views. The Researcher stated that they will also consult with available family, friends, and/or EPOA of the participant to help determine whether the participant would want to be in the study if they were able to provide informed consent. Additionally, the Researcher explained that they believed that participation in the study will be in the best interest of the participant as the intervention group will have access to a palliative care nurse to help improve quality of life, something that is not offered as part of standard of care. 
10. The Committee agreed that for participants in the intervention group, who will have access to a palliative care nurse, a ‘best interest’ argument may be able to be made under Right 7(4). However, for participants in the control group it seems difficult to make a ‘best interest’ argument as they will only receive standard of care. The Researcher explained that they believed that the increased monitoring from participation is a benefit to participants, and the possibility of being in the intervention group (who will see the palliative care nurse) should also be considered a benefit over non-participation, as if participants were not enrolled in the study they would have no chance of seeing the palliative care nurse. 
11. The Committee stated that it is clear that the researchers have a good understanding of Right 7 and that this has been thoroughly considered in relation to this application. However, the Committee stated that further information regarding how Right 7(4) will be met by this study should have been included with this application. 
12. The Committee requested that additional information is provided detailing the recruitment procedures in this study, including how recruitment under Right 7(4) will be determined and documented for each individual participant. The Committee noted that for each participant recruited under Right 7(4) a clinician will need to determine that participation is in that participant’s best interest, this determination should be recorded in some way, the documentation of this recruitment should also include details regarding whether the views of the participant and/or another suitable person had been ascertained. 
13. Please provide a clinical opinion regarding whether participation in this study is expected to be in the best interest of each participant recruited, and how this will be determined. 
14. The Committee stated that if the study can be conducted with only participants able to provide their own informed consent this would be preferable. The Researcher explained that it was their view that inclusion of participants who may be unable to provide their own informed consent is essential for the purposes of this study as they are in the most serious condition and the researchers need to know that the study results apply to this group. 
15. The Committee noted that if the ‘best interest’ test of Right 7(4) cannot be met by this study, for all participants, not just those in the intervention group, it may be possible for this study to proceed with only participants able to provide their own informed consent. The Committee noted this as an option for responding to the provisional approval decision for this study. The Committee also suggested that if the best interest test cannot be met at this stage, it may be able to be met once some of the study results are analysed and at this later stage an amendment could be submitted for the addition of participants unable to provide informed consent, or another application submitted for a study without a control group if sufficient evidence exists for the benefit for the intervention arm. 

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

16. The Committee questioned why the Participant Information Sheets and Consent Forms are marked with different letters. The Researcher explained that this is for their internal coding to indicate which group each form is for. The Committee requested that these letters are removed and replaced with clear titles that show which group each form is for, to reduce confusion for participants. 
17.  Please revise the Family Participant Information Sheet to clarify that this form is being used to ascertain this person’s views regarding whether or not the participant would want to be in the study if they were able to provide their own informed consent. These forms are not for the determination of best interests, as this must be determined by the enrolling clinician. 
18. Please remove any reference to the family member consenting in the Family Participant Information Sheet as proxy consent is not possible for research in New Zealand. 
19. Please provide a simple Participant Information Sheet for participants with diminished capacity. 
20. Please provide a form to be completed by a clinician when enrolling participants unable to provide their own informed consent. This form should include information such as: how it was determined the participant lacked capacity to provide informed consent, how it was determined that participation in the study is in the best interest of the participant, and whose views were ascertained regarding whether the participant would want to be involved in the study if they were able to provide their own informed consent. 
21. Please revise the benefits section of the Participant Information Sheet to say ‘may include’ rather than ‘should include’. 
22. Please add the information regarding what participation will involve for the control group to the Participant Information Sheet.

Decision 

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

· Please provide further information on how this study meets Right 7(4) of the HDC Code of Rights. This should include: 
· justification of the inclusion of participants unable to provide informed consent, 
· information regarding how participant’s capacity (or lack of capacity) to consent will be determined, 
· details of how the best interests test is met by inclusion in this study, especially for participants in the control group, and, 
· information on how enrolment of participants unable to provide informed consent will be documented. 
· The Committee requested that either an independent suitable legal or clinical opinion is provided in support of this. 
· In non-consensual studies it is the investigator’s responsibility to ensure that all applicable legal standards are met (paragraph 6.26 of Ethical Guideline for Intervention Studies). 
· 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).

This following information will be reviewed, and a final decision made on the application, by Dr Devonie Eglinton and Dr Fiona McCrimmon.

 

	 6  
	Ethics ref:  
	17/STH/14 

	 
	Title: 
	LIVE-HCM/LIVE-LQTS 

	 
	Principal Investigator: 
	Professor Jonathan R Skinner 

	 
	Sponsor: 
	Yale School of Medicine 

	 
	Clock Start Date: 
	02 February 2017 


 
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 Study

1. The Committee noted that this is an international multi-centre study involving participants with uncommon conditions, necessitating the international nature of the study. 
2. This study is investigating whether the current guidance regarding exercise for people with these conditions are being adhered to. People with these conditions are advised to not exercise, however, it seems that they are exercising anyway. This study involves monitoring their normal exercise levels. 
3. The Committee noted that this is a well-justified and well-designed study, and the application included good evidence of the peer review process. 

Summary of ethical issues (resolved)

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

4. The Committee noted a possible ethical concern, the inclusion of participants aged under 16 years, was not addressed in the application form. However, they stated that this inclusion is justified and acceptable given the low level of risk for this observational study. 

Summary of ethical issues (outstanding)

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

5. Please revise the Participant Information Sheets to make them suitable for New Zealand participants. For example, references to baseball are not suitable in a New Zealand context, and the spelling needs to be revised to fit New Zealand spelling. This revision should be comprehensive and include things such as revising the study institution to include the New Zealand institution. 
6. Please add a footer to the Participant Information Sheets with page numbers. 

Decision 

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

· Please amend the information sheet and consent forms, taking into account the suggestions made by the committee (Ethical Guidelines for Observational Studies para 6.10)  

	 7  
	Ethics ref:  
	17/STH/17 

	 
	Title: 
	Ibrutinib in Combination with Ventoclax in participants with Treatment naive Chronic Lymphocytic Leukemia or Small Lymphocytic Lymphoma (PCYC-1142-CA) 

	 
	Principal Investigator: 
	Dr Sharon  Jackson 

	 
	Sponsor: 
	Pharmacyclics LLC, An AbbVie Company 

	 
	Clock Start Date: 
	02 February 2017 


 
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 Study

1. The Committee commended the high quality completion of the application form, noting that potential ethical issues had been identified and addressed. 
2. The Committee stated that they like the layout of the Participant Information Sheet with clear headings and bullet points making it easy to follow. 

Summary of ethical issues (outstanding)

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

3. Please move the study schema to a separate page in the Participant Information Sheet as it is too small as currently displayed. 
4. Please revise the water volumes in the Participant Diary to be in millilitres. 
5. Please revise the Participant Information Sheet to remove technical jargon and acronyms, it includes terms such as PK sampling that lay participants cannot be expected to understand. 
6. The Participant Information Sheet states that samples will be stored and tested for FISH analysis, however it is not explained what this is. Please revise all statements in the Participant Information Sheet to ensure they can be understood by a lay participant. The Committee suggested the some of these statements may be able to be removed as although participants need to know that their tissue will be sent overseas and tested they may not need to know the exact tests that will be performed. 
7. The Committee suggested that the lay title should be revised for the information sheets as it currently doesn’t tell participants what the study is about. 
8. The Committee requested the compensation wording is updated for accuracy, the current wording limits compensation to payment of medical costs which is not ACC equivalent. ACC compensation also includes access to the following entitlements: rehabilitation (comprising treatment, social rehabilitation, and vocational rehabilitation), first week compensation, weekly compensation,  lump sum compensation for permanent impairment,  funeral grants, survivors' grants, weekly compensation for the spouse or partner, children and other dependents of a deceased claimant, and child care payments. Researchers and sponsors must ensure that they have arrangements in place to ensure that at least ACC equivalent compensation would be available to participants injured as a result of treatment given as part of your intervention study, this cannot be limited to only cover medical costs. 
· The Committee suggested the following statement: “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. 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.”

Decision 

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

· 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).


 

 
	8  
	Ethics ref:  
	17/STH/9 

	 
	Title: 
	GDM Registry 

	 
	Principal Investigator: 
	Dr John Baker 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	02 February 2017 



Dr Carl Eagleton and Mrs Catherine Howie 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)

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

1. The Committee questioned whether there is an existing registry, as the application includes statements such as ‘ongoing’. The Researcher explained that the registry has not begun yet, the references to ‘ongoing’ are intended to refer to the registry continuing after it begins. 

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 questioned the justification for opt-out consent and requested further information about the proposed process for this. The Researcher explained that the intended process is that patients attend a group information session (as part of standard care) and at this session an information sheet will be handed out and the registry explained. Then patients will have a follow up appointment with a doctor (as part of standard care) and at this stage will be able to inform the doctor that they do not wish to participate, alternatively they can ring an 0800 number provided to opt-out of the registry. The Researchers stated that they expect very few patients to not want to participate in the registry. 
3. The Committee stated that it is their view that if it is possible for participants to be given an information sheet, verbally informed about the registry, to be able to discuss this with a doctor at the follow up appointment, and to decline participation at this time, that the additional practical burden from these participants signing a short Consent Form is considered minimal and not sufficient to justify not obtaining informed consent. 
4. The Researcher explained that in addition to the practical burden they believe would accompany a requirement to get written informed consent they are concerned about the risk of bias. The Committee stated that they feel the increased practical burden from obtaining written informed consent is minimal, and they do not believe that bias would be a significant issue, as the Researcher previously stated most participants will be happy to provide informed consent. 
5. The Researcher agreed to obtain written informed consent from all participants. The Committee noted that the Participant Information Sheet and Consent Form can be very brief, the form already provided is acceptable and only needs a short consent section added to the end. 
6. The Committee questioned the references to a control group, this application concerns the establishment of a registry, not a study, so it is unclear what this refers to. The Researcher explained that the control group is a historical control, using already collected health information. The Committee questioned whether consent has been obtained for the use of this information. The Researcher stated that it has not. The Committee noted that applications for the use of health information without consent, including information already collected, must include the justifications for why consent will not be obtained. 
7. The Researcher explained that they see this aspect of the application like an audit to determine whether the registry is working as intended. The Committee stated that this aspect of the application should be entirely separate as it does not directly relate to the establishment of the registry.  The Researcher agreed to separate the study or audit aspect from this application and submit a separate application for this once the registry is established.  

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

8. Please revise the ethics reference number in the Participant Information Sheet as it currently references a study approved by Northern A.
9. The Committee suggested that the Participant Information Sheet could be shorted as it contains some information that is not required. 
10. Please add a suitable consent form to ensure consent is recorded in writing.  

Decision 

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

· Please amend the information sheet and consent forms, taking into account the suggestions made by the committee (Ethical Guidelines for Observational Studies para 6.10) 
· Please confirm this is just for registry and any reference to the control group will be submitted as a separate application.  

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

General business


1. [bookmark: _GoBack]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:
	14 March 2017, 08:00 AM

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



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 3:00pm
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