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		Minutes





	Committee:
	Southern Health and Disability Ethics Committee

	Meeting date:
	14 November 2017

	Meeting venue:
	The Hunter Centre, Room 120, Ground Floor, 279 Great King Street, Opp Dunedin Hospital, Dunedin



	Time
	Item of business

	10:45am
	Welcome

	10:50am
	Confirmation of minutes of meeting of 10 October 2017

	11:00am
	New applications (see over for details)

	
	 i 17/STH/201
  ii 17/STH/214
  iii 17/STH/210
  iv 17/STH/204
  v 17/STH/215
  vi 17/STH/217
  vii 17/STH/219
  viii 17/STH/220
  ix 17/STH/221

	2:24pm
	Substantial amendments (see over for details)

	
	 i 16/STH/187/AM04

	3:05pm
	General business:
· Noting section of agenda

	3:10pm
	Meeting ends



	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

	Ms Raewyn Idoine 
	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 Waaka 
	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 

	Dr Anna Paris 
	Lay (other) 
	24/08/2017 
	24/08/2020 
	Present 



Welcome

The Chair opened the meeting at 10:45am 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 10 October 2017 were confirmed.


New applications 


	 1  
	Ethics ref:  
	17/STH/201 

	 
	Title: 
	The appraisal of sense of self in people experiencing Psychosis 

	 
	Principal Investigator: 
	Prof. Martin J Dorahy 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	02 November 2017 


 
Prof. Martin J Dorahy and Miss Brooke Johnson were present by teleconference] for discussion of this application.

Potential conflicts of interest

The Chair asked members to declare any potential conflicts of interest related to this application.

No potential conflicts of interest related to this application were declared by any member.

Summary of Study

1. This study will observe memory and self-concept in people on the psychotic spectrum, specifically the study involves looking for disruption in these areas. 

Summary of ethical issues (resolved)

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

2. The Committee questioned whether any participants would be experiencing acute psychosis. The Researcher confirmed that this wouldn’t be the case and all participants would be well enough to participate, as indicated by their treating clinician. 
3. The Committee questioned if all participants will be able to provide informed consent. The Researcher confirmed that they will be. 

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 raised concerns about participants becoming distressed while remembering past experiences and asked for more information on how this would be managed, including whether suitably qualified clinicians would be available at all times. 
5. The Committee indicated that the study title indicates that participants will be currently having a psychotic episode, however this is incorrect and the study title must be revised to better reflect this. 
6. The Committee requested that the recruitment method for the study is reconsidered. The Committee noted that as potential participants will be directly approached by their clinicians that the invitation letter is unnecessary and potential participants should instead be given a copy of the Participant Information Sheet to take home and consider. 
7. A participant’s willingness to participate should also not be demonstrated by them returning a slip of paper, in addition to this being difficult to manage it is preferable for the participant to discuss the study directly with the person obtaining informed consent to ensure that they understand study participation and can ask any questions. 
8. The Committee questioned how matched control participants could be recruited before the patient participants have been identified. The Researcher explained that that as psychosis is more common in certain people they have been careful to over sample these groups for control participants to ensure that they have appropriate matches. Additionally, the Researcher explained that they have already recruited control participants due to time constraints associated with using university students as controls. 
9. The Committee noted that the application refers to differing numbers of participants and it is unclear how many participants are involved in the study covered by this application. The Researcher explained that the study had already recruited some participants in Australia (with Australian ethics approval) and that the New Zealand study has already begun recruiting control participants (with University ethics approval). 
10. The Committee noted that, as the New Zealand control participants are part of this study, all details regarding this control group should have been submitted as part of this application. In addition, the Committee noted that as the study has already begun (with the recruitment of the control participants) it is difficult to review only part of the study. The Committee requested that full details of the study are provided, including the information sheets and consent forms for control participants. 
11. The Researcher explained that the control aspect of the study was approved by the university ethics committee, and they believed that only the aspect of the study with patient participants needed review by the HDEC. The Committee explained that they do not review only aspects of studies, their role is to review full studies. 
12. The Committee also explained that although a study with only the control participants may have been outside HDEC scope of review, as these control participants are recruited as part of a study that is within HDEC scope of review the HDEC must review the entire study and cannot be asked to review only part of a study. The Committee raised concerns about their ability to approve a study that has already begun as if they have any concerns about the recruitment of the control participants they are unable to make changes as this aspect of the study has already been conducted. 
13. The Researcher questioned whether they could resubmit the application without control participants at all. The Committee explained the difficulties associated with this as the study is designed to include both case and control participants and would have design issues if the control participants were simply removed.

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

14. The Committee requested that the language of the Participant Information Sheet is revised to be more formal.
15. Please add more details about the purpose of the study, what is expected of participants, and how confidentiality will be maintained to the Participant Information Sheet. 
16. Please add a statement to the Participant Information Sheet inviting participants to discuss the study with friends, family, and whanau if they would like to. 
17. The Participant Information Sheet contains some technical jargon, please revise this to remove.  
18. Please add a footer to the Participant Information Sheet and Consent Form containing page numbers, the study title, and the study reference number. 
19. The Committee noted that the Participant Information Sheet indicates that information about participants will be anonymous, however this is incorrect as the data will be de-identified and prior to this will be shared with participants’ clinicians in an identifiable form. Please revise the Participant Information Sheet to accurately reflect the identifiability of study data. 
20. The Participant Information Sheet gives incorrect information regarding the time requirements of participation, please revise this. 
21. Please state in the Participant Information Sheet that some questions may make participants uncomfortable or may be distressing. 
22. The Participant Information Sheet currently uses language such as ‘you will…’ please revise this to better reflect that participation is fully voluntary. 
23. Please revise the Participant Information Sheet to improve lay readability. 
24. Please revise the wording of statements about recording participants’ memories, the current wording may raise concerns for some individuals. 
25. Please ensure all changes to the Participant Information Sheet indicated by the committee are reflected in all participant facing documents.
26. Please ensure all appropriate contact details are included in the Participant Information Sheet, a list of these can be found in the HDEC Participant Information Sheet template. 
27. Please revise the Participant Information Sheet and Consent Form to offer participants a copy of the study results, instead of participants needing to contact the researchers for this.

Decision 

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

· Please amend the information sheet and consent forms, taking into account the suggestions made by the committee (Ethical Guidelines for Observational Studies paragraph 6.10).
· Please provide a Participant Information Sheet and Consent Form for all study participants, including the control participants (Ethical Guidelines for Observational Studies paragraph 6.11).
· Please provide a clear study protocol that details all aspects of this study that is being submitted for HDEC review (Ethical Guidelines for Observational Studies paragraph 5.8).

 

	2  
	Ethics ref:  
	17/STH/214 

	 
	Title: 
	Health and welfare interactions of patients/clients with long-term health conditions 

	 
	Principal Investigator: 
	Mr Tony Simmers 

	 
	Sponsor: 
	Ministry of Social Development 

	 
	Clock Start Date: 
	02 November 2017 



Andrew Braddick, Tony Simmers, Hugh Miller, Doug Maclean was present in person for discussion of this application.

Potential conflicts of interest

The Chair asked members to declare any potential conflicts of interest related to this application.

No potential conflicts of interest related to this application were declared by any member.

Summary of Study

1. This study involves matching and de-identifying data from a range of sources, including PHOs, the Ministry of Health, and the Ministry of Social Development, to look at common factors or patterns of interaction for patients/clients who end up on a long-term health related benefit when compared to those who successfully return to work & self-sufficiency. By adding health & welfare information together significantly better opportunities to gain insights into ways to improve patient/client outcomes should be discovered.

Summary of ethical issues (resolved)

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

2. The Committee questioned approximately how many people’s data will be used. The Researcher explained that they are unable to give an accurate number but they expect it to be 10-20,000, the exact number will depend on how many historic cases they can get accurate health data for. 
3. The Committee discussed the justification for not seeking individual informed consent given in the application. The Committee noted that the impracticality of obtaining consent from such large numbers of participants and the potential for unnecessary anxiety are suitable justifications for not seeking consent. Additionally, the Committee noted that seeking consent could introduce issues for the scientific validity of the study as this may exclude people who had died or have serious health conditions and are unable to be traced. 
4. The Committee questioned the researchers about the potential benefits from the study. The Researchers explained that they hope that the insights of the study may help inform future research and identify patterns of what allows some people to return to work while others cannot, this information may help to improve the welfare system in a way that assists people to return to work. 
5. The Committee questioned if individuals would be able to be identified by the researchers during the study, or if they would be able to re-identify them. The Researcher confirmed that the data used in this study would be fully de-identified and after the initial linking they will be unable to identify individuals, or re-identify the data.
6. 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.
7. In addition the Ethical Guidelines for Observational Studies paragraph 8.11 details the requirements for record matching:
· An investigator must justify to an ethics committee any observational study that involves linkage between records without consent, where participants are identified or are potentially identifiable, on the basis of the following principles:
· the identity of participants is not disclosed except for the purposes of the record linkage and is not retained once record linkage has been completed; and
· identifying information is used with sufficient security; and
· the research has potential to benefit the public.
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 felt that these requirements are met by this study.

Summary of ethical issues (outstanding)

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

9. The Committee requested more details on what data would be used by the researchers, noting their preference that only the minimum data required for the study is accessed and used. The Researcher explained that it is quite a limited data set they are looking for. The Committee requested details to be provided of the data that will be obtained and used for the study and what categories will be matched. 
10. The Committee requested a copy of the privacy impact assessment and legal advice that will be obtained. The Researcher explained that these are not yet complete as they were awaiting ethics approval before completing these requests. The Committee explained that although they are happy with the study in principle, they cannot approve a study unless they are satisfied that the study is legal and in this case they would like some additional assurance that the proposed data sharing and matching is legally acceptable before giving their approval. 
11. The Committee requested written details of the data management plan that detail all aspects of data use in this study from when the source data is accessed and matched, to when the de-identified data is used by the researchers and finally destroyed.
12. The Committee requested a copy of the data sharing agreement between the parties involved in the study. 

Decision 

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

· Please provide more information about the data management plan, data sharing agreement, and legal advice regarding the proposed use of data (Ethical Guidelines for Observational Studies paragraph 6.39, 6.46, and 8.3). 

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


	 3  
	Ethics ref:  
	17/STH/210 

	 
	Title: 
	Oral Pathology Centre Tissue Bank  

	 
	Principal Investigator: 
	Professor Alison Rich 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	02 November 2017 


 
Dr Haizal Hussaini and Dr Benedict Seo was present in person for discussion of this application.

Potential conflicts of interest

The Chair asked members to declare any potential conflicts of interest related to this application.

No potential conflicts of interest related to this application were declared by any member.

Summary of Study

1. Tissue samples from all over New Zealand are sent to the oral pathology centre for diagnosis, often after diagnosis there are parts of the sample leftover. This application involves establishing a tissue bank that proposes to obtain consent to use these leftover samples for research. 
2. All projects proposing to use tissue from the tissue bank will need to be approved by the university ethics committee. 

Summary of ethical issues (resolved)

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

3. The Committee noted that it was confusing in the application whether tissue had already been collected and was being stored, or if this would be a newly established tissue bank that would only use tissue that has consent before being sent for analysis. The Researcher confirmed that although their lab already receives tissue this is for clinical diagnosis, and the tissue is not currently stored for research. This will be a newly established tissue bank. 

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 noted that they require further documentation on the governance arrangements for this tissue bank. The governance arrangements for the study must fully detail the following 
· how the governance arrangements for the tissue bank ensure that robust and appropriate processes are in place for all aspects of tissue storage, management and use
· how consent will be sought from donors 
· how tissue samples will be collected, transported and stored
· how applicants will address cultural issues associated with the storage and use of tissue that may arise for Māori (and other relevant population groups) 
· the circumstances in which tissue stored in the tissue bank may be provided to researchers, including: 
· the types of activity for which tissue may potentially be made available
· how the organisation will check that research projects using the tissue bank samples are scientifically valid
· any other conditions under which tissue samples will be made available
· where relevant, details of whether and how donors and their relatives will be provided with clinically significant information obtained as a result of research on their tissue.

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

5. The Committee noted that there is a typo in the title of the Participant Information Sheet, please revise the Participant Information Sheet to remove all typos. 
6. Please revise the Participant Information Sheet in line with the HDEC Future Unspecified Use of Tissue Participant Information Sheet template and ensure a suitable consent form is provided. 

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 paragraph 6.10).
· Please provide more details of the governance arrangements for the study (HDEC Standard Operating Procedures paragraph 236). 

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

 


	4  
	Ethics ref:  
	17/STH/204 

	 
	Title: 
	Detection of legionella longbeachae in sputum samples. 

	 
	Principal Investigator: 
	Dr Steve Chambers 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	02 November 2017 



Dr Amy Scott-Thomas and a co-investigator 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. This study investigates a different technique to test sputum samples for legionella, the aim is to increase culture yield. 
2. This study involves secondary testing of patient specimens without consent. To provide separation between clinical and research activities, all samples will be given a study number before being given to research staff. Samples will be able to be linked by clinical lab but not research staff. 
3. The Committee commended the quality of the peer review, however, the Committee noted that the study itself was not well described. 

Summary of ethical issues (resolved)

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

4. The Committee questioned whether the study involves a more sensitive test and patients who may have not otherwise been diagnosed would be diagnosed due to the study. The Researcher confirmed that the study test is not more sensitive and only would not result in people being diagnosed who would otherwise have not been. 
5. The Committee questioned the justification for not obtaining consent for the use of tissue without consent. The Committee noted that they require this to be well justified to approve this application. The following possible justifications should be considered
· 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.
6. The Researcher explained their view that the number of samples required for the study make consent impractical, combined with the public benefit of the study justify the use of tissue without consent. The Researcher further explained their view that as the test is extremely closely related to the clinical test patients have consented to that the risks are extremely minimal. The Committee agreed with and accepted this justification for the use of tissue without consent.  


Decision 

This application was approved by consensus.

 

	 5  
	Ethics ref:  
	17/STH/215 

	 
	Title: 
	Lower limb muscle characteristics in Cerebral Palsy 

	 
	Principal Investigator: 
	Mr Lukas Wiedemann 

	 
	Sponsor: 
	University of Auckland 

	 
	Clock Start Date: 
	02 November 2017 


 
Mr Lukas Wiedemann 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. This study will evaluate the differences between muscle characteristics of children with and without spastic Cerebral palsy. Additionally, the case group will be observed before and after a standard care Botulinum Neurotoxin-A treatment. 

Summary of ethical issues (resolved)

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

2. The Committee questioned how participants would be recruited. The Researcher confirmed that potential participants’ parents’ would be invited by their clinician and if they are interested and agree the researchers will contact them to complete the informed consent process. 
3. The Committee discussed whether the Botulinum Neurotoxin-A treatment is part of standard care or only for the study. The Researcher explained that they are observing participants before and after this treatment, but that the treatment is a normal part of standard care. 
4. Please ensure that participants, and their parents, do not sign the consent form before meeting with the researcher and having a chance to ask questions (Ethical Guidelines for Intervention Studies paragraph 6.22).
5. Health information must be retained for ten years after participants turn 16 (Health (Retention of Health Information) Regulations 1996).

Summary of ethical issues (outstanding)

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

6. The Committee raised concerns about how potential stigma will be reduced when children are being pulled out of class for testing. Please provide further information about how this will be handled (Ethical Guidelines for Observational Studies paragraph 6.5). 
7. The Committee requested further information on how potential frustration will be handled in participants, for example if the children are unable to complete the study tasks. 

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

8. Please revise the Participant Information Sheets to ensure they consistently refer to the correct limb.
9. Please remove the yes/no tick boxes 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. 
10. Please revise the Participant Information Sheets to improve lay readability. 
11. Please explain in the Participant Information Sheet that participants will be observed before and after their Botulinum Neurotoxin-A treatment. 
12. The Committee suggested the Researcher check with children for the readability of the participant facing documents.
13. Please ensure that suitable information sheets, consent forms, and assent forms are provided. This includes an information sheet and consent form for parents of participants unable to provide informed consent, an adult information sheet and consent form for participants able to provide their own informed consent (this includes all participants aged 16 years or older and may include some younger participants if they are deemed competent), an information sheet and assent form for children, and a very simple information sheet and assent form for young children that should very simply explain their participation in the study. Guidance on assent can be found at http://ethics.health.govt.nz/guidance-materials/assent-guidance.
14. Please ensure the information sheets refer to the correct person, either “you” or “your child”. 
15. Please use lay terms such as ‘doctor’ in the Participant Information Sheet. 
16. Please remove statements about future benefits for people with cerebral palsy from the information sheets as this may be considered a leading statement. 

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 respond to the outstanding ethical concerns detailed above. 

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

 

	 6  
	Ethics ref:  
	17/STH/217 

	 
	Title: 
	WAKA - a digital self-management tool  

	 
	Principal Investigator: 
	Dr Linda Jane Matthews 

	 
	Sponsor: 
	Janssen 

	 
	Clock Start Date: 
	02 November 2017 


 
Ms Lisa Toi and Felicity Bonham were present in person and Dr Linda Jane Matthews and Amy Chan were present by teleconference for discussion of this application.

Potential conflicts of interest

The Chair asked members to declare any potential conflicts of interest related to this application.

No potential conflicts of interest related to this application were declared by any member.

Summary of Study

1. This study investigates whether a self-management tool is acceptable to participants with schizophrenia who are prescribed paliperidone.

Summary of ethical issues (resolved)

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

2. The Committee questioned how participants will be supported within the online system, and how this will be moderated. The Researcher explained that the online system will be well moderated by appropriately experienced and qualified mental health clinicians 24hours a day. 
3. The Committee questioned whether this tool is new or if it has been used overseas. The Researcher confirmed that it is a new tool that was co-designed with service users and is unique to New Zealand. 
4. The Committee questioned Janssen’s role in the project. The Researcher explained that Janssen did some research that identified issues for patients and they funded the project and own the tool that is being trialled. 
5. The Committee asked if a requirement to have a smart phone may cause an issue and prevent otherwise eligible service users from participating in the study. The Researcher explained that the tool can be accessed from a computer as well as a smart phone app, and they believe that most schizophrenia patients will have access to a smart phone.  
6. The Committee questioned the inclusion criteria requirement for participants to be receiving a paliperidone injection. The Researcher explained that participant’s only need to be on the paliperidone injection at the time of recruitment and can move to another treatment method at any time during the study without being withdrawn from the study. The Researcher further explained that the reason for the inclusion criteria is because Janssen can only fund studies with participants who are using their products, and the study was initiated because people on the paliperidone injection have reported poorer experiences than those on other treatment options. 
7. The Committee questioned the purpose of the study. The Researcher explained that patients with schizophrenia can have difficulties finding motivation and interacting with others and this tool offers an opportunity for these patients to discuss their treatment and experiences with peers and get information about managing their condition. The Committee questioned how this related to the paliperidone injection. The Researcher explained that their other research has indicated specific issues are faced by patients receiving this treatment and this study aims to investigate an option for helping these patients better manage their treatment and condition. 
8. The Committee questioned whether this is an intervention study or observational study. The Researcher explained that their primary focus is as a feasibility and acceptability study, and they see this as an observational study. The Committee explained their view that as part of the study is looking at whether the programme leads to improvements in health outcomes, specifically treatment adherence and social outcomes, then the study is better considered an intervention study. 
9. As the Committee had decided that this is an intervention study they also considered whether this study is being conducted primarily for the benefit of the manufacturer. The Committee agreed with the researcher that although Janssen is sponsoring the study that the study is not primarily being conducted for their financial benefit as the manufacturer of the online tool, and, therefore, ACC applies and Janssen do not need to provide evidence of insurance or indemnity. 
10. The Committee questioned if adherence to the injection is self-reported. The Researcher confirmed that it is. 
11. The Committee questioned if all participants on compulsory treatment orders will be able to provide informed consent. The Researcher explained that potential participants will be referred by their treatment team who will only refer patients who are able to provide informed consent. 
12. The Committee questioned how the researchers will prevent participants feeling that study participation is part of their compulsory treatment order. The Researcher explained their plans to prevent this and that they will be very careful to not coerce any participants. 

Summary of ethical issues (outstanding)

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

13. The Committee questioned what support would be available for participants at the end of the study. Please provide more information about this.
14. The Committee asked for clarification regarding whether the collection of demographic data may identify participants. 
15. The Committee requested written confirmation regarding how Janssen will be involved in the moderation and running of the online tool. 
16. Please clarify in writing what information will be provided to Janssen, such as participants’ clinical data or information they share in the tool. 
17. The Committee requested that the study protocol is revised to better reflect the purpose of the study and the involvement of Janssen. Currently it is not justified in the protocol the reasons for the paliperidone injection inclusion criteria and the purpose of the study is not well described. Please also explain in the protocol how conflicts of interest are being managed and what ongoing involvement Janssen will have in the study, including what data they will have access to. 

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

18. The Participant Information Sheet currently implies that schizophrenia is burdensome for health providers and services. Please rephrase the Participant Information Sheet to better express this. 
19. The term ‘platform developer’ is unlikely to be understood by participants, please revise the Participant Information Sheet to remove jargon and improve lay readability. 
20. Please add more information to the Participant Information Sheet about the potential risks and benefits of taking part in the study. The Committee noted that currently the potential benefits of the study are overstated and the risks understated in the Participant Information Sheet, especially given that this is an acceptability study not a therapeutic study.  
21. The Participant Information Sheet currently contains very limited information about the study sponsor and their involvement in the study. Please clearly state at the beginning of the Participant Information Sheet the role of Janssen in the study and what access they will have to participants’ personal information. 
22. The tool is described as a ‘self-management’ tool, however the Participant Information Sheet talks about ‘how we can best support people with schizophrenia’. Please revise the language in the Participant Information Sheet to better reflect that this study is about self-management. 
23. Please remove the yes/no tick boxes 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. 
24. Please ensure consistent terminology is used throughout the Participant Information Sheet, for example please use the same term throughout to refer to the online tool.
25. Please add more information about privacy issues to the Participant Information Sheet, for example how the data will be stored, who will have access to it, and that the data will be sent overseas.  
26. Please ensure it is very clear from the beginning of the Participant Information Sheet what the purpose of the study is in relation to the sponsor and the paliperidone injection, and explain the conflicts of interest associated with this. 

Decision 

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

· 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 respond to the outstanding ethical concerns detailed above. 

This following information will be reviewed, and a final decision made on the application, by Dr Sarah Gunningham and Dr Anna Paris.
 

	 7  
	Ethics ref:  
	17/STH/219 

	 
	Title: 
	M16-098 Active Ankylosing Spondylitis 

	 
	Principal Investigator: 
	Dr Douglas White 

	 
	Sponsor: 
	AbbVie Pty Ltd 

	 
	Clock Start Date: 
	02 November 2017 


 
Ms Denise Darlington 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 stated that they prefer that ethical issues are identified in the application form, rather than the question being answered with an indication that there are no issues as this is never the case for studies that require HDEC review.
2. The Committee questioned the recruitment method. The Researcher explained that potential participants will be well known to clinics and they will have the study presented as a treatment option at a clinic appointment. 
3. The Committee questioned the justification for the use of placebo in this study. The Researcher explained that this is only for the first 14 weeks and then all participants will receive the study treatment. 

Summary of ethical issues (outstanding)

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

4. Please add a lay title to the Participant Information Sheet.
5. Please add the researchers contact details to the Participant Information Sheet.
6. Please simplify the language in the Participant Information Sheet to improve lay readability, including adjusting the study activity tables. 
7. Please clarify in the Participant Information Sheet what happens if participants are found to have a notifiable disease. 
8. Please mention and explain the study sponsor earlier in the Participant Information Sheet. 
9. The Committee noted that there are currently two options for the cultural statement in the Participant Information Sheet, the Committee suggested that aspects of both statements should be combined to make a better cultural statement. 
10. Please fix the page numbering in the Participant Information Sheet. 
11. Please clarify in the Participant Information Sheet whether tissue can be disposed of with a karakia. 
12. Please revise the language in the Participant Information Sheet to not refer to participants as subjects. 
13. Please state early in the Participant Information Sheet that the study drug is new and experimental. 

Decision 

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

· 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/220 

	 
	Title: 
	Intranasal fentanyl for breathlessness in patients with advanced non-malignant diseases 

	 
	Principal Investigator: 
	Dr Salina Pui Man Iupati 

	 
	Sponsor: 
	Te Omanga Hospice 

	 
	Clock Start Date: 
	02 November 2017 


 
Dr Salina Pui Man Iupati was present by teleconference for discussion of this application.

Potential conflicts of interest

The Chair asked members to declare any potential conflicts of interest related to this application.

No potential conflicts of interest related to this application were declared by any member.

Summary of ethical issues (outstanding)

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

1. The Committee questioned what is in place at the end of the study for participants who are experiencing benefits from the study treatment. Please provide more information regarding this. 
2. Please clarify whether participants will be pregnancy tested before being given any fentanyl. 
3. The Committee questioned whether this is a new method for administering an approved medicine, noting that if this is the case then SCOTT review is required. Please either confirm submission of this study for SCOTT review or provide confirmation from SCOTT that their review is not required.
4. The Committee noted that the peer reviewer’s comments were not well addressed, please provide further evidence of scientific peer review for the study, unless the study will be reviewed by SCOTT.  
5. The Committee requested more details are provided about the device that will be used to administer the study products. The Committee noted that they must be provided with more details about whether this device has been tested to check dose delivery and how much of the active product will be delivered in each spray. 
6. The Committee requested that clarification is provided about the risks of overdosing. This includes if participants used all sprays in a short space of time how much fentanyl they would be exposed to and if this is a risk. 
7. Please clarify how the risks of respiratory depression will be managed in this study. 
8. Please provide more information about the dispensing arrangements for this study, noting that this is a schedule B drug. 
9. Please clarify the safety arrangements for the study, including how participants will be monitored. 
10. The Committee raised concerns about the study involving withholding standard of care from vulnerable participants. Please provide further justification for the study, noting that alternatives currently exist. 
11. Please clarify the kind of warnings that will be printed on the study bottles to help prevent misuse. 
12. Please clarify the cultural consultation process for this study. 


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

13. The Participant Information Sheet does not well explain the study drug or the study design, please revise this. 
14. Please add a short lay title to the Participant Information Sheet.
15. Please reformat the Participant Information Sheet to improve readability including removing unnecessary italics and reformatting section to prevent them being indented lists. 
16. Please simplify the language in the Participant Information Sheet and remove references to participants in the third person. 
17. The Committee requested the compensation wording is updated for accuracy, they suggested the following statement: “If you were injured in this study, which is unlikely, you would be eligible to apply for compensation from ACC just as you would be if you were injured in an accident at work or at home. This does not mean that your claim will automatically be accepted. You will have to lodge a claim with ACC, which may take some time to assess. If your claim is accepted, you will receive funding to assist in your recovery. 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.”
18. Please remove the sections of the Consent Form that are not relevant to the study. 
19. Please remove instructions to researchers from the Consent Form. 
20. Please revise the interpreter box in the Consent Form. 
21. Please add more information on possible side effects to the Participant Information Sheet.

Decision 

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

· 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 respond to the outstanding ethical concerns detailed above. 

This following information will be reviewed, and a final decision made on the application, by Dr Mathew Zacharias and Dr Anna Paris.
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	Ethics ref:  
	17/STH/221 

	 
	Title: 
	Unravelling mechanisms of cross-protection to gonorrhoea 

	 
	Principal Investigator: 
	Dr Fiona Radcliff 

	 
	Sponsor: 
	The University of Auckland 

	 
	Clock Start Date: 
	02 November 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 ethical issues (outstanding)

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

1. This study involves the use of previously collected tissue samples for a related but different study and this study would proposes to use the samples without specific informed consent. 
2. The Committee noted that the study seems to be well scientifically justified, however, sufficient justification was not provided for the use of tissue without consent (Ethical Guidelines for Observational Studies paragraph 6.10).
3. The Committee requested a copy of the Participant Information Sheet and Consent Form that participants would have signed when agreeing to participate in the original study (Ethical Guidelines for Observational Studies paragraph 6.11). 
4. The Committee questioned whether participants originally agreed to have their tissue sent overseas. 
5. The Committee questioned whether the samples that were collected so long ago are still viable for the project. 
6. Please clarify whether the samples proposed to be used in this study are identifiable. 
7. The Committee questioned whether the study samples are currently being stored for a specific study or if they are being stored for future unspecified research, noting that samples stored beyond a specified research project must be stored in a HDEC registered tissue bank (HDEC Standard Operating Procedures section 13).
8. Please provide formal legal advice regarding whether the proposed use of tissue is consistent with current New Zealand law. The Committee noted that 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 (HDEC Standard Operating Procedures paragraph 15-18).

Decision 

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

· Investigators should obtain the prior informed consent of study participants (Ethical Guidelines for Observational Studies paragraph 6.10). 
· Informed consent has two basic components.
· The decision is informed by adequate understanding of any information that is relevant to that decision.
· The decision is voluntary, and is therefore free from undue influence such as manipulation or coercion. (Ethical Guidelines for Observational Studies paragraph 6.11).
· A tissue bank is a collection of human tissue samples stored for potential use in research beyond the life of a specific research project. Organisations responsible for the establishment and management of a research tissue bank are required to apply for HDEC approval (HDEC Standard Operating Procedures Section 13)
· An HDEC may not approve an application that is inconsistent with NZ law, even if that application is consistent with ethical guidelines (HDEC Standard Operating Procedures paragraph 15-18).
· 

Substantial amendments

	1  
	Ethics ref:  
	16/STH/187/AM04 

	 
	Title: 
	Micronutrient RCT for depression and anxiety durin 

	 
	Principal Investigator: 
	Dr  Julia Rucklidge 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	14 September 2017 


 
Dr Julia Rucklidge was present by teleconference for discussion of this amendment.

Potential conflicts of interest

The Chair asked members to declare any potential conflicts of interest related to this amendment.

No potential conflicts of interest related to this amendment were declared by any member.

Summary of Study

1. This amendment involves adding additional measures to assess infants post-natally. This study is about development of children and exposure to micronutrients, original study is about impact of micronutrients on mood in pregnancy. 
2. This is an optional sub-study for participants involved in the main study. 

Summary of ethical issues (outstanding)

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

3. The Participant Information Sheet is rather general about the assessments and the Committee requested that this is revised to be more detailed (concisely as in the covering letter), as they would be in other studies, so the mothers know what they are agreeing to.
4. Please update the consent form to say if samples will be sent overseas and where to.
5. Please elaborate in the Participant Information Sheet on the genetic analysis that will be undertaken.
6. Please clarify in the Participant Information Sheet the relationship between this study and the main study. 
7. Please give more details in the Participant Information Sheet about assessments that are involved in the study.
8. Please offer participants a summary of the study results, they should indicate if they want to receive this in the Consent Form. 

Decision 

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

· 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 Waaka and Ms Raewyn Idoine.

 

General business

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

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

	Meeting date:
	05 December 2017, 11:30 AM

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



	Dr Nicola Swain noted her apologies for this meeting

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.
[bookmark: _GoBack]
The meeting closed at 3:10pm
	HDEC Minutes – Southern Health and Disability Ethics Committee – 14 November 2017
	Page 1 of 26





	HDEC Minutes – Southern Health and Disability Ethics Committee – 14 November 2017
	Page 25 of 26



image1.png
-

l and

. Disability
Ethics

g Committees




