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		Minutes





	Committee:
	Northern A Health and Disability Ethics Committee

	Meeting date:
	16 May 2017

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



	Time
	Item of business

	1:00pm
	Welcome

	1:05pm
	Confirmation of minutes of meeting of 18 April 2017

	1:30pm
	New applications (see over for details)

	
	 i 17/NTA/84
  ii 17/NTA/80
  iii 17/NTA/81
  iv 17/NTA/93
  v 17/NTA/78
  vi 17/NTA/85
  vii 17/NTA/86
  viii 17/NTA/87
  ix 17/NTA/88
  x 17/NTA/89
  xi 17/NTA/83

	
	Substantial amendments (see over for details)

	
	 i 16/NTA/18/AM03

	6:35pm
	General business:
· Noting section of agenda

	6:45pm
	Meeting ends




	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

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

	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 

	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 
	Apologies 

	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 1:00pm and welcomed Committee members, noting that apologies had been received from Ms Rosemary Abbott.

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 18 April 2017 were confirmed.


New applications 

	1
	Ethics ref:  
	17/NTA/84 

	 
	Title: 
	Study of the Safety And Efficacy of Sofosbuvir/Velpatasvir/Voxilaprevir for 12 Weeks in Subjects who Participated in a Prior Gilead-Sponsored HCV Treatment Study 

	 
	Principal Investigator: 
	Prof Edward Gane 

	 
	Sponsor: 
	Gilead Sciences Pty Ltd 

	 
	Clock Start Date: 
	04 May 2017 


 
Prof Edward Gane and Mrs Kelly Armstrong 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 remain in the room but not participate in the consideration of this application. 

Summary of Study

1. This study involves 6-7 participants from previous Gilead-sponsored HCV treatment studies, who failed treatment, trying another treatment option.  
2. The Committee stated that the Participant Information Sheets are overall well written, reasonable, and clear. 

Summary of ethical issues (outstanding)

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

3. The Committee questioned whether study samples will be destroyed within 7 days. The Researcher explained that this is what the study sponsor has indicated. The Committee noted that in some areas it appears samples will be stored for 10 years and other areas say 7 days. Please revise the Participant Information Sheet to ensure it is clear for participants how long samples will be stored for. 
4. The main Participant Information Sheet mentions Future Unspecified Use of Tissue, please remove this to ensure it is clear for participants exactly what is involved in the main study and what is an optional extra. 
5. The “who will have access to your medical records?” section of the Participant Information Sheet is overly long and complex. The Participant Information Sheet exists to inform participants of what they need to know to make an informed decision about their participation in the study. This section is overly legal focused and should be revised. 
6. The statement “…by signing the consent form you agree that you will not be able to have access to your personal health information related to this study until the study is over” in the Participant Information Sheet is not acceptable. All New Zealand participants have the right to access, and request correction of, information collected about them and signing a study Consent Form cannot remove this right. The Committee suggested that this statement is revised to indicate that although participants can access data collected about them at any time, doing so before the end of the study may cause them to be withdrawn from the study to protect the scientific integrity of the study. The Committee noted that this may not be the case in this study as it is an open label rather than blinded study. 
7. The withdrawal section of the Participant Information Sheet is confusing, please revise this to make it easier for participants to understand. 
8. Please clarify in the Future Unspecified Use of Tissue Participant Information Sheet what this consent is for, such as what kind of testing could be done on the tissue, and whether this uses leftover samples or extra samples. 
9. The information regarding payment in the Future Unspecified Use of Tissue Participant Information Sheet is not relevant, please remove this. 
10. The Future Unspecified Use of Tissue Participant Information Sheet indicates that there are no risks associated with this, however, there are risks of long term storage of data and tissue. Please indicate this in the Participant Information Sheet. 
11. The Committee noted that it was strange in the Future Unspecified Use of Tissue Consent Form to ask participants to initial their decisions to optional aspects. The Committee suggested that this requirement could be removed. 
12. Please ensure the length of storage for data and tissue is accurate in all study documents, and matches between the study protocol and the Participant Information Sheets. 
13. Please clarify in the Participant Information Sheet where data will be stored. 

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 paragraph 6.22).


	 2  
	Ethics ref:  
	17/NTA/80 

	 
	Title: 
	Ribose-cysteine supplementation to improve cardiovascular health 

	 
	Principal Investigator: 
	Professor Sally McCormick 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	04 May 2017 


 
Professor Sally McCormick 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 the effect of a supplement on physiological markers in healthy post-menopausal women. 
2. Participants will have blood samples taken to see if certain markers change during study participation. 

Summary of ethical issues (resolved)

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

3. The Committee discussed the study design with the Researcher and noted that the study title implied that the study will investigate health benefits of the study treatment, however, as this is a phase 1 trial will only be looking at whether participants’ biomarkers change. The Committee requested that the study title is revised to more accurately reflect the aims of the study. 
4. The Committee discussed whether this study is commercially sponsored. The Researcher explained that they have a good working relationship with the manufacturer of the supplement being studied, and that the manufacturer is providing the supplement and a placebo. However, the Researcher and the Committee agreed that as the manufacturer has no control over the study design, no access to study results prior to publishing, and no control over publication that the study is investigator initiated and not being conducted primarily for the benefit of the manufacturer. 
5. The Committee questioned whether the post-menopausal status of participants will be confirmed. The Researcher explained that it will be self-reported. 
6. The Committee questioned whether people could purchase the supplement in New Zealand. The Researcher explained that it is not registered here but can be purchased. 

Summary of ethical issues (outstanding)

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

7. The Committee questioned why men would be excluded from the study. The Committee noted that 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 Researcher explained that this was to reduce variables as the biomarkers being studied are different between men and women. The Committee stated that this may reduce the generalizability of the study results.
8. The Researcher stated that another reason for the exclusion of men is that they feel that women will be easier to recruit for this study. The Committee stated that convenience is not an acceptable reason for discrimination. Please provide more information on the justification for excluding men from this study. Inclusion and exclusion of participants affect the extent to which study findings can be generalised. To contribute to an equitable distribution of study benefits and burdens, investigators should, when practicable, consider including all those who may benefit from the study findings. (Ethical Guidelines for Intervention Studies paragraph 5.27).
9. The Committee questioned what kind of genetic analysis would be conducted. The Researcher explained that they wanted to do a genome wide assessment but do not have the funding for this and the testing will be more targeted. The Committee stated that it must be detailed in the study protocol what genetic tests will be done. 
10. The Committee noted that the study recruitment flyer promotes the study as providing genetic information. The Committee requested that this is removed from the advertising as the study is exploratory in nature and will not provide useful information on participants’ health. The Researcher stated that they may find cardiovascular risk factors that could be relevant for participants’ health. The Committee were sceptical of this claim and questioned how the results would be interpreted and returned to participants. Please detail this in the study protocol. 
11. The Committee questioned whether study samples may be stored for analysis beyond the end of the study. The Researcher explained that they may, in future, find other biomarkers they want to test the samples for. The Committee explained that storing and using tissue beyond the end of a specified research project is considered Future Unspecified Use of Tissue and that there are specific requirements for this, including storing the tissue in a HDEC registered Tissue Bank and using a separate Participant Information Sheet and Consent Form for this. The Committee explained that to approve this they would require further details to be provided and suggested that the Guidelines for the Use of Human Tissue for Future Unspecified Research Purposes and the HDEC Future Unspecified Use of Tissue Participant Information Sheet template are considered. Please also confirm which HDEC registered Tissue Bank will be used for the storage of this tissue, or whether a new Tissue Bank will be established. 
12. The Committee requested more information on what data will be given to the manufacturer of the supplement on adverse events, nothing that it is important to ensure suitable separation from the manufacturer. 
13. The Committee questioned whether the Food Frequency Questionnaire and health questionnaires are standardised tools, as the questions seem open to interpretation. The Researcher explained that the tools they are using have been recommended. The Committee raised concerns about the validity of the results of these questionnaires, given the nature of the questions, and requested further justification for these questionnaires or that standardised questionnaires are used instead. 
14. The Committee requested more information on the kind of incidental findings that may be discovered, and how these results would be interpreted and returned to participants, is included in the study protocol. 

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

15. The Committee suggested that the HDEC Participant Information Sheet template is considered to ensure that all relevant information is contained in the Participant Information Sheet. 
16. Please state on the front page of the Participant Information Sheet that this study is being conducted for a researcher’s PhD. 
17. Please clarify in the Participant Information Sheet what kind of genetic tests will be carried out and whether clinically significant incidental findings could be discovered. Please also clarify whether any incidental findings will be communicated with participants, and how this would be done. 
18. The Participant Information Sheet should indicate near the beginning that the study involves genetic analysis. 
19. Please remove the reference to analysis being done overseas from the Participant Information Sheet as this does not apply to this study. 
20. 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.
21. 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.”
22. Please revise the Participant Information Sheet to remove all jargon and ensure lay friendly terms are used throughout. 
23. Please state clearly in the Participant Information Sheet that this is not a therapeutic study, rather it is exploratory in nature. 
24. Please state in the Participant Information Sheet how long samples will be stored for. 
25. The Committee suggested that the withdrawal section of the Participant Information Sheet is altered to indicate that although participants can access, and request correction of, data collected about them at any time that accessing this data may result in them being withdrawn from the study, to maintain the scientific integrity of the study. 
26. The Committee further suggested that it should be clear in the Participant Information Sheet that data collected up to the point of withdrawal will be retained for the study, to protect the integrity of the study. 
27. Please clearly state in the Participant Information Sheet what tissue samples will be tested for. 

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 and ensure that the study protocol is updated to accurately reflect all study processes. 
· Please provide more information in the Future Unspecified Use of Tissue aspect of the study (Guidelines for the Use of Human Tissue for Future Unspecified Research Purposes).
· Please provide further justification for the inclusion and exclusion criteria. Inclusion of participants in intervention studies must be equitable. Inclusion and exclusion of participants affect the extent to which study findings can be generalised. To contribute to an equitable distribution of study benefits and burdens, investigators should, when practicable, consider including all those who may benefit from the study findings. (Ethical Guidelines for Intervention Studies paragraph 5.26-5.27)

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


	 3  
	Ethics ref:  
	17/NTA/81 

	 
	Title: 
	RATIONAL:Role of Antibiotic Therapy or IVIg on Infections in Haematology 

	 
	Principal Investigator: 
	Dr. Robert  Weinkove 

	 
	Sponsor: 
	Monash University 

	 
	Clock Start Date: 
	04 May 2017 


 
Dr. Robert Weinkove 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 trial seeks to understand whether oral antibiotics can be used instead of IV immunoglobulin (IVIg, a blood product made from human plasma) to reduce the risk of infections in people with blood cancers.
2. The Committee noted that the Participant Information Sheet is overall of a good quality and easy to understand. 

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 identifiable information, including blood culture results, will be sent overseas. The Researcher explained that data would contain date of birth and initials. The Committee stated that it is important that any identifiable data is removed before information is sent overseas. 
4. The Committee questioned whether antibiotics are standard of care. The Researcher explained that there is not really a standard care in New Zealand and there is a lot of variability.  
5. The Committee questioned whether cultural consultation will be obtained for this study. The Researcher confirmed that they have already undertaken this consultation.  
6. The Committee noted that the application form indicated that study data will only be stored for 5 years, however, other study documents said that data would be stored for 10 years as required, this appeared to be an error with the application form. 
7. The Committee questioned whether blood tests would be done routinely to monitor possible risks associated with antibiotic use, and whether participants would be fully informed of these possible risks. The Researcher explained that they often prescribe these antibiotics, for up to 6 months at a time, and as standard practice do not go in to detail about the possible risks. The Committee explained that the requirements for treatment and study participation are different and study participants must be fully informed and this information may impact their decision to participate in the study. 


Summary of ethical issues (outstanding)

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

8. The Committee questioned whether the Data Safety Monitoring Committee has been set up and requested further details. The Researcher explained that it is currently being set up. Please provide details of the Data Safety Monitoring plans (Ethical Guidelines for Intervention Studies paragraph 6.50).

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

9. The Committee noted that standard care, and how this may differ to study participation, is not well explained in the Participant Information Sheet. Please clarify this as much as possible for participants. 
10. The Committee requested that the Participant Information Sheet and Withdrawal Form are revised to ensure it is clear that participants can withdraw verbally and completion of the withdrawal form is not required. 
11. Please add a statement to the Consent Form that participants agree to being involved in the study. 
12. Please offer a lay summary of study results to participants. This option should be explained in the Participant Information Sheet and have a tick-box option in the Consent Form. 
13. Please explain all potential side effects, and expected rates of these, from study treatments in the Participant Information Sheet, including rare side effects. 
14. Please add more information to the Participant Information Sheet on the risks of study treatment in pregnancy and breast feeding, clearly stating that participants should not become pregnant and if they do they will be withdrawn from the study.
15. Please state in the Participant Information Sheet how long study visits are. 

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 details of the Data Safety Monitoring plans (Ethical Guidelines for Intervention Studies paragraph 6.50).

This following information will be reviewed, and a final decision made on the application, by Dr Kate Parker and Ms Toni Millar.

 

 
	4  
	Ethics ref:  
	17/NTA/93 

	 
	Title: 
	Efficacy and safety of long-term treatment with ACH0144471 in PNH patients 

	 
	Principal Investigator: 
	Dr Peter  Browett 

	 
	Sponsor: 
	Clinical Network Services Ltd 

	 
	Clock Start Date: 
	04 May 2017 



Dr Peter Browett and Margaret Joppa 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 audio recordings will be identifiable. The Researcher explained that these are done by a subcontractor of the sponsor and they do not have full details of these.
2. The Committee questioned whether this study involves Future Unspecified Use of Tissue or genetic testing. The Researcher confirmed that it does not and any references to this are an error. The Committee stated that it is important that any reference to these in study documents is removed as this is not approved. 
3. The Committee questioned whether information is intended to be collected on infants born to parents participating in this study. The Researcher indicated that although pregnancy data may be collected data on the infant will not. The Committee stated that if information will be collected on the infant after birth that consent for this cannot be obtained from the parents before the child is born. 

Summary of ethical issues (outstanding)

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

4. The Committee stated that the Participant Information Sheet is repetitive and requested that it is revised to reduce repetition. 
5. The Participant Information Sheet contains information explaining that participants may not know if they are receiving an active treatment, however, this is not relevant and should be removed from the Participant Information Sheet as all participants are receiving an active treatment.
6. Pease clarify in the Participant Information Sheet that the audio recording is done by a third party, whether these will be identifiable, if they will be transcribed, and if they will be sent to the study sponsor. 
7. Please ensure that the vaccines are accurately identified in the Participant Information Sheet.
8. Please clarify in the Participant Information Sheet what tests are being done on participants’ blood and whether these are mandatory. 
9. Please state in the Participant Information Sheet that 42mls of blood is 3tablespoons. 
10. The Participant Information Sheet indicates that there is a risk participants’ data could be given to others without permission, please reword this section as the wording makes it sound like this is a likely or expected outcome. 
11. Please ensure that it is clear in the Participant Information Sheet that all tests on tissue are study specific. 
12. The study protocol indicates that participants must have access to transport and a phone at all times. If this is correct please state this in the Participant Information Sheet. 
13. The Participant Information Sheet is difficult to understand, please revise to improve readability. 
14. The Participant Information Sheet indicates that participants must withdraw in writing, however, verbal withdrawal is acceptable. Please revise the Participant Information Sheet to clarify this. 
15. The Committee noted that the compensation clause in the Consent Form is unusual, although the correct statement is included in the Participant Information Sheet. The Committee suggests that this is revised, possibly to say “I understand the compensation arrangements for this study”.

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 paragraph 6.22).



	5 
	Ethics ref:  
	17/NTA/78 

	 
	Title: 
	Lung response to pressure oscillations 

	 
	Principal Investigator: 
	Prof. Ahmed  Al-Jumaily 

	 
	Sponsor: 
	Institute of Biomedical Technologies  

	 
	Clock Start Date: 
	04 May 2017 



Ruteng Wang 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 seeks to identify an optimal range of pressure oscillation applied in Continuous Positive Airway Pressure (CPAP) treatment. 
2. Usually high pressure is used to give effective relief of sleep apnea, however, this has some risks and may cause discomfort. This study will use superimposed pressure oscillations to investigate whether patients can be effectively treated with lower pressure.
3. The Committee stated that the study seems worthwhile and sensible, however, the study documents need a lot of work, especially the Participant Information Sheet. 

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 participants would be stratified based on BMI. The Researcher explained that although this is a factor in the study it will not be a criteria for organising participants. 

Summary of ethical issues (outstanding)

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

5. Participants need to be able to understand what is involved in study participation, and the study protocol needs to fully detail all aspects of the study. A study protocol should fully describe the objectives, design, methodology, analysis and organisation of a study. All intervention studies should be conducted according to written protocols containing suitable levels of detail (Ethical Guidelines for Intervention Studies paragraph 5.41). If you are uncertain about what should be included in your study protocol the World Health Organization has some useful guidance here: http://www.who.int/rpc/research_ethics/format_rp/en/
6. The Committee questioned how Fisher & Paykel are involved in the study. The Researcher explained that they may be able to use the Fisher & Paykel sleep labs for the overnight stays, and Fisher & Paykel may provide some funding or other support to the study. The Committee stated that they need to know exactly how Fisher & Paykel are involved in the study, including whether they are funding the study. Please also provide information on whether Fisher & Paykel will have access to any study results, control over publication of results, or other involvement in the study. Any potential conflict of interest for the investigators and/or sponsors of the study needs to be declared and steps taken to ensure possible conflicts do not undermine the ethical or scientific integrity of the study. There is a particular need to pay attention to non-therapeutic intervention studies, in which participants receive interventions that are not intended to benefit them. (Ethical Guidelines for Intervention Studies foreword)
7. The Committee stated that it is important to determine whether or not the study is being conducted primarily for the benefit of the manufacturer, as this affects whether participants are eligible for compensation from ACC.  HDECs have a responsibility to check that at least ACC-equivalent compensation is available to participants in clinical trials that are not covered by the accident compensation scheme. (Ethical Guidelines for Intervention Studies paragraph 8.4-8.5). The Committee suggested that if the Researchers are unsure they should contact the HDEC Secretariat to discuss this.
8. The Committee noted that this study is using a standard machine to trial varying pressure profiles, the researchers believe some of these pressure profiles may be an improvement over standard care, however some may be less than standard care, and the Committee noted that there are risks associated with this.  The Researcher confirmed that there are risks, stating that the main risk is that participant may not sleep well and could be tired the following day. The Committee questioned whether there are other, more serious, risks from participation, even if these would be uncommon. The Researcher agreed that some more serious risks are possible. The Committee requested that details of how these risks will be managed are included in the study protocol and Participant Information Sheet. The potential risks of an intervention study must be proportional to the potential benefits (Ethical Guidelines for Intervention Studies paragraph 3.11)
9. The Committee questioned whether participants are being compensated for their time, considering that they must stay overnight for 2 nights at the study site. The Researcher stated that they believe that Fisher & Paykel will compensate participants. The Committee stated that they require details of this, and it must also be included in the Participant Information Sheet. All payments, reimbursements and health services provided to study participants must be disclosed to an ethics committee (Ethical Guidelines for Intervention Studies paragraph 6.36). The Committee noted that if Fisher & Paykel are compensating participants this would seem to indicate that this is a commercially sponsored study, being conducted primarily for the benefit of the manufacturer. The Committee requested that this is discussed with Fisher & Paykel to ensure clarity. 
10. The Committee questioned whether Māori cultural consultation will be obtained for this study. The Researcher explained that Fisher & Paykel can do this review. The Committee requested that this review is undertaken separately from Fisher & Paykel. 
11. The Committee requested further evidence of independent peer review is obtained and provided after a more detailed study protocol is developed (Ethical Guidelines for Intervention Studies Appendix 1).
12. The Committee questioned the process for recruitment. The Researcher explained that they will send the Participant Information Sheet and Consent Form to participants who will bring the signed Consent Form when they meet with the researchers. The Committee requested that the Consent Form is not posted to participants and that an invitation letter is sent to potential participants, and if interested they meet with the researcher who will give them the Participant Information Sheet and Consent Form, and explained them, in person. The participant and researcher are to both sign the Consent Form.  Please ensure the recruitment process is detailed in the study protocol. 
13. Please provide further information on study safety parameters and how these will be managed. 
14. The Committee questioned the saliva component of the study. The Researcher explained that this is a colleague’s research focus and it seemed sensible to run the studies together. The Committee explained that as this appears to be a separate study, which should have its own aims, protocol, Participant Information Sheets, and Consent Forms that this should be submitted as a separate application by the lead investigator for that study. 
15. The Committee noted that quality of life is a study objective, however details of how this will be assessed have not been provided. Please clarify how this will be measured, if this is with a questionnaire please ensure this is provided. 
16. 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.
17. The Committee expressed disappointment that the student’s PhD supervisor has not been more involved in the process of developing this application and submitting it for HDEC review. The Committee stated that they expect supervisors to be available to support students and check the suitability of study documents before they are submitted. 

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

18. The Committee stated that the Researcher gave a good explanation of the study in person at the meeting, however, the study is not well explained in the Participant Information Sheet. Please revise the explanation in the Participant Information Sheet.
19. Please consider the HDEC Participant Information Sheet template when revising this form and ensure that all required information is included in the Participant Information Sheet. 
20. Please state in the Participant Information Sheet that participants will not benefit from study participation, although the results may benefit people with sleep apnea in future. 
21. Please ensure that a suitable ACC compensation statement is included in the Participant Information Sheet. The correct statement will depend on whether the study is being conducted principally for the benefit of the manufacturer of the product being tested. The suggested statements are: “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.” Or “If you were injured as a result of treatment given as part of this study, which is unlikely, you won’t be eligible for compensation from ACC.  However, compensation would be available from the study’s sponsor, [x], in line with industry guidelines.  We can give you a copy of these guidelines if you wish.  You would be able to take action through the courts if you disagreed with the amount of compensation provided. If you have private health or life insurance, you may wish to check with your insurer that taking part in this study won’t affect your cover.”

Decision 

This application was 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 form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies paragraph 6.22).
· The study protocol needs to fully detail all aspects of the study. A study protocol should fully describe the objectives, design, methodology, analysis and organisation of a study. All intervention studies should be conducted according to written protocols containing suitable levels of detail (Ethical Guidelines for Intervention Studies paragraph 5.41). The Committee noted their expectation that this is reviewed by the researcher’s supervisor to ensure it is up to the appropriate standard. 
· Please provide more detail about the relationship of Fisher and Paykel to the study. Any potential conflict of interest for the investigators and/or sponsors of the study needs to be declared and steps taken to ensure possible conflicts do not undermine the ethical or scientific integrity of the study. There is a particular need to pay attention to non-therapeutic intervention studies, in which participants receive interventions that are not intended to benefit them. (Ethical Guidelines for Intervention Studies foreword)
· If cover under the Accident Compensation Act 2001 will be excluded for the intervention study, investigators and study sponsors have responsibilities to ensure alternative compensation cover for study participants to at least ACC-equivalent standard. HDECs have a responsibility to check that at least ACC-equivalent compensation is available to participants in clinical trials that are not covered by the accident compensation scheme. (Ethical Guidelines for Intervention Studies paragraph 8.4-8.5)
· The potential risks of an intervention study must be proportional to the potential benefits (Ethical Guidelines for Intervention Studies paragraph 3.11)
· All payments, reimbursements and health services provided to study participants must be disclosed to an ethics committee (Ethical Guidelines for Intervention Studies paragraph 6.36).

 

	 6  
	Ethics ref:  
	17/NTA/85 

	 
	Title: 
	Comparison of the blood levels of two forms of dofetilide 0.5 mg capsules in healthy volunteers under fasting conditions 

	 
	Principal Investigator: 
	Dr Noelyn Hung 

	 
	Sponsor: 
	Douglas Pharmaceuticals America Ltd 

	 
	Clock Start Date: 
	04 May 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 decided to consider 17/NTA/85 and 17/NTA/86 together as they pose the same ethical concerns. 
2. The Committee noted that studies from these applicants usually are of a high quality, however, this study raised some questions. 
3. The Committee noted that Tikosyn is no longer approved for use in New Zealand. The Committee questioned why this drug will be trialled in healthy New Zealand volunteers when the study drug is not expected to be used in New Zealand, as it is a generic alternative to Tikosyn. The Researcher explained that the study is being conducted for FDA registration for the study drug. The Committee expressed concerns that this study poses risk to New Zealanders without the expectation of any benefit to New Zealanders. In an intervention study the risks of the study should be reasonable in light of the expected benefits (Ethical Guidelines for Intervention Studies paragraph 4.12). 
4. The Committee noted that Tikosyn is not used in many countries as it has rare but significant side effects, including the risk of sudden death. The Committee questioned whether the proposed monitoring is suitable. The Researcher explained that they believe they have suitable safety monitoring as participants will be monitored for 24 hours after dosing. The Committee questioned the half-life of the study drugs. The Researcher stated that it is 2-3 hours. The Committee agreed that the monitoring arrangements are suitable. 
5. For future applications please ensure a suitable Investigators Brochure is provided for the study drug being tested, as per the HDEC Standard Operating Procedures. 

Summary of ethical issues (outstanding)

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

6. Please clarify the monitoring arrangements in the Participant Information Sheet. 
7. Please clarify in the Participant Information Sheet what the study drugs do and what they are intended to be used for. 
8. Please clearly state in the Participant Information Sheet that the drug is not used in New Zealand and the study is for US licencing rather than for any New Zealand application. 
9. The Committee requested that the Participant Information Sheet is revised to improve lay readability, including revision of the inclusion criteria section. 

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 paragraph 6.22).


	 7  
	Ethics ref:  
	17/NTA/86 

	 
	Title: 
	Comparison of the blood levels of two forms of dofetilide 0.5 mg capsules in healthy volunteers under fed conditions 

	 
	Principal Investigator: 
	Dr Noelyn Hung 

	 
	Sponsor: 
	Douglas Pharmaceuticals America Ltd 

	 
	Clock Start Date: 
	04 May 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 decided to consider 17/NTA/85 and 17/NTA/86 together as they pose the same ethical concerns. 
2. The Committee noted that studies from these applicants usually are of a high quality, however, this study raised some questions. 
3. The Committee noted that Tikosyn is no longer approved for use in New Zealand. The Committee questioned why this drug will be trialled in healthy New Zealand volunteers when the study drug is not expected to be used in New Zealand, as it is a generic alternative to Tikosyn. The Researcher explained that the study is being conducted for FDA registration for the study drug. The Committee expressed concerns that this study poses risk to New Zealanders without the expectation of any benefit to New Zealanders. In an intervention study the risks of the study should be reasonable in light of the expected benefits (Ethical Guidelines for Intervention Studies paragraph 4.12). 
4. The Committee noted that Tikosyn is not used in many countries as it has rare but significant side effects, including the risk of sudden death. The Committee questioned whether the proposed monitoring is suitable. The Researcher explained that they believe they have suitable safety monitoring as participants will be monitored for 24 hours after dosing. The Committee questioned the half-life of the study drugs. The Researcher stated that it is 2-3 hours. The Committee agreed that the monitoring arrangements are suitable. 
5. For future applications please ensure a suitable Investigators Brochure is provided for the study drug being tested, as per the HDEC Standard Operating Procedures. 

Summary of ethical issues (outstanding)

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

6. Please clarify the monitoring arrangements in the Participant Information Sheet. 
7. Please clarify in the Participant Information Sheet what the study drugs do and what they are intended to be used for. 
8. Please clearly state in the Participant Information Sheet that the drug is not used in New Zealand and the study is for US licencing rather than for any New Zealand application. 
9. The Committee requested that the Participant Information Sheet is revised to improve lay readability, including revision of the inclusion criteria section. 

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 paragraph 6.22).
 

	 8  
	Ethics ref:  
	17/NTA/87 

	 
	Title: 
	ES-SCLC KEYNOTE- 604 

	 
	Principal Investigator: 
	Dr Dean HARRIS 

	 
	Sponsor: 
	Merck Sharp & Dohme (Australia) Pty Limited 

	 
	Clock Start Date: 
	04 May 2017 


 
Dr Dean Harris and Anu Nehara 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. The Committee questioned whether a closed session was requested for this application. The Researcher explained that this is a mistake and this application does not need to be considered in a closed session. 

Summary of ethical issues (resolved)

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

2. The Committee stated that the participant facing documents for this study must be revised as they do not contain enough information for participants. The Researcher responded that they are concerned about including too much information and the level of detail being challenging for participants. The Committee explained that the Participant Information Sheet must contain all information that a potential participant would need to know to make an informed decision to participate in the study. 
3. The Committee stated that identifiable information should not be sent to the study sponsor. 
4. The Committee questioned whether questionnaires are completed electronically by participants from home, or with a researcher at a study visit. The Researcher explained that the participants will complete these at study visits. The Committee noted that some of the questions may require follow up, for example if participants report severe depression. 
5. The Committee questioned whether there was a better way to confirm survival rather than 8 weekly phone calls. The Researcher explained the need for this method. 

Summary of ethical issues (outstanding)

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

6. Please provide suitable evidence of CI indemnity. 

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

7. Please revise the Participant Information Sheet to remove typographical and formatting errors. 
8. Please clarify in the Participant Information Sheet what is involved for study participants, including how many study visits are involved, how long these are, and what participants need to do in the study. 
9. Please put a lay-friendly table of study visits in the Participant Information Sheet. 
10. Please be clear in the Participant Information Sheet that this study involves 35 treatment cycles. 
11. Please be clear in the Participant Information Sheet how long participants who are randomised to the placebo arm will not receive treatment for. 
12. The Committee stated that page 3 of the Participant Information Sheet is especially confusing, please ensure this page is revised. 
13. Please ensure abbreviations are not used in the Participant Information Sheet or are explained the first time they are used. 
14. The Participant Information Sheet currently indicates that the study could be halted by the sponsor for commercial reasons, however, this is not considered an acceptable reason to halt a study in New Zealand. Please remove this statement from the Participant Information Sheet. 
15. Please revise the Participant Information Sheet to indicate that participants can withdraw from the study verbally and written withdrawal is not required. 
16. Please clarify in the Participant Information Sheet that identifiable information will not be sent to the study sponsor, but may be sent to the monitor.
17. Please clarify in the Participant Information Sheet until what point participants’ health information could be accessed for research. 
18. Please provide contact details for an appropriate Māori cultural support person in the Participant Information Sheet. 
19. Please clarify in the Participant Information Sheet whether tumour imaging in the study is additional to standard care.  
20. Please clarify in the Future Unspecified Use of Tissue Participant Information Sheet what samples could be used for. 
21. Please provide more information in the Future Unspecified Use of Tissue Participant Information Sheet about any possible genetic analysis and how long samples could be stored for. 
22. Please state in the Future Unspecified Use of Tissue Consent Form that participants will not be informed of, or give consent to, each use of their tissue. 
23. Please clarify in the Participant Information Sheets whether participants can withdraw their samples at a later time, noting that this would require the samples to be identifiable. 
24. Please remove the statement on page 4 of the Participant Information Sheet relating to a need to sign another consent form, this does not apply in New Zealand. 
25. Please state earlier in the Participant Information Sheet that a biopsy is required for the study. 
26. Please clearly state in the Participant Information Sheet the purpose of the study and that participants have a 50% chance of getting an additional study drug above standard care. 
27. Please ensure that all study procedures are explained in 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 provide suitable evidence of CI indemnity. 

This following information will be reviewed, and a final decision made on the application, by Dr Catherine Jackson and Dr Brian Fergus.
 

	 9  
	Ethics ref:  
	17/NTA/88 

	 
	Title: 
	Ranger II SFA 

	 
	Principal Investigator: 
	Associate Professor Andrew Holden 

	 
	Sponsor: 
	Boston Scientific Pty. Ltd 

	 
	Clock Start Date: 
	04 May 2017 


 
Miss Helen Knight and Dr Andrew Holden were 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 participants with hardening of the thigh arteries. These patients are traditionally treated with balloon angioplasty, but there are issues with a re-narrowing of the arteries. 
2. Previous studies have found that drug coated balloons are better than standard balloons. However, these studies have looked at shorter, easier to treat lesions, and this study is investigating whether drug coated balloons are also more effective in longer, more realistic, lesions. 
3. Participants in this study are randomised 3 to 1, and are more likely to receive the drug coated balloon. 
4. In addition to randomised study treatment, participation also involves additional to standard care follow up.
5. The Committee commended the quality of the Participant Information Sheet and stated that the peer review is better than with previous applications. 

Summary of ethical issues (resolved)

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

6. The Committee questioned whether the researchers were involved in the first-in-man study of this device and asked for information on their results. The Researcher explained that they were not involved in that particular study but have seen the first year results and it is looking promising.
7. The Committee questioned if there is any information on how long the drug coating helps prevent re-narrowing. The Researcher explained that other trials of drug coated stents show patency advantage long after the drug has gone from the stent. 
8. The Committee questioned whether there are risks of punctures from this procedure. The Researcher explained that the study treatment is expected to have complication rates similar to, or lower than, standard care. 
9. The Committee questioned whether the sub-study is being conducted in New Zealand. The Researcher confirmed that it is not. 
10. The Committee questioned format of the walking questionnaire submitted is correct, the format is it is different to that submitted for other studies. The Researcher explained that the questionnaire is provided by the sponsor and can slightly differ between studies. 
11. The Committee questioned when participants will be unblinded. The Researcher explained that they are hoping to unblind participants at 12 months. 
12. The Committee questioned whether participants can access their medical records at any time. The Researcher confirmed that they can. 
13. The Committee questioned whether any incidental findings could be found during the study. The Researcher stated that they do not expect any. 
14. The Committee questioned whether the study posed any risk to pregnancy, as the Participant Information Sheet requires participants to not get pregnant or impregnate someone while in the study, even though participation lasts for a number of years. The Researcher stated that they did not expect the study device to pose any issues relating to pregnancy.

Summary of ethical issues (outstanding)

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

15. Please remove the requirement to not become pregnant or impregnate anyone from the Participant Information Sheet.
16. Please ensure that the HDEC is referred to as a national, rather than regional, ethics committee in the Participant Information Sheet.
17. Please revise the Participant Information Sheet to remove typographical errors. 
18. Please remove the yes/no 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. 
19. The Committee stated that the normal standard of care table in the Participant Information Sheet is good.
20. Please add a statement to the Consent Form stating that the participant agrees to participate in the study. 

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 paragraph 6.22).


	 10  
	Ethics ref:  
	17/NTA/89 

	 
	Title: 
	TOBA II - BTK 

	 
	Principal Investigator: 
	Associate Professor Andrew Holden 

	 
	Sponsor: 
	Intact Vascular, Inc. 

	 
	Clock Start Date: 
	04 May 2017 


 
Miss Helen Knight and Dr Andrew Holden were 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. When patients’ arteries are treated with balloon angioplasty sometimes the artery becomes injured and this interferes with blood flow. In this situation a stent is inserted, however, there are a number of issues with the use of standard stents. 
2. This study investigates whether a number of small stents can avoid the problems associated with traditional stents. 
3. The first-in-man study found that the study stents are effective and safe in the short and medium term, this is a larger multicentre study on these stent tacks. 
4. Participants will provide informed consent before standard care surgery to treat the narrowing of their arteries, then if their arteries are damaged during this standard care treatment the study protocol will apply and they will receive the study stent. 

Summary of ethical issues (resolved)

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

5. The Committee questioned why the study does not involve a comparator stent. The Researcher explained that for the purposes of this study this is not necessary and may be done for future studies. 
6. The Committee questioned whether identifiable health information will be sent overseas as part of this study. The Researcher confirmed that it will not. 
7. The Committee questioned whether the study could be stopped by the sponsor for commercial reasons. The Researcher confirmed that it would not be. 
8. The Committee questioned whether this study involves withholding standard care from participants. The Researcher explained that it depends on how you look at it, but in their view it does not.
9. The Committee questioned whether participants may be in a rush to consent, given that enrolment is on a first-in-first-served basis. The Researcher explained that participants will have plenty of time to consider the study. 
10. 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 questioned how long follow up is for this study and whether it is suitable. The Researcher explained that most studies have a 12 month follow up period and this study has a longer, 3 year, follow up period.  
12. The Committee questioned whether ethical approval has been obtained in any other countries yet. The Researcher stated that they believe New Zealand will be the first. 
13. The Committee questioned whether the Data Safety Monitoring Committee has been set up yet. The Researcher explained that the details are still being finalised but it will be complete before the study starts. 
14. The Committee questioned whether the study posed any risk to pregnancy, as the Participant Information Sheet requires participants to not get pregnant or impregnate someone while in the study, even though participation lasts for a number of years. The Researcher stated that they did not expect the study device to pose any issues relating to pregnancy.

Summary of ethical issues (outstanding)

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

15. Please remove the requirement to not become pregnant or impregnate anyone from the Participant Information Sheet.
16. The Committee requested that a standard of care table, similar to what is included with 17/NTA/88, is added to the Participant Information Sheet for this study. 
17. Please add more information on study specific risks to the Participant Information Sheet. 
18. Please include the expected rates of participants meeting the study inclusion criteria in the Participant Information Sheet. 
19. Please add a picture and/or diagram of the study device to the Participant Information Sheet.
20. Please state in the Participant Information Sheet how long study data will be stored for. 
21. Please add a statement to the Consent Form that medical images will be sent overseas for analysis. 
22. Please ensure that the study documents use a consistent name to refer to the study device. 
23. Please add a statement to the Consent Form stating that the participant agrees to participate in the study. 

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 paragraph 6.22).

 

	11  
	Ethics ref:  
	17/NTA/83 

	 
	Title: 
	EMBO-FIH 

	 
	Principal Investigator: 
	Associate Professor Andrew Holden 

	 
	Sponsor: 
	Shape Memory Medical Inc 

	 
	Clock Start Date: 
	04 May 2017 



Miss Helen Knight and Dr Andrew Holden were 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 investigates a new device to block arteries that the researchers hope will avoid some of the issues associated with existing devices. 
2. The Researcher explained that they do a number of first-in-human device trials and for this kind of device it is easier as if the device does not work they can tell at the time of inserting it and insert a standard device behind the study device. 
3. The study device has potentially minor but relevant advantages to standard care. 
4. The Committee commended the quality of the Participant Information Sheet. 

Summary of ethical issues (resolved)

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

5. The Committee questioned whether the procedure is acute or elective. The Researcher explained that it can be both, but in this study only patients having an elective procedure will be eligible for participation to allow them to provide informed consent. 
6. The Committee questioned whether participants will have imaging additional to standard care. The Researcher explained that imaging for the study is the same as standard care. 
7. The Committee questioned whether the peer reviewer’s comments regarding exclusion criteria were considered. The Researcher confirmed that these comments were considered. 
8. The Committee questioned whether the study device could disintegrate. The Researcher explained that the components of the device are commonly used and should not pose any issues.  
9. The Committee questioned whether participants could be allergic to the study device. The Researcher stated that they do not expect so as the components are well used without issue. 
10. The Committee questioned whether the study posed any risk to pregnancy, as the Participant Information Sheet requires participants to not get pregnant or impregnate someone while in the study, even though participation lasts for a number of years. The Researcher stated that they did not expect the study device to pose any issues relating to pregnancy.



Summary of ethical issues (outstanding)

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

11. Please remove the requirement to not become pregnant or impregnate anyone from the Participant Information Sheet.
12. Please state in the Participant Information Sheet that medical imaging could be sent overseas. 
13. Please explain in the Participant Information Sheet what will happen if the study treatment does not work. 
14. Please state where study data will be stored in the Participant Information Sheet.
15. Please remove the yes/no 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. 
16. Please add a statement to the Consent Form stating that the participant agrees to participate in the study. 
17. Please state in the Participant Information Sheet what the study device is made of. 
18. Please state in the Participant Information Sheet that the coil stays in place so allow the device to be located in imaging. 

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 paragraph 6.22).

 


Substantial amendments

	1  
	Ethics ref:  
	16/NTA/18/AM03 

	 
	Title: 
	Evaluating the addition of Regional Analgesia to r 

	 
	Principal Investigator: 
	Dr Tin Chiu 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	16 May 2017 


 
Dr Tin Chiu and Ms Davina McAllister 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 Amendment

1. This amendment involves the addition of non-consenting participants to this intervention study.

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 what kind of non-consenting participants are proposed to be recruited for this study. The Researcher explained that patients with delirium will remain excluded from the study but they propose to allow enrolment of patients with existing cognitive impairment, such as dementia. 

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 recruitment of participants unable to provide informed consent is in line with Right 7(4) of the HDC Code of Rights, including that it is in the best interests of the participants and that their views, and/or the views of other suitable persons, will be taken in to account regarding study participation. The Researcher explained that they have developed a form for obtaining the views of the family and friends of participants regarding whether the participant would want to participate in the study if they could provide consent, in line with Right 7(4). Additionally, a form has been developed to record the enrolment of participants who cannot consent to help ensure it is done in line with Right 7(4). The Committee accepted the process for obtaining the views of the family and friends of participants is suitable. The Committee stated that further information would need to be provided regarding how the views of the participant themselves would be obtained about study participation, even if the participant is unable to provide consent. 
4. The Committee questioned whether study participation is expected to be in the best interests of study participants, as required by Right 7(4) of the HDC Code of Rights. The Researcher explained that they believe that study participation is in the best interest of participants as they will get significantly more monitoring than standard care, and this increased monitoring could lead to more prompt and suitable care. The Committee expressed scepticism in this kind of inclusion benefit and stated that if the monitoring was important for the health of patients they should receive this as part of standard care. The Researcher agreed but explained that the funding for this kind of monitoring is not available, although they feel it would improve care. The Committee accepted that study participation may be in the participant’s best interests. 
5. The Committee explained that in addition to requiring that the inclusion of non-consenting participants is in line with New Zealand laws, such as Right 7(4) of the HDC Code of Rights, they must also consider whether this amendment meets ethical guidelines. 
6. The Committee stated that all participants in this study are vulnerable, especially those unable to provide informed consent, and raised paragraph 5.30 of the Ethical Guidelines for Intervention Studies. 
· Vulnerable people should have the opportunity to be included in high-quality studies on questions that might affect their health, taking the following into account.
· The study should ask questions that matter to the participant’s community, and the answers should benefit the community.
· Studies should not be performed with vulnerable groups if they can be adequately performed with other groups.
· Where a study with a vulnerable group is conducted, it should involve the least vulnerable people in that group (eg, older rather than younger children).
· Intervention studies should be conducted only if the risk to vulnerable people is at an acceptable minimum. 
· Study participation should be a matter of free and informed decision-making by study participants wherever possible. (See also the Code of Rights, Right 7(2) and (3))
7. The Committee considered each of these points. 
8. First, the study should ask questions that matter to the participant’s community, and the answers should benefit the community. The Committee agreed that this appears to be an important study and the results could benefit the participants’ community. 
9. Second, studies should not be performed with vulnerable groups if they can be adequately performed with other groups. The Committee questioned whether this study could be conducted in participants having elective hip replacement surgery, instead of patients with hip fractures, as the elective patients are not generally considered vulnerable. The Researcher explained the reasons the study could not be done in patients having elective hip surgery, primarily that there are very low rates of post-operative delirium in these patients. The Committee accepted this explanation. 
10. Third, where a study with a vulnerable group is conducted, it should involve the least vulnerable people in that group. The Committee questioned why the researchers want to expand their study to include non-consenting participants, a more vulnerable group. The Researcher explained that they had been unable to recruit enough participants when being restricted to only approaching participants able to consent. The Committee did not accept that convenience, or ease of recruitment, was sufficient reason to recruit this more vulnerable group. The Committee stated that they have not been provided enough evidence to believe that the study would not provide reliable results with only recruiting consenting participants, as this was initially the feasibility study approved. Therefore, the Committee believed that the study could be conducted solely in the less vulnerable participants, those able to provide informed consent, and does not meet this ethical guideline
11. Fourth, intervention studies should be conducted only if the risk to vulnerable people is at an acceptable minimum. The Committee questioned whether the study posed increased risk to participants, such as an increased risk of falls. The Researcher explained that previous studies in other surgeries, such as knee surgery, did not find an increased risk of falls. The Committee accepted that there are expected benefits of the study and minimal risk from participation. 
12. Fifth, Study participation should be a matter of free and informed decision-making by study participants wherever possible. The Committee questioned the reason that not enough participants are providing informed consent, given that they estimate that 100 eligible patients, who could provide informed consent, will present at the study site annually and the study only requires 50 participants. The Researcher explained that they have been avoiding approaching anxious or overly stressed patients as they do not want to overly burden these patients. The Committee stated that this does not seem like an acceptable reason to justify approaching patients unable to provide informed consent, noting that these patients may also be anxious or stressed. The Committee stated that it is their view that this study could be performed with less vulnerable participants, namely those able to provide informed consent, and that this guideline is not met by the study.
13. The Researcher also stated that many potential participants they did approach were not interested in participating due a stigma associated with delirium, or due to perceptions that they may have their ongoing or long term care adversely effected by being diagnosed with delirium. The Committee raised concerns about this, stating that it is not acceptable to enrol participants unable to provide informed consent in a study because potential consenting participants have refused to participate. The Committee stated that it may be advisable to re-think the informed consent process to improve enrolment success, given that even participants unable to provide informed consent must still be informed about the study and have their views taken in to account. 
14. The Committee questioned how it was currently being determined which potential participants could provide informed consent. The Researcher explained that the research nurse would consult the patient’s notes and speak to their nurses to determine if they are able to provide informed consent. The Committee stated that it is not sufficient to rely on the nurses’ feelings or views, and that an official diagnosis or standardised test, should be used. The Committee stated that all potential participants should be offered the chance to consent to enrolment in the study and that in line with Right 7(2) of the HDC Code of Rights they should be presumed competent unless reasonable grounds to the contrary exist. The Committee was concerned that not all potential participants able to provide informed consent are being approached, and this could be contributing to low rates of recruitment. The Committee further noted that, if they were to approve the inclusion of participants unable to provide informed consent, an acceptable process for determining capacity to consent would need to be detailed in the study protocol. Right 7(2) states: Every consumer must be presumed competent to make an informed choice and give informed consent, unless there are reasonable grounds for believing that the consumer is not competent. 
15. The Committee raised concerns about participants potentially being exploited for the purposes of the study. The Committee noted that the cover letter for this amendment provided a good response to this potential concern. 
16. The Committee noted that lack of time to obtain informed consent had been raised as a factor for this study. The Committee stated that the addition of participants unable to provide informed consent would not avoid this issue as the study would still need to be discussed with potential participants and their families and this is likely to take at least as much time as recruiting a participant able to provide their own informed consent. 
17. The Committee stated their view that the study could be conducted with participants able to provide informed consent, although this may require a modification of the current consent process given the low rates of recruitment to date. The Committee further stated that the addition of participants unable to provide informed consent is also unlikely to avoid the issues currently posed by recruitment for this study, including that potential participants are unwilling to be involved, and a lack of time in which to approach participants regarding the study. 
18. The Committee noted that this is a feasibility study and it may be that the study is simply not feasible, given the issues with recruitment, and that significantly changing the study protocol to make the study feasible could undermine the purposes of conducting a feasibility study. The Committee questioned whether other changes to the study design could make it more feasible. The Researcher explained that they have considered adding more study sites or staff but do not have the funding for this and logistically it would not be feasible. The Committee stated that these options should be considered more carefully. 

Decision 

This application was declined by vote, with 4 for and 2 against, and Dr Brian Fergus and Ms Toni Millar dissenting, as the Committee did not consider that the study would meet the following ethical standards.

· The Committee stated that in their view this amendment to include participants unable to provide informed consent does not meet paragraph 5.30 of the Ethical Guidelines for Intervention studies. Specifically, the following sub-points: 
· where a study with a vulnerable group is conducted, it should involve the least vulnerable people in that group, and, 
· Study participation should be a matter of free and informed decision-making by study participants wherever possible.

 


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:
	20 June 2017, 01:00 PM

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



3. Problem with Last Minutes

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

The meeting closed at 6:45pm.
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