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		Minutes



 

	Committee:
	Northern A Health and Disability Ethics Committee

	Meeting date:
	18 April 2017

	Meeting venue:
	Novotel Ellerslie, 72-112 Greenlane Rd East, Ellerslie, Auckland



	Time
	Item of business

	12:00pm
	Welcome

	12:05pm
	Confirmation of minutes of meeting of 21 March 2017

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

	
	 i 17/NTA/51        
 ii 17/NTA/52       
 iii 17/NTA/53      
 iv 17/NTA/55      
 v 17/NTA/56       
 vi 17/NTA/58      
 vii 17/NTA/62     
 viii 17/NTA/63    
 ix 17/NTA/70      
 x 17/NTA/67       
 xi 17/NTA/68      
 xii 17/NTA/66      

	5:35pm
	General business:
· Noting section

	5:45pm
	Meeting ends



	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

	Dr Brian Fergus 
	Lay (consumer/community perspectives) 
	11/11/2015 
	11/11/2018 
	Apologies 

	Dr Karen Bartholomew 
	Non-lay (intervention studies) 
	13/05/2016 
	13/05/2019 
	Present 

	Dr Christine Crooks 
	Non-lay (intervention studies) 
	11/11/2015 
	11/11/2018 
	Present 

	Mrs Helen Walker 
	 Lay (consumer/community perspectives)
	Co-opt CEN
	Co-opt CEN
	Present 

	Dr Kate Parker 
	Non-lay (observational studies) 
	11/11/2015 
	11/11/2018 
	Present 

	Ms Rosemary Abbott 
	Lay (the law) 
	15/03/2016 
	15/03/2019 
	Present 

	Dr Catherine Jackson 
	Non-lay (health/disability service provision) 
	11/11/2016 
	11/11/2019 
	Present 

	Ms Toni Millar 
	Lay (consumer/community perspectives) 
	11/11/2016 
	11/11/2019 
	Present 


 

Welcome

The Chair opened the meeting at 12:00pm and welcomed Committee members, noting that apologies had been received from Dr Brian Fergus.

The Chair noted that only seven appointed members of the Committee were present, and that it would be wise to co-opt a member of another HDEC. Mrs Helen Walker confirmed their eligibility, and were co-opted by the Chair as members of the Committee for the duration of the meeting.

The Chair noted that the meeting was quorate. 

The Committee noted and agreed the agenda for the meeting.

Confirmation of previous minutes

The minutes of the meeting of 21 March 2017 were confirmed.


New applications 


	 1  
	Ethics ref:  
	17/NTA/51 

	 
	Title: 
	rTMS for Treatment-Resistant Depression 

	 
	Principal Investigator: 
	Dr Suresh Mathukumaraswarmy 

	 
	Sponsor: 
	The University of Auckland 

	 
	Clock Start Date: 
	06 April 2017 



Dr Suresh Mathukumaraswarmy was present in person 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 ethical issues (resolved)

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

1. The Committee requested an explanation of the relationship between this application and the previously approved closely related application. The Researcher explained that the original application was for a pilot study that has been running for approximately a year and is half way through recruitment. It was decided to submit this as a separate application, rather than an amendment to the original application, as this study is sufficiently different. The Researcher explained that they expect to complete the original study within the next 3-6 months and then start this study, funding has been secured for this next phase of the project. 
2. The Committee questioned whether the addition of healthy volunteers is new since the pilot study. The Researcher confirmed that it is and explained that the primary reason for recruiting healthy volunteers is to confirm whether their technical procedures obtain the data that they require. 
3. The Committee questioned how many healthy volunteers would be recruited. The Researcher estimated that it would be between 10 and 20. 
4. The Committee questioned the risks for healthy volunteers. The Researcher explained that there are not many risks as they are not getting the rapid TMS that can cause discomfort, the Researcher noted that the small risk of seizures is screened for.
5. The Committee questioned the reasoning for the addition of neuroimaging in this study. The Researcher explained that their original study indicated that there is some benefit to some participants and in this study they want to investigate the potential reasons for this benefit and what the difference is between those who experience a benefit and those who do not. The Researcher explained that as treatment with this method is not free it would be beneficial to know who is likely to benefit from this treatment before giving the treatment, if it was picked up as a treatment option by DHBs. 
6. The Committee questioned whether there was a risk of incidental findings for healthy volunteer participants. The Researcher confirmed that this was not a risk as they would not have the functional MRI. 
7. The Committee questioned what support is available for participants after the study, noting that the study treatment is not available after the study even if it provides a benefit. The Researcher stated that they hope in the future that the treatment will be picked up and made available after the study by DHBs, however the researchers cannot provide it after the study as they are not care providers. The Committee noted that this may be hard for participants. The Researcher agreed it could be difficult and explained that participants would be recruited from care and would be referred back to this care following the study. 
8. The Committee questioned how many participants are hoped to be recruited. The Researcher clarified that they expect to recruit 80 patients plus the healthy volunteers. 

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 questioned how healthy volunteers would be recruited. The Researcher explained that it would be by word-of-mouth and advertising. The Committee noted that no advertising material has been provided, please provide any advertising that will be used. 
10. The Committee questioned how many questionnaires are done with participants. The Researcher explained that it is the 3 questionnaires that have been provided and a semi-structured interview. The Committee requested that the interview questions or prompts are provided. 

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

11. Please clarify in the Participant Information Sheet for healthy volunteers that this is an information sheet for healthy volunteers and that the reason for recruiting healthy volunteers is to test methods and practicality. The Committee suggested that the title and first few paragraphs of the Participant Information Sheet are amended to make this very clear.
12. Please clarify in the Participant Information Sheet for healthy volunteers that a medical history will be taken. 
13. Please clarify in the Participant Information Sheet for healthy volunteers that they are at less risk of the discomfort side effects as they are not having rapid TMS. 
14. Please state in the Participant Information Sheet for healthy volunteers if they are students, that there may be an impact on exams if there are any adverse events, although this is unlikely.
15. Please clarify in the treatment Participant Information Sheet and Protocol that a primary purpose of the study is to investigate if there is a difference between the people who receive a benefit from this treatment and those who do not (ie there is an additional research question in this part of the study). 
16. Please clarify in the Participant Information Sheets that the urine sample is being taken for drug of abuse and pregnancy screening. 
17. Please ensure all technical terms/acronyms are explained the first time they are mentioned in the Participant Information Sheet. 
18. Please revise the Participant Information Sheets to improve lay readability, for example please remove terms such as ‘analgesics’ and replace with lay terms such as ‘painkillers’.
19. Please clarify in the Participant Information Sheet for healthy volunteers that there is not a risk of incidental findings from the EEG test itself. 
20. The Participant Information Sheet refers to ‘personal data’ but it is unclear what this is intended to refer to. Please clarify what this information is and whether it is potentially identifiable. 
21. Please add information to the Participant Information Sheet regarding the semi-structured interviews, including that they are recorded. 
22. Please add the main inclusion and exclusion criteria to the Participant Information Sheets. 
23. Please clarify early in the Participant Information Sheet that this study is being done for a student’s PhD. 

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 paragraph 6.22).
· Please provide the advertising and interview questions intended to be used in this study. 

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

 

	 2  
	Ethics ref:  
	17/NTA/52 

	 
	Title: 
	(duplicate) M15-942 HCV (MAGELLAN-3) 

	 
	Principal Investigator: 
	Dr. Michael G. Schultz 

	 
	Sponsor: 
	AbbVie Pty Ltd 

	 
	Clock Start Date: 
	06 April 2017 


 
Dr. Michael G. Schultz and M- Michelle Sullivan were present by teleconference for discussion of this application.

Potential conflicts of interest

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

Dr Christine Crooks declared a potential conflict of interest and the Committee decided to allow her to participate in the discussion of this application.

Summary of ethical issues (resolved)

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

1. The Committee noted that the Māori consultation letter requested that ethnicity data is collected. The Committee noted that often US sponsors require race data rather than ethnicity data, however, for New Zealand participants the Statistics New Zealand's ethnicity classifications must be used when collecting ethnicity data to ensure the options available are suitable for New Zealand participants, this information can then be ‘translated’ for the sponsor if required. These classifications are: New Zealand European, Maori, Samoan, Cook Islands Maori, Tongan, Niuean, Chinese, Indian, Other (such as Dutch, Japanese, Tokelauan) please state.
2. The Committee questioned whether the study involves mandatory Future Unspecified Use of Tissue. The Researcher explained that the sponsor wants tissue samples from all participants to do additional testing. The Committee stated that it is acceptable to have mandatory testing in the study, however this must be directly related to the primary purpose of the study. 

Summary of ethical issues (outstanding)

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

3. The Committee raised concerns about the inclusion of information relating to Future Unspecified Use of Tissue in the main Participant Information Sheet. The Committee stated that the main Participant Information Sheet should not have any mention of any optional testing, please remove this completely from the main Participant Information Sheet. 
4. The Committee noted that the optional Participant Information Sheet is currently in a different format to the main Participant Information Sheet. Please revise this so the information sheets are in the same format. 
5. Please revise the ‘what are my rights’ section of the Participant Information Sheet as this currently indicates that participants cannot access or request changes to information about them. However, in New Zealand everyone has the right to access and request changes to any information collected about them. The Committee noted that in some cases accessing the data may require the participant to be withdrawn from the study, for example if it resulted in blinding being broken, but as this is an open label study no such risk seems to apply. The Researcher explained that the reason for preventing participants accessing their data was in an attempt to stop them from withdrawing from the study prematurely. The Committee stated that if the researchers felt it is important for participants to not access their data this section of the Participant Information Sheet could be revised to indicate that if participants request access to their data this may result in them being withdrawn from the study, however, this section of the Participant Information Sheet cannot say that participants cannot access or request changes to data collected about them. 
6. Please add HIV as a notifiable disease to the Participant Information Sheet. 
7. Please clarify in the Future Unspecified Use of Tissue Participant Information Sheet where samples will be stored. 
8. The Future Unspecified Use of Tissue Participant Information Sheet cannot refer to the main Participant Information Sheet, this must be a stand-alone document, please revise to include the relevant information as required by the Ministry of Health Future Unspecified Research Guidelines. 
9. Please revise the Participant Information Sheets to remove all typographical errors. 
10. The Committee noted that if it is intended to collect information on an infant conceived while either parent was participating in the study that this consent cannot be obtained until after the baby is born. Please provide a suitable information sheet and consent form to obtain consent to collect this information, if required. Similarly, if information regarding pregnancy is intended to be collected a suitable information sheet and consent form must be provided for the pregnant woman to consent to information being collected about her and her pregnancy. 

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 paragraph 6.22). 

This following information will be reviewed, and a final decision made on the application, by Dr Christine Crooks and Ms Rosemary Abbott.

 

	 3  
	Ethics ref:  
	17/NTA/53 

	 
	Title: 
	The effect of Arts Therapy Interventions on the negative symptoms of schizophrenia in adult offenders. 

	 
	Principal Investigator: 
	Miss Supreet Chadha 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	06 April 2017 


 
Miss Supreet Chadha 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. The Researcher explained that she has been studying mental health for a long time and has a specific interest in the relationships between mental health, addiction, and offending. 
2. This study intends to investigate whether art therapy can improve negative symptoms of schizophrenia in offenders at the Mason Clinic. 

Summary of ethical issues (resolved)

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

3. The Committee questioned whether there is evidence that art therapy improves negative symptoms for people with schizophrenia. The Researcher explained that to date there has been a lack of research in this area, although some research does suggest it is beneficial. 
4. The Committee questioned whether any photos would be taken of participants. The Researcher confirmed that photos would only be taken of artworks created by participants, not the participants themselves. 
5. The Committee questioned what kind of clinical observations would be made. The Researcher explained that this referred to observing things such as the body language of participants and this information would both be used for the study and for safety reasons. The Committee noted that it would be technically very challenging to both teach the class and to perform class observations. The Committee also noted that there may be some practical issues with observations when some members of the class have consented and some members have not.

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 questioned how benefit would be measured without a control group. The Researcher stated that they would compare participants before and after the treatment to measure outcomes. The Committee noted that there could be a large number of factors that impact on negative symptoms, and that these are not adequately measured or controlled in the proposed methodology.
7. The Committee questioned why this study is specifically looking at offenders in the Mason Clinic, rather than at people with schizophrenia in the Community.  The Researcher explained that many of the people at the Mason Clinic, where she has a placement, have schizophrenia and it seems to be closely related to their offending. The Researcher noted that her academic institution required research to be done via placement.
8. The Committee explained that when research involves vulnerable individuals that the study should be done on the least vulnerable individuals in that group (Ethical Guidelines for Intervention Studies paragraph 5.30). The Committee stated that in this case they questioned whether the study could be conducted in healthy volunteers or people in the community with schizophrenia, that avoided the concerns about research in this population. 
9. The Committee stated that individuals in the Mason clinic are particularly vulnerable as they would be in prison if not in the Mason Clinic. The Committee stated that a number of specific issues are raised when it is proposed to conduct a study with prison inmates (Ethical Guidelines for Intervention Studies appendix 2). For example, prisoners should not be used as participants simply because of convenience, it must be essential for the study to involve prison inmates for this to be justifiable. The Committee stated that they require further justification to approve the inclusion of participants from the Mason Clinic in this study, at this stage it appears that these participants are simply convenient for the researcher as she has a placement at the clinic. 
10. The Committee noted that if sufficient evidence existed on the benefits of art therapy for people with schizophrenia in the community, and this study proposed to investigate whether a similar benefit is found in prisoners, this would provide support for the use of this population group. However, with the limited information regarding the benefits of art therapy provided to the Committee it seems that investigation in this vulnerable population cannot currently be justified. 
11. The Committee raised concerns about the potential for coercion, noting that participants may feel compelled to agree to participate in the research project, particularly as the researcher is currently seen as a member of staff providing art therapy. The Researcher explained that she would be conducting the research in a different unit than she currently works with to help reduce bias or a feeling of coercion. The Committee stated that although this would be beneficial they remain concerned that participants may feel that they have to participate. For example they may feel that participation may be viewed positively as cooperation and could contribute towards a reduced sentence, or they may feel that they should participate as there is nothing else to do while in the Mason Clinic. The Researcher explained that when she does art therapy as a treatment in the Mascon Clinic that patients do not need to participate and occasionally decide to sit out, she felt that this would be the same for her research. The Committee stated that they require much more information on how the risks of coercion would be managed as there is an important difference between treatment and research. 
12. The Committee questioned the researcher on how the risks of bias would be managed if she was conducting the sessions, collecting the data, and analysing the results. The Researcher explained that her research institution wanted her to be involved in all aspects of the study. The Committee stated that they must be convinced that the challenges this would pose to the scientific validity of the study can be effectively managed and requested that further details are provided, such as details of any cross checks by the supervisor. In intervention studies there is the potential for personal bias in the analysis and presentation of results. All investigators need to be aware of this potential and conduct studies with objectivity, free from any influences that might compromise the scientific credibility of the study (Ethical Guidelines for Intervention Studies paragraph 4.16).
13. The Committee questioned how participants would be chosen. The Researcher explained the inclusion criteria, including that participants must be male. The Committee questioned the reasons for excluding female participants. The Researcher explained that it was to reduce confounding variables. The Committee noted that inclusion of participants in intervention studies must be equitable. 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 (Ethical Guidelines for Intervention Studies paragraph 5.26). Please provide further justification for the exclusion of female participants. 
14. The Committee raised concerns about the risks of stigmatisation from participation. The Researcher explained that she would not stigmatise participants and felt that participation may help participants reduce stigma if they would control their symptoms more effectively. The Committee stated that their concern was more related to the risk of stigmatisation from other patients at the Mason Clinic, if they know that all participants in the study have schizophrenia this may change the way they view the participants if they did not previously know their diagnosis. Please provide further information on how this risk will be managed. 
15. The Committee raised concerns about the scientific validity of the study, the Committee remained unconvinced that the project was feasible (the planned multi-method study and short timeframe appears overly ambitious and complex for a student conducting their first research study) and able to answer the study questions. The study design should be the one best suited to answer the study question, while minimising harm, maximising benefit and meeting other ethical standards, scientific soundness is also ethically important, projects without scientific merit needlessly expose participants to risk and misuse their time, and waste resources (Ethical Guidelines for Intervention Studies paragraph 5.4-5.5). The Committee requested further evidence that the study is scientifically valid and able to answer the study questions, please provide further evidence of favourable independent peer review of the study protocol (Ethical Guidelines for Intervention Studies Appendix 1).
16. The Committee suggested that a modified version of the study may be able to be conducted, with more simple, achievable, aims, and with serious consideration of research in an alternative setting eg in a community setting as a number of community groups already run art therapy for people with schizophrenia. This could remove a number of the risks associated with this study. 
17. The Committee stated that for student research they expect the supervisors to be much more actively involved, including attending the HDEC meeting with the student. The Committee noted that a lack of involvement from the supervisors (particularly the clinical psychologist) at this stage of the project does not instil a sense of confidence that the supervisors will be appropriately involved while the study is being conducted. The Committee noted that one of the aims of doing a Masters is for the student to develop research skills, however, this project does not appear to be adequately supported by a research team with appropriate skills. Studies should be undertaken only by investigators and research teams with the necessary skills and resources to do so (Ethical Guidelines for Intervention Studies paragraph 5.36-5.37).
18. The Committee questioned whether all participants will be able to provide their own informed consent to participation in the research project, particularly those under the Mental Health Act. The Researcher explained that the participants will be able to understand what is involved in participation and what they are consenting to, and only those that consent will be included in the study. The Committee stated that any future applications must include a statement from a suitable clinician indicating that the participants are able to consent for themselves to participate in research. 

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

19. The Committee stated that there were a number of major issues in the Participant Information Sheet, for example this still contains statements from the template directed at the researcher and not relevant to participants. As currently written there are elements of deception in the information sheet, as observation and involvement of Mason clinic staff (reviewing all information) are not disclosed. The information sheet also presupposes benefit to participants, when this has not been determined. Participants are not anonymous, may be better to describe that participants will not have their identity disclosed in the study publications (use of pseudonyms). Please revise the Participant Information Sheet to ensure it is suitable. 

Decision 

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

· Please provide evidence of favourable independent peer review of the study protocol (Ethical Guidelines for Intervention Studies Appendix 1).
· Inclusion of participants in intervention studies must be equitable. 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 (Ethical Guidelines for Intervention Studies paragraph 5.26).
· The study design should be the one best suited to answer the study question, while minimising harm, maximising benefit and meeting other ethical standards, scientific soundness is also ethically important, projects without scientific merit needlessly expose participants to risk and misuse their time, and waste resources (Ethical Guidelines for Intervention Studies paragraph 5.4-5.5).
· Please explain how the specific ethical concerns raised by conducting a study with prisoners as participants will be addressed (Ethical Guidelines for Intervention Studies appendix 2). 
· When research involves vulnerable individuals the study should be done on the least vulnerable individuals in that group (Ethical Guidelines for Intervention Studies paragraph 5.30).
· In intervention studies there is the potential for personal bias in the analysis and presentation of results. All investigators need to be aware of this potential and conduct studies with objectivity, free from any influences that might compromise the scientific credibility of the study (Ethical Guidelines for Intervention Studies paragraph 4.16).
· The Committee remained unconvinced that participants would not be somewhat coerced in to participating. Informed consent has two basic components: (a) The decision is informed by adequate understanding of any information that is relevant to that decision, and, (b)The decision is voluntary, and is therefore free from undue influence such as manipulation or coercion (Ethical Guidelines for Intervention Studies paragraph 6.7).
· If an investigator has a conflict of interest, it can compromise study design or conduct, or the reliability of study findings. It can also expose study participants to (risk of) harm or inconvenience (Ethical Guidelines for Intervention Studies paragraph 4.19). 
· Studies should be undertaken only by investigators and research teams with the necessary skills and resources to do so (Ethical Guidelines for Intervention Studies paragraph 5.36-5.37).


	 4  
	Ethics ref:  
	17/NTA/55 

	 
	Title: 
	Risk assessment for emergency laparotomy 

	 
	Principal Investigator: 
	Dr Ahmed Barazanchi 

	 
	Sponsor: 
	The University of Auckland 

	 
	Clock Start Date: 
	06 April 2017 


 
Dr Ahmed Barazanchi was present in person for discussion of this application.

Potential conflicts of interest

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

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

Summary of ethical issues (resolved)

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

1. The Committee questioned the recruitment process for this study. The Researcher explained that participants would be people having emergency abdominal surgery and would often come through the ER or may already be in hospital and need emergency surgery due to a complication. The Researcher explained that each hospital has its own consent process for surgery and consent for the study would be obtained at the same time. The Researcher noted that there were 8 other hospital sites participating.
2. The Committee questioned how long people will have to consider participation. The Researcher stated that potential participants would have at least a few hours to consider participation. The Researcher noted his awareness that this is briefer than would be ideal, but that this was considered standard for emergency/acute research and has been accepted for other similar studies.

Summary of ethical issues (outstanding)

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

3. The Committee questioned whether all participants would provide their own informed consent. The Researcher explained that some participants would be unable to provide their own informed consent (severity of illness, emergency situation, cognitive impairment etc) and their Enduring Power of Attorney or Welfare Guardian would provide consent to the surgery and would also be asked to provide informed consent to the patients study participation. The Committee explained that although proxy consent may be acceptable for treatment it is not acceptable for research participation. The Committee noted that the only way to enrol participants unable to provide their own consent in research is under Right 7(4) of the HDC Code of Rights and this requires that participation is in the best interest of each individual participant, as this is an observational study it is not possible for participation to be in the best interest of participants. 
4. The Researcher suggested that they could only enrol participants able to provide their own informed consent in to aspects of the study that are additional to standard care. The Committee agreed this would be acceptable, however, detailed information would need to be provided regarding how it would be determined which potential participants can provide informed consent. This information would have to be clear in the Protocol.
5. The Researcher questioned whether they would be able to use the routinely collected health information from participants unable to provide their own informed consent, noting that it is important for scientific validity to have data on all patients including those who die or cannot consent. The Committee stated that if this data was routinely collected and the researchers wished to access this retrospectively they would need to meet the requirements for the use of health information without consent. 
6. The Committee questioned why the study was planned to be prospective data collection if they were able to collect the information retrospectively. The Researcher noted that there were additional data collected (frailty assessment, Quality of Life questionnaire). The Researcher noted that it may be possible for sites to make these components ‘standard of care’ for data collection.
7. 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.
8. 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.
9. 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 application as currently presented does not explain how these requirements are met. 
10. The Committee queried whether the study, which is looking at refining a predictive model, required complete case ascertainment for scientific validity, noting the Protocol reports an expectation of 75% ascertainment. The Researcher noted that other such studies on predictive models recognised that it was not always possible to include the ‘extremes’ of the patient population, and that he was satisfied that this did not result in undue bias in the study. That said, the Researcher noted that he wanted to include as larger patient cohort as possible. The Committee noted that the rationale for scientific validity and case ascertainment requirements would need to be actively addressed in the Protocols.
11. Please provide more information regarding how it will be determined whether a participant has died before they are followed up, to avoid distressing their family. 
12. The Committee questioned how it would be determined which participants would be followed up. 

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

13. Please clarify in the Participant Information Sheet how long potential participants have to consider participation. 
14. The Committee requested a compensation statement is added 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.”
15. Please add to the Participant Information Sheet that already collected data from patients will be used if they withdraw. 
16. Please add to the Participant Information Sheet that you are requesting their consent to access their hospital and GP records during their hospital stay and for follow up purposes.
17. Please clarify in the Participant Information Sheet whether recordings of interviews with participants will be destroyed, and the relevant rights to the method of interview (eg the right not to answer every question, to stop if distressed, have the recorded turned off). 
18. Please clarify in the Participant Information Sheet about how confidentiality will be maintained. E.g. encrypted and password protected. 
19. Please clarify in the Participant Information Sheet (in lay language) and Protocol what biomarker analysis is being done additional to standard care, where this tissue will be stored, and the disposal process for this tissue. 
20. The Committee queried the lack of a Māori tissue statement in the Participant Information Sheet. The committee recommended the following statement: “You may hold beliefs about a sacred and shared value of all or any tissue samples removed. The cultural issues associated with sending your samples overseas and/or storing your tissue should be discussed with your family/whanau as appropriate. There are a range of views held by Māori around these issues; some iwi disagree with storage of samples citing whakapapa and advise their people to consult prior to participation in research where this occurs.  However, it is acknowledged that individuals have the right to choose.”
21. Please state clearly at the start of the Participant Information Sheet that this study is being conducted for a student’s PhD. 
22. Please clarify in the Participant Information Sheet and protocol the timelines for the study including the consent timeline and timelines for study processes. 

Decision 

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

· Participants must provide their own free and informed consent to their study participation, it is not acceptable to enrol participants in this study who cannot consent for themselves. Please revise the study protocol to account for this and detail how competence will be determined. Investigators should obtain the prior informed consent of study participants (Ethical Guidelines for Observational Studies paragraph 6.10). 
· If you wish to access identifiable healthy information without consent please provide justification for this. Access to identifiable or potentially identifiable data for research without the consent of the people the data identifies or makes potentially identifiable may be justifiable when: a) 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 b) there would be no disadvantage to the participants or their relatives or to any collectives involved; and c) the public interest in the study outweighs the public interest in privacy (Ethical Guidelines for Observational Studies paragraph 6.43).
· 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). 



	 5  
	Ethics ref:  
	17/NTA/56 

	 
	Title: 
	Reducing confusion after surgery in older people 

	 
	Principal Investigator: 
	Dr Amy Gaskell 

	 
	Sponsor: 
	University of Auckland 

	 
	Clock Start Date: 
	 


 
Dr Amy Gaskell 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 potential methods for reducing delirium in older patients undergoing surgery. The setting for this research was confirmed to be in elective operations only, not in acute surgery.

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 all participants would be able to provide their own informed consent. The Researcher confirmed that they would only enrol people able to consent for themselves, however it is difficult to determine whether participants are able to consent when they may have a marginal level of diminished capacity. The Committee requested detailed information is provided regarding how it will be determined that participants can provide informed consent. 
3. The Committee noted that it is acceptable to obtain the views of family members and provide them with information about the study, however, they cannot provide consent on behalf of the participants. The forms provided reflect this, however they may not be required and they cannot be used to consent on behalf of a patient. 
4. The Committee questioned whether participants will have enough time to decide whether they want to participate in the study. The Researcher explained that for some people they will be able to approach them in hospital the day before surgery, other participants may be approached by invitation letter in advance. Please clarify and confirm the recruitment plans for this study and provide a copy of the invitation letter that is intended to be sent to potential participants. 
5. The Committee questioned the protocol (management of risk) if significant cognitive impairment or delirium is found following surgery, including in hospital and at home. And similarly, if there is previously unknown cognitive impairment found pre-operatively, how will this be disclosed to the participant?

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

6. The Committee noted that the study is quite hard to explain but it must be clearly explained in the Participant Information Sheet, they suggested that a diagram may help. Please revise the Participant Information Sheet to more clearly explain the study interventions and randomisation. Use of conversational lay language is strongly encouraged. 
7. Please clarify in the Participant Information Sheet what is meant when it says that participants’ anaesthetic may be adjusted and “if you wake up sore”, for example does this mean receiving less anaesthetic and if this is the case how will pain be managed. Patients receiving less than standard of care is of concern to the Committee and this needs to be clearly explained, and the management of the potential issues resulting from reduced intraoperative analgesia.
8. Please review the Participant Information Sheet to remove all typographical errors. 
9. Please state in the Participant Information Sheet that this study is being conducted for a students’ PhD
10. The Committee requested a compensation statement is added for completeness, 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.”
11. Please clarify in the Participant Information Sheet that data is not anonymous, it may be de-identified.
12. Please add a specific point in the Participant Information Sheet and as an item on the consent form that patients agree to consent to the access to their medical records.

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 paragraph 6.22).
· When a vulnerable person is competent to decide on participation in a study for himself or herself, that person’s decision should be respected. Even when a vulnerable person is competent to decide her or his own study participation, it is often appropriate to notify and seek advice from a person or persons with knowledge of, or responsibilities for, that vulnerable person (Ethical Guidelines for Intervention Studies paragraph 5.32).
· 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 Karen Bartholomew and Ms Rosemary Abbott.
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	Ethics ref:  
	17/NTA/58 

	 
	Title: 
	Children with autism, chiropractic and sensory integration 

	 
	Principal Investigator: 
	Dr  Kelly Jones 

	 
	Sponsor: 
	AUT University 

	 
	Clock Start Date: 
	06 April 2017 


 
Aisha Strand 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 is being conducted as part of a Masters project and involves assessing whether chiropractic manipulation has an impact on sensory integration in children with High-Functioning Autism Spectrum Disorder. 
2. Other studies have found benefits to sensory processing for adults. 

Summary of ethical issues (outstanding)

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

3. The Committee noted that the peer reviewer raised concerns about the limited existing literature. The Researcher agreed this is an issue and this area is under researched. The Researcher explained that they feel that there is sufficient evidence to justify their small pilot study. 
4. The Committee raised concerns about the risks of the participants not being able to concentrate long enough noted in the peer review. The Researcher stated that they have considered this and addressed it by doing the most important tests first, working towards the least important, so that if participants do want to stop they can with the least damage possible to study results. The Researcher further explained that they would be able to work with the participants’ parents and stop to take breaks regularly as needed. 
5. The Committee questioned whether some participants would be able to provide their own informed consent, noting that even if they are under 16 participants who are competent to must provide their own informed consent. The Researcher stated that it was their understanding that none of the participants would be able to provide their own informed consent. The Committee requested further information is provided regarding the reasons none of the participants will be able to provide their own consent.
6. The Committee questioned the protocol for managing adverse events, such as psychological distress in participants. The Researcher stated that they intended to discuss this with parents. The Committee stated that a formal protocol must be provided detailing the process for dealing with adverse events, and outlined in the Participant Information Sheet. 
7. The Committee questioned whether advertising would be used to recruit study participants. The Researcher confirmed that it may be. Please provide any advertising that will be used to recruit participants. The Researcher confirmed that advertising or information about the study would be provided at several sites, but that parents would actively opt in to hearing more about the study.
8. The Committee questioned whether the participants in this study are the least vulnerable possible participants. The Committee explained that when research involves vulnerable individuals that the study should be done on the least vulnerable individuals in that group (Ethical Guidelines for Intervention Studies paragraph 5.30). The Researcher agreed to discuss with their supervisor whether another, less vulnerable, group could be used. The Committee suggested adults with Autism Spectrum Disorder could be more suitable to pilot the methodology with. 
9. The Committee questioned how the researchers will confirm the diagnosis of Autism Spectrum Disorder diagnosis. The Researcher stated that it will be based on self-reporting by the parents. The Committee raised concerns about the parents potentially reporting a self-diagnosis, rather than a medical diagnosis. The Committee requested that the researchers require evidence of the diagnosis to help protect the integrity of the study. 
10. The Committee noted that the ethnicity question asked in the demographics questionnaire is incorrect. Please use Statistics New Zealand's ethnicity classifications when collecting ethnicity data to ensure the options available are suitable for New Zealand participants. These classifications are: New Zealand European, Maori, Samoan, Cook Islands Maori, Tongan, Niuean, Chinese, Indian, Other (such as Dutch, Japanese, Tokelauan) please state.
11. The Committee queried whether the Researcher intended to disclose individual child results to their parents, or only a summary of the study.

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

12. Please state in the Participant Information Sheet that study data will be kept for 10 years after the participant turns 16 (it is noted in the child information sheet not the parental information sheet). 
13. Please rephrase the sentence in the Participant Information Sheet regarding participants needing to be verbal to ensure it is clear that the participants must be able to understand and communicate their decision. 
14. The Participant Information Sheet includes the acronym SIPTS, please ensure this is explained. 
15. The Participant Information Sheet for this study over claims the expected benefit. This is not a therapeutic study (it is a pilot where the primary function is to test feasibility, and only a single intervention is being performed) and the Participant Information Sheet should not indicate any benefit is expected from study participation. Instead the Participant Information Sheet should clearly state that this is a pilot study and there may or may not have any benefit. In particular no benefit on child behaviour should be claimed. 
16. Please state at the start of the Participant Information Sheet that this study is being conducted for a students’ master’s project. 
17. Please add page numbers to the Participant Information Sheet.
18. Please remove Yes/no options in the consent form unless there is truly an option, meaning a participant could select ‘no’ and still participate in the study.
19. Please remove the first paragraph in the section ‘what happens after the study or if you change your mind’ as this is advertising for the clinic. 
20. The Committee stated that assent forms for younger children needs to be provided, as the provided form does not adequately cover the age range in the study. Please provide suitable information sheets and assent forms. This includes an information sheet and consent form for parents of participants unable to provide informed consent, an 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.

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 paragraph 6.22).
· Please either clarify why none of the participants will be able to provide their own informed consent or provide suitable consent forms. If the child is below the age of 16, but has the competence to understand the nature, risks and consequences of the research, the consent of the child must be obtained and that consent will have the same effect as if the child were of full age (Ethical Guidelines for Intervention Studies appendix 2).
· Please provide more justification for including children with Autism Spectrum Disorder in this study. When research involves vulnerable individuals that the study should be done on the least vulnerable individuals in that group (Ethical Guidelines for Intervention Studies paragraph 5.30).  
· 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 Christine Crooks and Ms Toni Millar.
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	Ethics ref:  
	17/NTA/62 

	 
	Title: 
	The BEST Fluids study: Better Evidence for Selecting Transplant Fluids 

	 
	Principal Investigator: 
	Dr Michael Collins 

	 
	Sponsor: 
	The University of Queensland 

	 
	Clock Start Date: 
	06 April 2017 


 
Dr Michael Collins was present in person and two co-investigators 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 normal saline or plasmalyte is better for patients undergoing kidney transplant. 
2. The Committee commended the high quality of the study protocol and Participant Information Sheets.

Summary of ethical issues (resolved)

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

3. The Committee questioned whether all patients on the kidney transplant waiting list would be offered enrolment in the study, or if patients would only be offered enrolment after admission. The Researcher explained that they did not want to approach all patients on the waiting list as only approximately 10% of these patients are likely to be eligible the study every year. 
4. The Committee questioned how long participants will have to consider participation in the study. The Researcher clarified that participants would have 3-12 hours to decide. The Researcher noted that this is the normal consent process for kidney transplant studies. The Committee accepted this due to the low risk nature of the study. 
5. The Committee noted that the inclusion criteria in the study protocol includes children in the study. The Researcher explained that in New Zealand no children will be enrolled in this part of the study. 
6. The Committee questioned whether participants had to consider whether to consent to the Future Unspecified Use of Tissue aspect of the study before surgery. The Researcher explained that participants would not be approached about Future Unspecified Use of Tissue until they are recovering after surgery, this could be a month following surgery. The Committee appreciated that this consent method would give participants more time to consider this aspect of the study. 
7. The Committee questioned whether the samples retained for Future Unspecified Use of Tissue are de-identified. The Researcher stated that they are potentially identifiable, identifiable by a study code. 
8. The Committee questioned whether enrolment in the ANZ Data Registry is optional. The Researcher explained that this registry has been running since the 1960s and contains routinely collected information on patients receiving dialysis or kidney transplant. The Researcher stated that as part of standard care all dialysis and transplant patients are offered enrolment in this registry, and to be eligible for enrolment in this study must have consented to being on the registry. Study data will be added to the registry, as is standard of care data. 
9. The Committee questioned whether funding had been obtained for this study. The Researcher confirmed that funding for the first year has been obtained. 
10. The Committee questioned whether the information regarding the optional biomarker sub-study could be separated from the main Participant Information Sheet and Consent Form. The Committee noted that generally it was expected that information regarding any optional aspects of the study should not be contained in the main Participant Information Sheet, to help reduce the burden of participation on participants and to ensure it is fully clear what aspects of the study are compulsory and which are optional. The Researcher explained that they understood but were hesitant to add another information sheet as participants had limited time to consider participation and were concerned about this additional burden. The Researcher stated that they have tried to make it clearly distinct in the Participant Information Sheet and Consent Form what aspects are optional by putting them in to grey boxes in these sheets. 
11. The Committee acknowledged that, while a separate Participant Information Sheet and Consent Form is usually required for optional aspects of the study, in this case when discussed with the Researcher substantial reasons were given with their request to retain this information in the main Participant Information Sheet and Consent Form. The Committee discussed this at length and the decision was finally put to a vote. It was passed by majority that the Researchers be allowed to continue with the Participant Information Sheet and Consent Form in the format presented. The Committee noted that this does not set a precedent for HDEC decisions, and the Committee feel that information about optional aspects of studies should remain separate in future, however, each case will be considered individually. 

Summary of ethical issues (outstanding)

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

12. The Committee questioned whether participants can opt-out of having incidental findings reported back to them and their doctor. The Researcher stated that they had not considered this as an option but it could be implemented. The Committee suggested that the processes for incidental findings management in various studies under the Auckland Regional Tissue Bank could be used to guide the process for incidental findings. The Committee requested that the protocol for this is included in the study protocol. 
13. The Committee questioned whether the Tissue Bank being used in Australia to store samples for Future Unspecified Use of Tissue is registered. 

Decision 

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

· Please clarify whether the Australian Tissue Bank is registered. 
· Please clarify whether participants can opt-out of receiving incidental findings, and what the incidental findings management processes are. 

This following information will be reviewed, and a final decision made on the application, by Dr Kate Parker.
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	Ethics ref:  
	17/NTA/63 

	 
	Title: 
	Study of Ibrutinib and Rituximab in Treatment Naïve Follicular Lymphoma 

	 
	Principal Investigator: 
	Dr Garry Forgeson 

	 
	Sponsor: 
	PPDGlobalLimited(NewZealandBranch) 

	 
	Clock Start Date: 
	06 April 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. The Committee stated that this study involved a lot of different information sheets and forms for participants to sign. 
2. The Committee noted that the genetic sub-study is contained in a separate Participant Information Sheet and Consent Form, however this does not appear to be optional. The Committee stated that tests should only be compulsory when they are essential for the primary purposes of the study, in this case the Committee did not feel that genetic testing is essential for the study and should be optional. Please either provide justification for this testing to be compulsory for the study or alter the forms and protocol to ensure it is fully optional. 
3. The Committee requested information on the different kinds of Future Unspecified Use of Tissue in this study. The Committee stated that this should also be clarified in the protocol. 
4. The Committee requested further information on the recruitment process, including how the conflict of interest from the treating physician also being a researcher, will be managed. 
5. The Committee noted that the MPS membership form provided is out of date, please provide current evidence of CI indemnity. 
6. The Committee questioned the purpose of the NZ Participant Guideline provided with the application. 
7. The Committee questioned how blinding will be maintained for this study, given that some participants will be given a time frame in the second part of the study and others will not. 

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

8. Please clarify in the Participant Information Sheet what tests will be done on participants and their tissue, and the purposes of these tests. 
9. Please add information to the Participant Information Sheet about the discontinuation analysis aim of the study. 
10. The Committee noted that the Participant Information Sheet indicates that the study may be halted if the Sponsor decides to. Please clarify in the Participant Information Sheet that this will not be for commercial reasons as studies should not stop for the commercial benefit of sponsors in New Zealand. 
11. Please clarify in the Participant Information Sheet what aspects of the study are additional to standard care, for example, the protocol states that there will be about 14 more CTs than standard care.
12. Please provide the frequency of side effects in the Participant Information Sheet, with respect to Rituximab.
13. Please clarify in the Participant Information Sheet that although one alternative to study participation is to pay for treatment, in New Zealand participants could also receive treatment through the public health system. 
14. Please remove any mention of participants being required to withdraw in writing. In New Zealand verbal withdrawal is acceptable, any written withdrawal forms must clearly be optional. 
15. Please remove the yes/no tick boxes from the Consent Form for all statements that aren’t truly optional, meaning that a participant could select ‘no’ and still participate in the study.
16. Please clarify in the Participant Information Sheet that participants will be followed up to determine survival, and this may involve accessing their medical records, viewing their social media, or contacting their family. 
17. Please ensure all statements in the Consent Forms are explained in the relevant Participant Information Sheet. 
18. Each Participant Information Sheet should be a stand-alone document and should not refer to another Participant Information Sheet, please ensure the forms are modified to reflect this.
19. The Participant Information Sheets currently indicate that participants cannot access data collected about them while the study is ongoing. However, in New Zealand participants have a right to access, and request correction of, data collected about them. Please revise the Participant Information Sheet to indicate that participants can access data collected about them at any time, if accessing this data would require the participant to be withdrawn from the study (for example if blinding is broken) please also state this. 
20. The study contains Participant Information Sheets for pregnant participants, the Committee noted that if it is intended to collect data about the child after birth that consent for this must be obtained from the parents after the baby is born, and cannot be obtained in advance. 
21. Please clarify in the Participant Information Sheets how long tissue will be stored for. 
22. The Committee noted that the protocol currently refers to collecting racial origin of participants. However, please use Statistics New Zealand's ethnicity classifications when collecting ethnicity data to ensure the options available are suitable for New Zealand participants. These classifications are: New Zealand European, Maori, Samoan, Cook Islands Maori, Tongan, Niuean, Chinese, Indian, Other (such as Dutch, Japanese, Tokelauan) please state. The information sheet also states race (page 17 main, page 3 genetic), please change to ethnicity.
23. The Committee requested that the Participant Information Sheets are reformatted with an increased font size to improve readability. 
24. The Committee noted that the Participant Information Sheet contains a variety of information that is not important for participants, as well as a large quantity of repetition. Please revise the Participant Information Sheets to ensure they only contain the information that is necessary to inform participants’ decision to participate in the study or not, the Participant Information Sheets exist to inform participants not to protect the sponsor. 
25. Please add a lay study title to the Participant Information Sheet. 
26. Please explain MRD in the Participant Information Sheet. 
27. Please state in each Participant Information Sheet where tissue will be stored and analysed, and clarify length of storage (some say 10 years, some 15). 



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 paragraph 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 Ms Rosemary Abbott and Dr Catherine Jackson.
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	Ethics ref:  
	17/NTA/70 

	 
	Title: 
	CK-101-101: A Study of the Safety and Efficacy of CK-101 in Patients with Advanced Solid Tumours 

	 
	Principal Investigator: 
	Dr Dean  Harris 

	 
	Sponsor: 
	Checkpoint Therapeutics, Inc. 

	 
	Clock Start Date: 
	06 April 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 study is likely to recruit a number of Māori participants due to the prevalence of lung cancer in Māori. 

Summary of ethical issues (resolved)

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

2. The Committee raised concerns about the study drug being sent home with participants. The Committee requested information on the risks associated with this, and how these would be managed. 
3. The Committee raised concerns about this study being an Adaptive Design Umbrella Protocol. Please provide further justification for this study design, and the site experience with such designs. 

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 requested further information on the development history for the study drug as further justification is required to run this kind of Umbrella Protocol. 

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

5. The Committee stated that the Participant Information Sheet is confusing. The Committee stated that there should be separate Participant Information Sheets for each phase of the study to reduce confusion for participants. Additionally, the Committee noted that the Participant Information Sheet for Phase 2 should contain a lot more information on doses, risks, and side effects informed by Phase 1, that cannot yet be known and, therefore, the Participant Information Sheet for Phase 2 can only be finalised following Phase 1. 
6. The Committee expressed that they would not approve a Participant Information Sheet for Phase 2 before some risk data is available from Phase 1 to inform this form, this would require an amendment to be submitted for approval before Phase 2 begins. 
7. Please clarify in the Participant Information Sheet what tests are standard care and which are different. 
8. The Participant Information Sheet indicates in one place that participants will keep taking the study drug as long as it is tolerated, however, another area says that it will not be available indefinitely. Please clarify how long the study drug will be available for. 
9. Please clarify in the Participant Information Sheets how long tissue will be stored for. 
10. The Committee noted that the Participant Information Sheet indicates that blood will be stored for 15 years, but the information sheets for optional testing say that leftover blood will be used. The Committee requested that this is clarified in the Participant Information Sheet as it seems unlikely that the optional testing would not begin until the 15 year period has finished. 
11. Please remove the yes/no tick boxes from the Consent Forms for all statements that are not truly optional, meaning that a participant could select ‘no’ and still participate in the study. 
12. The Future Unspecified Use of Tissue Participant Information Sheet indicates that tissue will only be used for certain tests, however, the Consent Form indicates that tissue could be used for any kind of research. Please clarify this. 

Decision 

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

· The study design should be the one best suited to answer the study question, while minimising harm, maximising benefit and meeting other ethical standards, scientific soundness is also ethically important, projects without scientific merit needlessly expose participants to risk and misuse their time, and waste resources (Ethical Guidelines for Intervention Studies paragraph 5.4-5.5). 
· Please provide further evidence of favourable independent peer review of the study protocol (Ethical Guidelines for Intervention Studies Appendix 1).
· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies paragraph 6.22).

 

	 10  
	Ethics ref:  
	17/NTA/67 

	 
	Title: 
	A study comparing how fast the trial drug inclisiran is processed and cleared by the body, in healthy adults and in adults with reduced kidney function. 

	 
	Principal Investigator: 
	Dr  Richard Robson 

	 
	Sponsor: 
	The Medicines Company 

	 
	Clock Start Date: 
	06 April 2017 

	
	
	CLOSED


 
Dr Richard Robson 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.

Decision 

This application was approved by consensus, subject to the following non-standard conditions:
[bookmark: _GoBack]
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	Ethics ref:  
	17/NTA/68 

	 
	Title: 
	Comparison of the blood levels of two forms of mesalazine tablets in healthy volunteers under fasting conditions 

	 
	Principal Investigator: 
	Dr Noelyn Hung 

	 
	Sponsor: 
	Southern Cross Pharma Pty Ltd 

	 
	Clock Start Date: 
	06 April 2017 


 
Dr Noelyn Hung, Dr Tak Hung, and Linda Folland 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 noted that the Participant Information Sheet included a different ACC compensation statement. The Committee questioned whether this is still at least ACC equivalent compensation. The Researcher confirmed it is still ACC equivalent compensation, additional information has been added for clarity for participants. 
2. The Committee noted that the start date in the application has passed already. The Researcher confirmed this is an error and the study has not started. 

Summary of ethical issues (outstanding)

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

3. Please include HIV in the list of notifiable diseases in the Participant Information Sheet as it is now notifiable.
4. Please revise the contraception section to include contraception information for male participants and to advise them to not donate sperm. 

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 paragraph 6.22).


 
	12  
	Ethics ref:  
	17/NTA/66 

	 
	Title: 
	Comparison of the blood levels of two forms of a combination tablet containing paracetamol/codeine/doxylamine in healthy volunteers under fasting conditions 

	 
	Principal Investigator: 
	Dr Noelyn Hung 

	 
	Sponsor: 
	Medreich Australia Pty Limited 

	 
	Clock Start Date: 
	06 April 2017 



Dr Noelyn Hung, Dr Tak Hung, and Linda Folland 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 all side effects are listed in the Participant Information Sheet. The Researcher confirmed that all main side effects are in the Participant Information Sheet. 
2. The Committee questioned whether participants will be ok to drive when leaving the study site. The Researcher confirmed that they will be. 

Summary of ethical issues (outstanding)

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

3. Please remove the ‘like a flip of a coin’ reference from the Participant Information Sheet. 
4. The Committee noted that the washout period in the protocol and Participant Information Sheet is different. The Researcher confirmed that this a 1 week washout period. Please ensure consistency in study documents. 
5. Please include HIV in the list of notifiable diseases in the Participant Information Sheet as it is now notifiable.
6. Please revise the contraception section to include contraception information for male participants and to advise them to not donate sperm. 
7. Please add information to the Participant Information Sheet about data storage, including where the data will be stored. 
8. Please revise the Participant Information Sheet to ensure it does not suggest that the study may be halted by the sponsor for any reason, in New Zealand it is not acceptable for the study to be stopped for commercial reasons by the sponsor. 

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 paragraph 6.22).

 

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:
	16 May 2017, 01:00 PM

	Meeting venue:
	Novotel Ellerslie, 72-112 Greenlane Rd East, Ellerslie, Auckland



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 5:00pm
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