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		Minutes





	Committee:
	Central Health and Disability Ethics Committee

	Meeting date:
	22 August 2017

	Meeting venue:
	Room GN.6, Ground Floor, Ministry of Health, 133 Molesworth Street, Wellington



	Time
	Item of business

	12:00pm
	Welcome

	12:10pm
	Confirmation of minutes of meeting of 25 July 2017

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

	
	 i 17/CEN/148         
ii 17/CEN/160        
 iii 17/CEN/154       
 iv 17/CEN/155       
 v 17/CEN/157        
 vi 17/CEN/158       
 vii 17/CEN/149      
viii 17/CEN/164     
 ix 17/CEN/165       
 x 17/CEN/166        

	4:55pm
	General business:
· Noting section

	5:00pm
	Meeting ends




	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

	Mrs Helen Walker 
	Lay (consumer/community perspectives) 
	01/07/2015 
	01/07/2018 
	Present 

	Dr Angela Ballantyne 
	Lay (ethical/moral reasoning) 
	30/07/2015 
	30/07/2018 
	Present 

	Mrs Sandy Gill 
	Lay (consumer/community perspectives) 
	30/07/2015 
	30/07/2018 
	Present 

	Dr Patries Herst 
	Non-lay (intervention studies) 
	27/10/2015 
	27/10/2018 
	Present 

	Dr Dean Quinn 
	Non-lay (intervention studies) 
	27/10/2015 
	27/10/2018 
	Present 

	Dr Cordelia Thomas 
	Lay (the law) 
	20/05/2017 
	20/05/2020 
	Present 

	Dr Melissa Cragg 
	Non-lay (observational studies) 
	30/07/2015 
	30/07/2018 
	Present 

	Dr Peter Gallagher 
	Non-lay (health/disability service provision) 
	30/07/2015 
	30/07/2018 
	Apologies 


 

Welcome

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

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 25 July 2017 were confirmed.


New applications 


	 1  
	Ethics ref:  
	17/CEN/148 

	 
	Title: 
	fliGHt 

	 
	Principal Investigator: 
	Prof Paul Hofman 

	 
	Sponsor: 
	Pharmaceutical Solutions Ltd 

	 
	Clock Start Date: 
	10 August 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 (resolved)

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

1. The Committee noted that the possible cultural issue of whakamā, or shame, was not well addressed in the application form. For future applications please ensure that this is addressed. 

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 the potential participants for this study have already been identified. Some areas in the application indicate that there will be only 3 participants, while the Participant Information Sheet states there will be up to 10 participants. Please clarify how many participants are intended to be recruited and ensure that all study documents accurately reflect this. 

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

3. The Participant Information Sheet indicates that participants may be able to continue receiving the study drug after the end of the study. Please clarify the criteria for this. 
4. Please state in risk section of the Participant Information Sheet that the study drug may have reduced efficacy compared to standard care.
5. Please clarify in the Participant Information Sheet which doctor the participants should talk to if they experience side effects. The Committee stated that some side effects may require participants to seek urgent medical care and not only contact the study doctor, please ensure this is clear in the Participant Information Sheet. 
6. Please indicate in the Participant Information Sheet that if participants experience a severe allergic reaction they should call 111. 
7. In the Participant Information Sheet it states that the eye exam may cause participants to experience double vision, however blurred vision seems more likely. Please clarify this in the Participant Information Sheet.
8. Please clarify in the Participant Information Sheet where tissue samples will be sent overseas. 
9. The Committee noted that parents are participants in this study as they will be asked to provide information on how treatment affects them. This means that parents need to be provided with an information sheet and consent form  for their participation, as well as an information sheet and Consent Form to consent for their child’s participation (as appropriate).
10. A re-consent form is required for all participants who did not initially provide their own consent to study participation but turn 16 during their study participation.
11. Please ensure all of the necessary information sheets, consent forms, and assent forms are clearly labelled. This includes an information sheet and consent form for parents as participants, as well as the 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, a very simple information sheet and assent form for young children that should very simply explain their participation in the study, and a re-consent form for participants who were too young to provide informed consent at the time of enrolment but reach the age of 16 during the study. Guidance on assent can be found at http://ethics.health.govt.nz/guidance-materials/assent-guidance.
12. The Participant Information Sheet indicates that parents are expected to inform the child’s partner of the need to prevent pregnancy and that the parents will be responsible for this. The Committee stated that this is not acceptable and if participants are sexually active they must be informed and responsible for preventing pregnancy. Please revise the information sheets to reflect this. 
13. The Participant Information Sheet for parents indicates that leftover blood will be used to do pregnancy testing. Please revise this to ensure that participants are informed of the pregnancy testing requirement and provide consent/assent or this. 
14. The child information sheet talks about ‘something missing from your body’, please revise this kind of wording to be nicer and not worry the children. 
15. Please clearly state in the Participant Information Sheets whether participants can go back on standard care after the study. 
16. Please revise the small child information sheet to replace ‘playing’ with ‘talking’ as these children will understand the difference and talking is more accurate. 
17. Please revise the small child information sheet to ensure that the words used are child friendly, for example ‘telling’ should be used instead of ‘informing’.
18. The child information sheets should only include the short study title ‘FliGHt’.
19. The information sheets switch between ‘mom’ and ‘mum’, please use ‘mum’ to be New Zealand appropriate. 
20. Patient diary needs to be submitted for ethical review and approval

Decision 

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

· Please clarify the number of participants in this study and whether the potential participants have already been identified. 
· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).

This following information will be reviewed, and a final decision made on the application, by Dr Dean Quinn and Mrs Helen Walker. 


	2  
	Ethics ref:  
	17/CEN/160 

	 
	Title: 
	Chronic Hepatitis B  

	 
	Principal Investigator: 
	Dr Richard  Stubbs 

	 
	Sponsor: 
	Qilu Pharmaceutical Co., LTD  

	 
	Clock Start Date: 
	10 August 2017 



Dr Richard Stubbs 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.

Dr Dean Quinn declared a potential conflict of interest, and the Committee decided to allow him to remain in the room but not participate in the consideration of this application. 

Summary of Study

1. This is an open label dose escalation study for a new Hepatitis B treatment, investigating the safety and preliminary efficacy of the study drug. 
2.  The Committee noted that the Participant Information Sheet is overall well written.

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 how any clinically significant findings would be handled. The Researcher explained that they would discuss these with the participant in person if possible, but depending on the nature of the finding they may inform the participant by phone or letter if suitable.  

Summary of ethical issues (outstanding)

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

4. Please add a lay title to the Participant Information Sheet.
5. Please add a table to the Participant Information Sheet detailing all of the study visits. 
6. Please clarify in the Participant Information Sheet that participants need to come to Wellington for the overnight clinic visits, and that they will not need to pay for the flights. 
7. Please remove the reference to the legally acceptable representative from the Consent Form as this does not apply in New Zealand. 
8. The study advertising does not include much information about the study and states that participants will be ‘helping to investigate…’, however rephrasing this to indicate that participants will be ‘involved in a study that investigates…’ would be more appropriate. 
9. Please revise the Participant Information Sheet to reduce repetition, for example the contraception information and information on if participant do not complete all study visits are both included twice. 
10. Please ensure that a suitable ACC statement is included in the Participant Information Sheet. The Committee suggested the following statement: “If you were injured as a result of treatment given as part of this study, which is unlikely, you won’t be eligible for compensation from ACC.  However, compensation would be available from the study’s sponsor, [x], in line with industry guidelines.  We can give you a copy of these guidelines if you wish.  You would be able to take action through the courts if you disagreed with the amount of compensation provided. If you have private health or life insurance, you may wish to check with your insurer that taking part in this study won’t affect your cover.”
11. Please clarify in the Participant Information Sheet what a ‘fasted’ state means, for example whether participants can have water. 
12. Please clarify what happens if participants test positive for drugs of abuse.
13. The Participant Information Sheet indicates that participant can’t use drugs of abuse or abuse alcohol, please clarify what this means or how this will be determined. 
14. Please move the contact details to the end of the Participant Information Sheet so participants can easily find them if they need them later. 
15. The Participant Information Sheet states that participants have a right to ‘request’ to see their data, please revise this as participants have a right to see their data. 
16. The Participant Information Sheet indicates that study data will be retained for 15 years in accordance with New Zealand law, the Committee stated that it is fine to store study data for 15 years but New Zealand law only requires the law to be stored for 10 years. Please revise the phrasing of this statement in the Participant Information Sheet to indicate that 15 year storage isn’t a legal requirement. 

Decision 

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

· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).

This following information will be reviewed, and a final decision made on the application, by Dr Patries Herst and Dr Cordelia Thomas. 


	 3  
	Ethics ref:  
	17/CEN/154 

	 
	Title: 
	Verification of the CoaguChek® Pro II 

	 
	Principal Investigator: 
	Mr Chris Finlay 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	10 August 2017 


 
Mr Chris Finlay was present by teleconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of ethical issues (resolved)

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

1. The Committee questioned how long after surgery participants would be recruited and whether they would be able to provide fully informed consent. The Researcher explained that all participants will be able to provide informed consent and will be approached a while after surgery. 
2. The Committee requested that in future applications statistics on the prevalence of the condition being studied in Māori, in this case the use of blood thinners, are included in the application. 
3. The Committee noted that the response to the question in the application form regarding cultural considerations does not mention the cultural issues associated with the use of tissue. Please ensure that future applications address how these cultural issues will be accounted for. 
4. The Committee noted that the peer review provided with this application is very brief and does not provide much assurance of the scientific validity of the study. The Committee requested that in future applications more detailed peer review is provided. 
5. The Committee questioned how the researchers will ensure that participants read and understand the Participant Information Sheet. The Committee requested that the researchers go through the Participant Information Sheet with participants. The Researcher agreed that they would do this. 

Summary of ethical issues (outstanding)

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

6. The Committee questioned how long the finger prick blood test will take, as the Participant Information Sheet indicates that it will take around 30 minutes. The Researcher indicated that the 30 minutes was intended to include the blood test, which will only take a few minutes, and the informed consent process. Please clarify this in the Participant Information Sheet. 


Decision 

This application was approved by consensus, subject to the following non-standard condition:
· Please amend the information sheet and consent forms, taking into account the suggestions made by the committee (Ethical Guidelines for Observational Studies para 6.10) 


	 4  
	Ethics ref:  
	17/CEN/155 

	 
	Title: 
	Clinical trial of oral vinorelbine to treat women with ectopic pregnancy 

	 
	Principal Investigator: 
	Dr Prathima Chowdary 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	10 August 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 requested an updated response to the cultural questions in the application form. 
a. p.4.1. Please describe whether and how your study may benefit Māori. The answer should include incidence and prevalence (statistics) of the disorder under study (or treatment indication if a drug trial) in Māori. Some disorders are particularly important for Māori health, while others are relatively rare in Māori and may have less of an impact. If the impact of treatment or prevalence of disease is low or the same as other populations please state this clearly to the Committee. Generally, any available statistics relating to Māori should be provided where possible.
b. p.4.2. Please identify the main cultural issues that may arise for Māori who may participate in your study, and explain how these issues will be managed. The Committee noted that the study contains potential cultural issues. While these issues will be raised in consultation, which can occur after HDEC review, the application has not been correctly completed and requests that researchers seek guidance in completing their application in future.
c. p.4.3.1. Please either describe your study’s consultation process, or explain why you do not consider that formal consultation with Māori is required. The Guidelines for Researchers on Health Research Involving Māori state that as a general rule, consultation should take place if Māori are to be involved as participants in a project or the project relates to a health issue of importance to Māori.
d. f.1.1. Might your intervention study contribute to reducing inequalities in health outcomes between different populations, and particularly between Māori, Pacific peoples and other New Zealanders? The answer should outline what could happen if the study generates knowledge that would reduce outcomes, and then how/what extra measures they have in place to ensure equal (or at least population commensurate) Maori participation in order to inform study findings and results, and how those results are interpreted and shared – and how they may be used to reduce inequalities. This section should provide available statistics for Pacifica peoples, Asian people and other ethnic populations in New Zealand.
2. The Committee requested further information on the recruitment methods and timelines for the study. The Committee questioned how potential participants will be identified. The investigator should choose a method of approaching participants that meets applicable ethical and scientific standards. Depending on the study question and design, the approach may be made directly to the potential participant (eg, by advertisement, telephone or letter) or indirectly (eg, through the participant’s own doctor or relevant health practitioner) (Ethical Guidelines for Intervention Studies paragraph 6.2).
3. The Committee questioned whether surgery is more risky if participants wait while they have the study treatment. Please provide more information on this. The potential risks of an intervention study must be proportional to the potential benefits (Ethical Guidelines for Intervention Studies paragraph 3.11)
4. The Committee noted that it appears that participants are expected to post the consent form or ring the researchers and leave a message consenting to their participation. The Committee stated that this is not acceptable and that the researchers must go through the consent form with the participants and obtain their written informed consent. Informed consent is best understood in terms of decision-making that is based on good communication between people, rather than simply as a transfer of information from one person to another (Ethical Guidelines for Intervention Studies paragraph 6.6).
5. The Committee noted that the peer reviewer stated that they are not currently involved in the study, the Committee questioned if they may be involved in the study at another time. The success of the peer review process is determined by the extent to which these evaluations can be considered free of bias, equitable and fair. Objectivity can be compromised if peer reviewers have conflicts of interest, and so appropriate peer reviewers typically will not be materially connected to the researcher(s) in a way that might undermine objectivity, and be free from either positive or negative inducements (Ethical Guidelines for Intervention Studies appendix 1) 
6. The Committee noted that the application form indicates that the study uses kaupapa Māori research methodology, however, the Committee is not sure this is accurate. Please ensure this is updated or explained in any future applications. 
7. The Committee questioned how the study drug is being accessed and paid for. 
8. The application form indicates that some participants won’t give informed consent to participate, the Committee questioned whether this is accurate as all participants must give informed consent to study participation (Right 7 of the HDC Code of Rights).

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

9. The Committee noted that a consent form is required for this study and the Participant Information Sheet must be revised. Please see the HDEC template when revising these forms. 
10. Please add the necessary contact details to the Participant Information Sheet, please see the HDEC Participant Information Sheet template for this.
11. The summary of the study in the Participant Information Sheet is not suitable for this document, the Committee suggested that the plain English summary in the Participant Information Sheet is more suitable and could be used in the Participant Information Sheet instead of the current statement. 
12. Please ensure that it is clearly explained how standard care works in the Participant Information Sheet. 
13. The Participant Information Sheet currently makes the study treatment sound like a miracle drug, please revise this as the benefits and risks of the study drug in this population are not yet known. 
14. Please ensure it is clear in the Participant Information Sheet what will happen to participants if they decline participation, and what will happen if they consent. This should include the timeframes of treatment and information on what happens if the study treatment does not work. 
15. The Committee suggested that it is unnecessary to tell participants that surgery is costly, as this is not costly to them. However, if the researchers believe it is necessary to include this information it should be clearly explained that the cost would not be on the participant. 
16. Please revise the technical jargon in the Participant Information Sheet to lay language.
17. Please state at the beginning of the Participant Information Sheet that this is the first time the study drug has been used in ectopic pregnancy.
18. Please clarify in the Participant Information Sheet that it is not yet known if this study drug is effective and safe.
19. Please provide more information in the Participant Information Sheet about what pictures may be taken for the study. 
20. Please clarify in the Participant Information Sheet about what data will be collected about participants and how it will be stored. 
21. The Participant Information Sheet indicates that the study will be used to decide when to use the study drug, however this is inaccurate as at this early stage the study will only serve to inform further studies. Please update this for accuracy.
22. Please clarify in the Participant Information Sheet what treatment options may do to the woman’s later fertility outcomes. 
23. The Committee questioned the definition of a stable ectopic pregnancy, they requested that this is explained and defined in the Participant Information Sheet. 

Decision 

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

· The Committee must be assured that the potential risks of an intervention study must be proportional to the potential benefits (Ethical Guidelines for Intervention Studies paragraph 3.11)
· More information is required on the recruitment methods for this study (Ethical Guidelines for Intervention Studies paragraph 6.2).
· Informed consent is best understood in terms of decision-making that is based on good communication between people, rather than simply as a transfer of information from one person to another (Ethical Guidelines for Intervention Studies paragraph 6.6).
· Objectivity can be compromised if peer reviewers have conflicts of interest, and so appropriate peer reviewers typically will not be materially connected to the researcher(s) in a way that might undermine objectivity, and be free from either positive or negative inducements (Ethical Guidelines for Intervention Studies appendix 1).
· All participants must give informed consent to study participation (Right 7 of the HDC Code of Rights).
· 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).


	 5  
	Ethics ref:  
	17/CEN/157 

	 
	Title: 
	A study to evaluate AMG 986 in Healthy Subjects and Heart Failure Patients 

	 
	Principal Investigator: 
	Professor Richard Troughton 

	 
	Sponsor: 
	Amgen Australia Pty Ltd 

	 
	Clock Start Date: 
	10 August 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 they do not appreciate receiving highly redacted documents with an application, such as the information from the FDA included with this application. However, further evidence of peer review is not required for this study as it will be reviewed by SCOTT. 

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 why women who cannot get pregnant are required to undergo pregnancy tests in this study. Please remove this requirement. 
3. The Committee questioned why participants whose partners become pregnant during the study will be withdrawn from the study, please remove this requirement or provide justification for this. 
4. The Committee questioned whether participants are being appropriately compensated for their participation in the study. The information sheet indicates that they will only be compensated for out of pocket expenses, however the application stated that participants would be remunerated for their travel costs and their time. Please clarify the level of compensation for this study, the Committee expressed that compensation above travel costs would be sensible for this study, to compensate participants for their time. 
5. Please provide a copy of any advertising that will be used for this study. 

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

6. Please explain early in the Participant Information Sheet why the study is being conducted.
7. Please clarify in the Participant Information Sheet the number of participants the study intends to recruit and in which countries. 
8. Please remove the section on the risks of other study drugs from the Participant Information Sheet as this does not apply to this study. 
9. Please clarify in the Participant Information Sheet how the study drug will be administered, some information suggests it will be oral while other information suggests participants may get an IV infusion. 
10. A pregnant partner Participant Information Sheet and Consent Form is required for this study if any information is intended to be collected on participants’ pregnant partners. 
11. Please clarify in the Participant Information Sheet where tissue samples will be sent.
12. Please add information about the cultural issues associated with sending tissue overseas to the Participant Information Sheet.
13. Please ensure the correct HDEC is referenced in the Participant Information Sheet, the HDEC who considered this application is the Central HDEC. 
14. Please add a statement to the Participant Information Sheet compensation section about participants checking with their health insurance provider prior to enrolling in the study. 
15. Please add an option to the Participant Information Sheet and Consent Form regarding the option to receive a summary of the study results. 
16. Please add the word ‘optional’ to the title of the optional Future Unspecified Use of Tissue Participant Information Sheet. 
17. Please ensure it is clear in the Participant Information Sheets where tissue samples will be sent. 
18. Please clarify in the Future Unspecified Use of Tissue Participant Information Sheet that any future use of the tissue will not be reviewed by a New Zealand ethics committee. 
19. 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.”
20. Please remove any requirement to opt-out of optional aspects of the study, simply not completing the consent form is enough to indicate that participants do not consent to this aspect of the study. 
21. Please revise the Participant Information Sheets to remove all typographical errors. 
22. Please revise the Participant Information Sheet to indicate that participants’ personal information ‘may’ be reviewed by ethic committee, not ‘will be’. 
23. The HDEC contact details are included twice on one page, please revise this to only be listed once. 
24. The Participant Information Sheet currently indicates that participants ‘may be’ able to access information about them, however under New Zealand law participants must be able to access information about them, please revise the phrasing of this section of the Participant Information Sheet. 
25. Please consider the Future Unspecified Use of Tissue Participant Information Sheet against the HDEC template to ensure that all necessary information is included. 

Decision 

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

· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).
· Please respond to the outstanding ethical concerns detailed above.  

This following information will be reviewed, and a final decision made on the application, by Dr Dean Quinn and Dr Cordelia Thomas.



	 6  
	Ethics ref:  
	17/CEN/158 

	 
	Title: 
	Whānau Pakari barriers and facilitators project  

	 
	Principal Investigator: 
	Ms Cervantee Wild 

	 
	Sponsor: 
	University of Aucklad 

	 
	Clock Start Date: 
	10 August 2017 


 
Ms Cervantee Wild and Yvonne Anderson 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 the structure of the study and what kinds of questions would be asked during the interview phase of the study. The Researcher explained that participants will be invited to complete an online survey and then the responses to this survey will be used to design the interview portion of the study, meaning that it is not currently known exactly what may be discussed 
2. The Committee questioned the consent process for the study. The Researcher confirmed that participants would consent to the survey by completing the survey, the Committee agreed that this implied consent is acceptable. The Researcher explained that for the interview they would go through the information sheet with participants and obtain written informed consent/assent from the participants and/or their parents as appropriate. 

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 what is meant when it is indicated that historical trauma may be discussed during the interview phase of the study. The Researcher clarified that they intended to discuss this very broadly, and were not expecting to discuss issues such as sexual or physical assault as they are more interested in issues such as the impact of colonisation. The Committee stated that the proposed topics of the interview must be clearly stated in the Participant Information Sheet, in a way that participants will be able to understand. The Researchers explained that the reason it is not able to be added at the moment is that they will not know the topics for the interviews until after the survey is completed. 
4. The Committee explained that to approve the interview aspect of the study they must know the proposed topics for this and have these clearly explained in the Participant Information Sheet. The Committee noted that this could be submitted as an amendment to the study after the survey is completed and the protocol for the interviews is finalised. 
5. The Committee questioned the protocol for if participants disclose concerning information or become upset during the interview. The Researcher stated that they did not have one specifically for this study. The Committee requested details of their standard protocol for dealing with this in their roles as clinicians. 
6. The Committee requested confirmation of how long study data will be stored for, noting that it should be stored for a minimum of 10 years, and information collected about child participants should be retained for 10 years after the child turns 16 years old. 
7. The Committee questioned whether the peer review provided was specifically reviewing this observational study, or the earlier intervention study. The Researcher confirmed it was primarily for the intervention study. Please provide evidence of favourable independent peer review of this study’s protocol (Ethical Guidelines for Intervention Studies Appendix 1).

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

8. Please add Māori contact details to the Participant Information Sheet. 
9. 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.”
10. Currently there is an assent section on the parent Consent Form, please remove this as child participants should have their own separate assent form.
11. Please clarify in the Participant Information Sheet that parents can withdraw their own comments from the study, as well as their child’s.
12. Please revise the Participant Information Sheet to remove typographical errors, such as the change between ‘your child’ and ‘my child’ within the parent Participant Information Sheet.
13. Please ensure it is clear in all relevant Participant Information Sheets that if a participant is providing their own informed consent then only they can withdraw their data, not their parents. 
14. Please remove the word obesity from participant documents. 

Decision 

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

· Please confirm that the interview aspect of the study will be submitted as an amendment and will not begin before this aspect receives approval from the HDEC. Please ensure that this submission includes an updated interview Participant Information Sheet which details the proposed topics of the interview. 
· Please provide details for dealing with participants who disclose any concerning information. 
· Please amend the information sheet and consent forms, taking into account the suggestions made by the committee (Ethical Guidelines for Observational Studies para 6.10) 

This following information will be reviewed, and a final decision made on the application, by Dr Patries Herst and Mrs Sandy Gill.
 
 
	7  
	Ethics ref:  
	17/CEN/149 

	 
	Title: 
	A thymine test for 5-FU side effects (THYmine 2) 

	 
	Principal Investigator: 
	Dr Nuala Helsby 

	 
	Sponsor: 
	The University of Auckland 

	 
	Clock Start Date: 
	10 August 2017 



Dr Nuala Helsby, Rebecca Hu, Soo Hee, and Stephanie Pollard 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 application investigates whether a urine test following oral thymine can help detect patients who may be at risk of serious side effects from chemotherapy drug 5-FU.
2. This study also involves genetic analysis to see if genetic mutations are as good as, or better than, the urine test at predicting whether patients will experience these side effects. 

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 whether this is an observational or intervention study. Ethical Guidelines for Intervention Studies paragraph 2.4 defines an intervention study as a study in which the investigator controls and studies the intervention(s) provided to participants for the purpose of adding to knowledge of the health effects of the intervention(s). The Committee agreed that this definition does not match the purpose of this project, as although participants will be given thymine as part of the study the purpose of the study is not to add to knowledge of the health effects of thymine. 
4. The Committee questioned the reason for collecting cheek cells. The Researcher explained that these cells will be used to investigate the cellular take up of 5-FU. Cells that take up 5-FU quickly are more likely to experience side effects.
5. The Committee questioned whether the genetic analysis in this study is broad, or quite specific. The Researcher explained that they are looking at specific genetic markers and their relationship to the thymine conversion pathway.
6. The Committee questioned whether the Future Unspecified Use of Tissue Participant Information Sheet for this study is meant to cover tissue banking, for use of tissue beyond this study. The Researcher clarified that the tissue will only be used for this study, and consequently will not be stored in a tissue bank, and that this aspect of the study is fully optional. 
7. The Committee questioned whether there is any available information on the rates of side effects by ethnicity. The Researcher clarified that there is not currently any information available, but they hope to find some information out about this in this study. 
8. The Committee noted that in the application form the cultural issues associated with the use of tissue were not identified, please ensure this is addressed in future applications. 
9. The Committee questioned the recruitment protocol for this study. The Researcher clarified that potential participants would be contacted by a research nurse and invited to participate, but they would be free to decline to participate or be contacted again by the researchers. 

Summary of ethical issues (outstanding)

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

10. Please remove references to tissue being used for future research, and this research possibly not receiving New Zealand ethics approval, from the Future Unspecified Use of Tissue Participant Information Sheet as this is not applicable as the tissue will only be used for this study which has received HDEC approval. 
11. Please clarify in the Future Unspecified Use of Tissue Participant Information Sheet that tissue will only be stored for the duration of the study, for a maximum of 5 years. 
12. In the main Participant Information Sheet and Consent Form, please offer a lay summary of study results to participants.
13. Please clarify in the Participant Information Sheet that if participants are found to be DPD deficient that their oncologist will be informed. 
14. Please clarify in the Participant Information Sheet what genetic analysis will be conducted, currently the wording implies a broad fishing expedition to identify any related genes. 

Decision 

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

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

This following information will be reviewed, and a final decision made on the application, by Dr Patries Herst and Dr Angela Ballantyne.
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	Ethics ref:  
	17/CEN/164 

	 
	Title: 
	REGIONS Care   

	 
	Principal Investigator: 
	A/Prof Anna Ranta 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	10 August 2017 


 
No member of the research team was present by teleconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of Study

1. The Committee noted that this is a resubmission of a previously declined application.
2. The Committee commended the quality of this resubmission, noting that the researchers had clearly put a lot of effort in to improve their application. 
3. The Committee appreciated the cover letter included with this resubmission as it clearly responded to every point in the previous decline letter. 

Summary of ethical issues (outstanding)

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

4. Please specify how long data will be stored for in the Participant Information Sheet, the Committee noted that it should usually be stored for 10 years. 
5. Please add a contact phone number to the Māori cultural support person details in the Participant Information Sheet. 
6. Please remove the yes/no columns from the Consent Form for all statements that are not truly optional, meaning that a participant could respond ‘no’ and still participate in the study. 

Decision 

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

· Please amend the information sheet and consent forms, taking into account the suggestions made by the committee (Ethical Guidelines for Observational Studies para 6.10). 
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	Ethics ref:  
	17/CEN/165 

	 
	Title: 
	GRAVITAS-301 

	 
	Principal Investigator: 
	Dr  Richard  Doocey 

	 
	Sponsor: 
	Incyte Corporation  

	 
	Clock Start Date: 
	10 August 2017 


 
Lianne Joss was present by teleconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of Study

1. The Committee noted that the question in the application form regarding benefit to Māori (p.4.1) was not well answered. For future applications, the answer should include incidence and prevalence (statistics) of the disorder under study (or treatment indication if a drug trial) in Māori. The Secretariat notes that some disorders are particularly important for Māori health, while others are relatively rare in Māori and may have less of an impact. If the impact of treatment or prevalence of disease is low or the same as other populations please state this clearly to the Committee. Generally, any available statistics relating to Māori should be provided where possible.

Summary of ethical issues (outstanding)

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

2. Please rephrase the term ‘survival follow-up’ in the Participant Information Sheet to be less blunt, simply stating ‘follow up’ is preferable. 
3. It is unclear in the Participant Information Sheet what happens to participants’ tissue samples, such as whether they may be sold, please clarify that they will only be used for the study and will not be sold for other purposes. 
4. Hostile or violent behaviour is listed as a common side effect, however is this very common? Please revise this. 
5. The Participant Information Sheet indicates that the placebo does not carry the same side effects, however the nocebo effect may mean that participants experience some of these side effects anyway. Please revise the Participant Information Sheet to indicate that participants in the placebo arm may still experience side effects. 
6. The Pregnant Partner Participant Information Sheet does not include all necessary contact details, the same contact details as the main Participant Information Sheet should be included. 
7. Please remove any reference to a legally authorised representative from the Pregnant Partner Participant Information Sheet as this does not apply to adults in New Zealand. 
8. Before the baby is born the pregnant woman cannot consent to the use of health information from her baby, this consent must be obtained after the child is born. Please revise the form to reflect this, and provide a suitable consent form for the parent to sign after birth regarding the baby’s data being accessed. 
9. Please remove references to pregnant partners being unable to read or write from their 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).

This following information will be reviewed, and a final decision made on the application, by Dr Dean Quinn and Dr Angela Ballantyne.
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	Ethics ref:  
	17/CEN/166 

	 
	Title: 
	Safety and Efficacy of Varying Doses and Dose Regimens of Evinacumab in Patients with Persistent High Cholesterol 

	 
	Principal Investigator: 
	Dr  Andrew Corin 

	 
	Sponsor: 
	Regeneron Phrmaceuticals Inc 

	 
	Clock Start Date: 
	10 August 2017 


 
Dr Andrew Corin and Steven Duffey was present by teleconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of ethical issues (resolved)

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

1. The Committee questioned the number of subcutaneous injections for participants in this study. The Researcher explained that although participants may need more than one injection per study visit, they will not need more than one study visit per week for these. 
2. The Committee questioned whether any of the study visits can be done at the participant’s home, or if they need to travel to the study site. The Researcher confirmed that some can be done at the participant’s home. 

Summary of ethical issues (outstanding)

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

3. The Committee questioned how much participants will be reimbursed for their study participation. The Researcher explained that travel expenses will be covered and these will vary depending on study site. The Committee requested clarification on the likely range of participant remuneration. 
4. Please clarify the number and timing of study visits and injections in the Participant Information Sheet.   
5. Please clarify in the Participant Information Sheet which study visits can be done at the patient’s homes. 
6. Please remove the reference to a legally authorised representative from the Participant Information Sheets and Consent Forms as this does not apply in New Zealand as no one can consent on behalf of someone else to their participation in research, including an Enduring Power of Attorney. 
7. The Pregnant Partner Participant Information Sheet is unclear as it is both aimed at participants who become pregnant and participants’ partners who become pregnant. Please revise this form to clarify that for partners of participants the risks are associated with the study drug being included in the participant’s sperm, while the risks for participants who become pregnant are to do with the foetus being exposed to the study drug. 
8. If it is intended to follow up on the child’s health information after birth then a separate consent must be obtained for this, as the pregnant woman cannot consent to the child’s participation before they are born. 
9. Please remove the section for a parent’s signature from the pregnant partner Participant Information Sheet as they will be able to provide their own consent and their parent cannot consent on their behalf. 
10. Please clarify in the Participant Information Sheet that participants’ tissue samples taken for the main study will not be used for any other purpose without the participant’s informed consent. 
11. Please clarify in the Participant Information Sheet that participant’s name and date-of-birth will not be included in any data sent off site, this data will instead include a study identification number. 
12. Please reduce the information in the Participant Information Sheet about previous studies in rabbits, as this level of detail is not required. 
13. Please rephrase the Participant Information Sheet to indicate that if participants withdraw from the study they will be encouraged to continue to use contraception, not ‘required’. 
14. Please revise the Participant Information Sheet to explain that participants can withdraw from the study verbally. 
15. Please remove all reference to a legally authorised representative providing consent to research participation in this study. 
16. The Committee requested the compensation wording is updated for accuracy, they suggested the following statement: “If you were injured as a result of treatment given as part of this study, which is unlikely, you won’t be eligible for compensation from ACC.  However, compensation would be available from the study’s sponsor, [x], in line with industry guidelines.  We can give you a copy of these guidelines if you wish.  You would be able to take action through the courts if you disagreed with the amount of compensation provided. If you have private health or life insurance, you may wish to check with your insurer that taking part in this study won’t affect your cover.”

Decision 

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

· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).

This following information will be reviewed, and a final decision made on the application, by Dr Patries Herst and Mrs Helen Walker.


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:
	26 September 2017, 08:00 AM

	Meeting venue:
	Room GN.6, Ground Floor, Ministry of Health, 133 Molesworth Street, Wellington, 6011



	The following members tendered apologies for this meeting.
· Mrs Helen Walker and Dr Patries Herst.

3. Problem with Last Minutes

The minutes of the previous meeting were agreed and signed by the Chair and Co-ordinator as a true record.
[bookmark: _GoBack]
The meeting closed at 5:00pm.
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