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		Minutes





	Committee:
	Northern A Health and Disability Ethics Committee

	Meeting date:
	21 March 2017

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



	Time
	Item of business

	12:25pm
	Welcome

	12:25pm
	Confirmation of minutes of meeting of 21 February 2017

	12:30pm
	Training on guidelines for genomic research and bio banking involving Maori

	1:15pm
	New applications (see over for details)

	
	 i       17/NTA/36   
 ii     17/NTA/29     
 iii    17/NTA/32     
 iv      17/NTA/35     
 v     17/NTA/ 30     
 vi    17/NTA/33     
 vii   17/NTA/40     
 viii    17/NTA/43      
 ix     17/NTA/44     
x     16/NTA/172/AM03     
 xi    17/NTA/41   
 xii   17/NTA/42     

	6:20pm
	General business:
· Noting section

	6:30pm
	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 

	Dr Charis Brown 
	Non-lay (observational studies) 
	11/11/2015 
	11/11/2018 
	Present 

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

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

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


 

Welcome

The Chair opened the meeting at 12:25pm and welcomed Committee members.

The Chair noted that the meeting was quorate. 

The Committee noted and agreed the agenda for the meeting.

Confirmation of previous minutes

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


New applications 

	1  
	Ethics ref:  
	17/NTA/36 

	 
	Title: 
	Avacopan treatment for ANCA associated vasculitis. 

	 
	Principal Investigator: 
	Professor Robert Walker 

	 
	Sponsor: 
	ChemoCentryx, Inc.  

	 
	Clock Start Date: 
	09 March 2017 


 
Professor Robert Walker and a co-investigator 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 international multicentre study involves participants with a rare condition. Approximately 6-8 participants will be recruited in New Zealand.  

Summary of ethical issues (resolved)

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

2. The Committee questioned whether the researchers are happy with the safety profile of the study drug. The Researcher confirmed that they are. 
3. The Committee questioned whether the genetic testing mentioned in the Participant Information Sheet is Future Unspecified Use of Tissue, meaning that it is use of tissue outside the research project. The Researcher clarified that this genetic testing is optional, as the condition appears to have a genetic link this research will involve further investigation of this possibility and whether gene variance relates to different responses to treatment.
4. The Committee questioned whether the renal biopsy is required for all participants. The Researcher explained that the initial biopsy is essential to establish the participant’s diagnosis, the follow up biopsy at 12 months is optional, although it is important and reasonable as it would be valuable to have information on any changes in kidney function.
5. The Committee questioned whether the renal biopsy samples will be sent overseas. The Researcher clarified that they will be tested locally, although the sponsor may wish for some slides to be sent overseas to allow them to confirm the diagnosis. 
6. The Committee noted that the section in the Participant Information Sheet regarding termination of the study indicates that the study could be stopped by the sponsor. The Committee stated that it is not acceptable in New Zealand for a study to be stopped for commercial reasons. The Researcher agreed that they found this unacceptable. The Committee requested that it is confirmed with the sponsor that the study will not be stopped for commercial reasons. 
7. The Committee questioned whether identifiable health information may be sent to the study sponsor. The Researcher confirmed that data sent to the study sponsor will not include personal identifiers. 

Summary of ethical issues (outstanding)

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

8. The Committee stated that the treatment groups section in the Participant Information Sheet is difficult to follow and requested that this is revised. The Researcher explained that as this is an international study the Participant Information Sheet was provided and it would be difficult to change. The Committee stated that although they are familiar with the requirements of international studies the Participant Information Sheet for New Zealand participants must be revised to ensure it can easily be understood by lay participants. The Committee suggested that a table could be used to clarify this section and constant repetition of confusing treatment names could be replaced with terms such as ‘standard care’ and ‘study treatment’ after they have been fully explained the first time. The Committee stated that it is especially important that participants understand the treatment groups section of the Participant Information Sheet. 
9. The Committee requested that the Participant Information Sheet is revised to improve overall readability, including ensuring lay language is used throughout.  
10. Please revise the Participant Information Sheet to ensure relevance to New Zealand regulations and legislation, the current Participant Information Sheet includes references to EU regulations. 
11. The Committee stated that all optional aspects currently in the main Participant Information Sheet should be fully separated to a separate information sheet and consent form to ensure clarity for participants regarding which aspects of the study are optional. The Committee stated that a template Future Unspecified Use of Tissue Participant Information Sheet and guidance material is available on the HDEC website (ethics.health.govt.nz). 
12. The Committee clarified that if this study involves optional specified testing, such as genetic testing, that this should be contained in a separate Participant Information Sheet and Consent Form. Additionally, if this study involves optional collection or storage of tissue for use outside this specified research project (Future Unspecified Use of Tissue) then this would need another separate Participant Information Sheet, which should also be developed according to the template available on the HDEC website. This is because fully separating the information about these aspects of the study ensures it is clear to participants which aspects of the study are compulsory (if they wish to participate) and which are optional. 
13. Please revise the termination of study section of the Participant Information Sheet to ensure it is not suggested that the study may be stopped by the sponsor for commercial reasons.
14. 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.
15. The term ‘ethnicity’ should be used in the Participant Information Sheet rather than ‘race’ as this is more suitable for New Zealand participants. 

Decision 

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

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

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


	 2  
	Ethics ref:  
	17/NTA/29 

	 
	Title: 
	FAME 1 EYE 

	 
	Principal Investigator: 
	Dr Fiona Wu 

	 
	Sponsor: 
	NHMRC Clinical Trials Centre, University of Sydney 

	 
	Clock Start Date: 
	09 March 2017 


 
Dr Fiona Wu was present in person and Dr Liping Li 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 whether the study medication (fenofibrate) has been used in patients with Type 1 Diabetes before. The Researcher explained that currently the study medication is only used in patients with Type 2 Diabetes. 
2. The Researcher explained that the use of the study medication in patients with Type 2 Diabetes appears to slow the progression of retinopathy and it was hoped that a similar effect may be found in patients with Type 1 Diabetes. 
3. The Committee questioned whether data sent to NHMRC is deidentified. The Researcher confirmed that it is. 
4. The Committee noted that the application form indicated that this study posed no ethical concerns but this is untrue, please ensure that in future this question is more carefully answered. 
5. The Committee questioned whether the study has a data safety monitoring committee. The Researcher confirmed that there is and they will act if required. 

Summary of ethical issues (outstanding)

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

6. The Committee questioned whether it is necessary to have a control group in this study, especially as it seems this group are only being recruited to provide blood samples for Future Unspecified Use of Tissue. The Researcher clarified that the control group are needed to see if there are relevant differences between people with Type 1 Diabetes and those without. The Committee requested further information on this. 
7. The Committee noted that some procedures in the protocol do not appear in the Participant Information Sheet, they suggested this may be because these procedures are only relevant to Australian participants. Please confirm that all procedures relevant to New Zealand participants are detailed in the Participant Information Sheet.
8. The Committee questioned the reference in the application form to keeping tissue samples from ‘non-participants’ for future research. The Researcher clarified that this referred to potential participants who had failed screening and they intended to keep their blood and information in a database to be used as a base line for future research. The Committee stated that this kind of future testing or use of data must be optional and can only occur if these participants give informed consent to the use of this data and tissue. Please confirm what will happen to the data and tissue from potential participants who fail screening. 
9. The Committee questioned how participants would be recruited for this study. The researcher explained that they would approach their patients about the study. The Committee requested further details of this process, including the process for selecting and approaching potential control participants. 
10. The Committee noted that the study protocol did not specify how long the ongoing data collection will be for, please adjust the protocol to ensure this is specified. Specifically, ensure information is provided around the length of follow up, i.e. till death or some specified amount of time, and explain why. Also specify how long after this data will be kept.
11. The Committee requested further details about the study reference group. 

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

12. The Committee questioned the relevance of the screening Participant Information Sheet. The Committee explained that it is usual in New Zealand for potential participants to complete the consent process for the study before screening and those who are found to be not suitable for the study can then drop out of the study. The Committee requested that the Participant Information Sheets and Consent Forms are revised to combine the screening and main Participant Information Sheet in to one information sheet and consent form. 
13. Please clarify in the Participant Information Sheet that participants cannot change treatments between visits 2 and 3, they remain in the arm they are initially randomised to. 
14. The Participant Information Sheet currently says that the study may involve genetic research, please clarify whether it will or not and be clear about what testing is involved in the research. 
15. The Committee questioned whether tissue collected during this study may be stored for future testing outside this specified research project. The Committee explained that if tissue will be stored for use outside this study this is considered Future Unspecified Use of Tissue and requires a separate information sheet and consent form. This storage and use must also be optional, and non-consent must not impact the participant’s ability to participate in the main study. Please refer to the Guidelines for the Use of Human Tissue for Future Unspecified Research Purposes, and ensure these forms include all relevant information from the Future Unspecified Use of Tissue Participant Information Sheet template available on the HDEC website (ethics.health.govt.nz). 
16. Please clarify in the Participant Information Sheet whether participants’ tissue (e.g. blood) will be sent overseas. 
17. The Participant Information Sheet does not contain much information that the participant might be interested in. For example - how much blood is being taken (measurements should be given in millilitres and teaspoons or tablespoons), when it will be taken, and what tests will be conducted on it. 
18. Please revise the Participant Information Sheet to indicate a specific length of time for storing tissue for this study, e.g. ‘until the end of the study’ or ‘for 10 years’. The Committee noted that they do not support indefinite storage of tissue. 
19. Please clarify in the Participant Information Sheet that data sent to Australia will not contain any identifiable information. Please also clarify how long the data will be used and stored for. 
20. The Committee requested the compensation wording is updated for accuracy, they suggested the following statement: “If you were injured in this study, which is unlikely, you would be eligible to apply for compensation from ACC just as you would be if you were injured in an accident at work or at home. This does not mean that your claim will automatically be accepted. You will have to lodge a claim with ACC, which may take some time to assess. If your claim is accepted, you will receive funding to assist in your recovery. If you have private health or life insurance, you may wish to check with your insurer that taking part in this study won’t affect your cover.”
21. Please add contact details for a Māori cultural support person that participants can contact if they have concerns about the study. 
22. Please ensure that all study aims are clearly stated in the Participant Information Sheet.
23. Please revise the Participant Information Sheet to ensure that all sentences are grammatically correct and easily understood by lay participants. 
24. Please clearly state in the Participant Information Sheet that the study drug will not be available following the study. 
25. Please add information regarding retinal photography to the Participant Information Sheet. 
26. Please clarify in the control Participant Information Sheet the reasons a control group are needed for this study. 
27. The Committee questioned until what point participants can withdraw their tissue samples. Please clarify this in the Participant Information Sheet. 
28. If tissue or data from potential participants is intended to be stored and used (especially for future research) a separate information sheet and consent form must be provided. Please refer to the Guidelines for the Use of Human Tissue for Future Unspecified Research Purposes, ensure these forms include all relevant information from the Future Unspecified Use of Tissue Participant Information Sheet template available on the HDEC website (ethics.health.govt.nz).
29. Please clarify in the Participant Information Sheet how long the ongoing data collection will continue for. 
30. The Committee noted that although the use of withdrawal forms is acceptable it must be fully clear to participants that completion of this form is optional and they can simply withdraw verbally if they prefer. 
31. The Committee requested that the witness box is removed from the Consent Form.

Decision 

This application was provisionally approved by vote, with Dr Charis Brown dissenting, subject to the following information being received. 

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

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

 

	 3  
	Ethics ref:  
	17/NTA/32 

	 
	Title: 
	CLEAR 

	 
	Principal Investigator: 
	Dr. Dean Corbett 

	 
	Sponsor: 
	Powervision Inc 

	 
	Clock Start Date: 
	09 March 2017 


 
Dr. Dean Corbett was present in person for discussion of this application.

Potential conflicts of interest

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

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

Summary of Study

1. This study involves comparing two different lenses that can currently be used for the treatment of cataracts to a new kind of lens. 
2. Participants will either be in the randomised arm, where they will receive the study lens or a trifocal lens that is popular for patients getting cataract surgery in the private sector, or in the control arm where they will receive the monofocal lens which is available if a patient has cataract surgery in a public hospital. Participants will know whether they are in the randomised or control arm, if they are in the control arm they will be blinded to whether they receive the study lens or the currently available lens. 
3. The study lens is much thicker than most currently available lenses, but it is believed that it will avoid issues currently faced by existing lenses. 
4. If participants receive the study lens and are having ongoing issues the study sponsor will pay for them to have the study lens replaced with another lens. 

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 identifiable study data is sent to the sponsor. The Researcher confirmed that it is not, and all identifiable data is stored in a locked room. 
6. The Committee questioned whether it was an issue to replace the study lens with another lens if required, as the study lens is much larger than other available lenses. The Research confirmed that this is not a problem. 
7. The Committee questioned whether participants can pull out of the study at any point, including between the first surgery and the second surgery. The Researcher confirmed that participants can withdraw at any point.
8. The Committee questioned whether any safety data on the device is available. The Researcher explained that although this is a new device the components of it are commonly used in other lenses and the data available to date suggests it is very safe. 
9. The Committee noted that the peer reviewer recommended capping the age of enrolment and questioned whether this has been considered. The Researcher explained that this was suggested to ensure all participants could fulfil study requirements (such as attending study visits), the Researcher stated that they felt that this was already covered by other inclusion criteria and these existing criteria would ensure that all participants can attend all study visits etc. 
10. The Committee questioned the purpose of the study, for example will the study device be cheaper. The Researcher explained that the study device would not be cheaper than currently available devices but is expected to be much better. 
11. The Committee questioned whether the second surgery must be completed exactly 7 days following the first. The Researcher stated that they would need to have a very good reason to vary this but if required it could be varied. 
12. The Committee noted that participants can withdraw from the study to varying degrees, for example they may wish to withdraw from the study completely and have the study lens removed and not complete any more follow up, or they may be willing to continue with follow up and retain the study lens but not continue with any other study procedures. The Committee stated that it is essential participants understand their options, such as whether they can withdraw their already collected data from the study if they decide to withdraw from the study.  
13. The Committee noted that participants in the study get the surgery free and questioned whether the participants are public or private patients. The Researcher explained that participants will be a mixture of public and private. The Committee questioned whether this is an inducement. The Researcher responded that this is possibly an inducement as participants will not only get free surgery but may also get a better lens than they would otherwise (as only the monofocal lens is available to public patients). The Researcher went on to explain that this potential inducement cannot reasonably be removed or avoided in the study. 
14. The Committee questioned if potential participants have much time to consider whether to participate in the study. The Researcher explained that they will have a lot of time to consider participation as they will be sent a participant information sheet and can approach the researchers if they are interested in participating. 
15. The Committee raised concerns about the control arm of the study, they questioned whether not having participants randomised to this group could raise issues for the scientific validity of the study. The Researcher explained that the reason for not randomising participants between the trifocal, study, and monofocal lens is because participants will be able to tell if they have received the monofocal lens as they will only have clear vision at one distance. The Researcher also explained that participants who did not want a monofocal lens may be unhappy to receive this lens if randomised to this arm. Additionally, having the control arm non-randomised allows people who are not suitable for the trifocal or study lens to still participate in the study and receive the monofocal lens free of charge. The Researcher stated that they feel these reasons justify not including the monofocal lens in the randomisation.

Summary of ethical issues (outstanding)

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

16. Please clarify in the Participant Information Sheet the differences between the lenses, the Committee stated that it was unclear to them until it was explained by the researcher. 
17. Please add more information on risks to the Participant Information Sheet, such as the rates these risks can be expected if any information on this is known from generation 1 testing. Please also clarify in the Participant Information Sheet how these risks compare to standard care. 
18. Please remove American references and wording, such as to the FDA, from the Participant Information Sheet and replace with relevant New Zealand references. 
19. Please add diagrams of the devices to the Participant Information Sheet.
20. Please include a diagram showing the scale size differences between the lenses in the Participant Information Sheet. 
21. Please revise the study visit section of the Participant Information Sheet as it is currently repetitive, please also clarify which are standard care. The Committee suggested that using a table may help to better explain this section. 
22. 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.”
23. Please specify in the Participant Information Sheet how many people have already had the study device. 

Decision 

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

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


	 4  
	Ethics ref:  
	17/NTA/35 

	 
	Title: 
	DV3-MEL-01: SD-101 in Combination With Pembrolizumab in advanced Melanoma or HNSCC 

	 
	Principal Investigator: 
	Dr Matthew Strother 

	 
	Sponsor: 
	Dynavax Technologies Corporation  

	 
	Clock Start Date: 
	09 March 2017 


 
Dr Matthew Strother 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 Charis Brown declared a potential conflict of interest, and the Committee decided to allow her to stay in the room but not participate in the consideration of the study. 

Summary of Study

1. This study involves participants with head and neck cancer or melanoma being injected with a study treatment to assess safety and efficacy. 

Summary of ethical issues (resolved)

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

2. The Committee questioned how many participants are expected in New Zealand. The researcher stated that they expect there will be 2-3 participants in New Zealand. 
3. The Committee questioned whether only Phase 2 of the study be being conducted in New Zealand, as the protocol contains information regarding Phase 1. The Researcher confirmed this is the case, only Phase 2 is being done in New Zealand. 

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 very confusing and has a lot of repetition. The Committee suggested it could be improved if some sections are replaced with tables of what will happen and when in the study. 
5. Please remove technical jargon from the Participant Information Sheet and replace with lay friendly terms. 
6. The Committee noted that the Participant Information Sheet states that study visits will take up to 90 minutes, however some of the tests that seem to happen during these visits take more than 90 minutes. The Researcher clarified that these tests would be scheduled to happen at another time, not at the study visits. The Committee stated that this must be clarified in the Participant Information Sheet.
7. Please ensure it is clear in the Participant Information Sheet how much time participants will be required to give up for the study. 
8. Please clarify in the Participant Information Sheet what will be done with participants’ blood, any optional testing must be separated from the main Participant Information Sheet, please provide a separate Participant Information Sheet and Consent Form for the optional testing aspects of the study. 
9. Please ensure it is clear in the relevant Participant Information Sheet how long samples will be stored for and where they will be stored. 
10. The main Participant Information Sheet should not contain any information relating to any optional testing or use of tissue beyond this project. 
11. Please specify in the Participant Information Sheet what tests, such as CT scans, are different to standard care. 
12. Please clarify in the Participant Information Sheet that participants with head and neck cancer won’t get standard care. 
13. Please clarify in the Participant Information Sheet whether issue samples will be sent overseas. 
14. Please state in the Participant Information Sheet what happens to tissue samples after the study, for example will they be returned to New Zealand or destroyed overseas. 
15. 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.”
16. Please clarify in the Participant Information Sheet what biopsies will be done and for what reason. 
17. Please clarify in the Participant Information Sheet that the lesion injections can be painful. 
18. The Future Unspecified Use of Tissue Participant Information Sheet currently implies that the Future Unspecified Use of Tissue is mandatory, please clarify that this is optional. 
19. The Future Unspecified Use of Tissue Participant Information Sheet says that the testing will not be genetic, however this is inaccurate. Please revise this form. 

Decision 

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

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

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

 


	5  
	Ethics ref:  
	17/NTA/30 

	 
	Title: 
	Intraarticular tranexamic acid for knee arthroscopy 

	 
	Principal Investigator: 
	Dr David Kieser 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	02 March 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 were disappointed at the poor quality of the application and protocol provided. 
2. The Committee stated that this seems to be a reasonable study, but the application is poor quality. 

Summary of ethical issues (outstanding)

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

3. Please revise the protocol to ensure it contains the detail that is expected of an intervention study protocol. Study protocols are a mandatory document for all applications as per paragraph 42.4.1 of the HDEC Standard Operating Procedures. A study protocol should fully describe describing the objectives, design, methodology, analysis and organisation of a study. 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/
4. The cultural questions in the application form were not well answered and the follow up answers after guidance from the secretariat were not significantly improved, the Committee stated that these questions need to be more carefully answered in future.
5. The Committee raised serious concerns about the scientific validity of the study and stated that they require further justification of the study. They queried the validity of the previous peer review especially if it was based on what the Committee considered to be an inadequate Protocol.
6. The Committee questioned the sample size for the study and questioned whether there was statistical justification for this and whether a statistician had been consulted. 
7. The Committee questioned what the expected benefit from the study result is, the study treatment appears to be standard care for a lot of similar surgeries and the Committee questioned how information from the study will improve future care. 
8. The Committee questioned the independence of the peer reviewer. 
9. The Committee questioned whether the study arms are in equipoise, the Committee stated that the lack of a literature review made it hard for them to have an understanding of this. Please include a literature review in any future applications. 
10. Please clarify the proposed consent process, including how much time participants will have to consider participation and ask questions. 
11. The Committee questioned the data safety monitoring arrangements for this study, including how SAEs will be handled. 

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

12. Please revise the confidentiality section of the Participant Information Sheet as it currently does not contain information on confidentiality such as how data will be protected. 
13. The side effect section in the Participant Information Sheet is incomplete and does not contain information on rare side effects, such as DVT, please ensure these are added. 
14. Please clarify in the Participant Information Sheet how which of the study visits are additional to standard care. 
15. Please revise the Participant Information Sheet to remove repetition, e.g. the study purpose is repeated a number of times. 
16. Please revise the Participant Information Sheet to improve lay readability. 

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).
· Please provide evidence of favourable independent peer review of the study protocol (Ethical Guidelines for Intervention Studies Appendix 1).
· The study protocol should contain an overview of the planned statistical analyses, and these planned analyses should be adhered to in conducting the study (Ethical Guidelines for Intervention Studies paragraph 5.7).
· Scientific soundness is ethically important. Projects without scientific merit needlessly expose participants to risk and misuse their time, and waste resources (Ethical Guidelines for Intervention Studies paragraph 5.5).
· The intended number of participants in an intervention study should be sufficient to generate reliable study findings, and the consequent recruitment targets should be realistic. Statistical issues relating to trial design, sample size and analysis can be complex, and usually require expert advice. (Ethical Guidelines for Intervention Studies paragraph 5.6)
· All intervention studies should be conducted according to written protocols. The amount of detail in the written protocol and the extent of protocol review processes should be sufficient to ensure appropriate conduct of the study and to cover the level of risk the study presents to participants. (Ethical Guidelines for Intervention Studies paragraph 5.41)
· The study design should be the one best suited to answer the study question, while minimising harm, maximising benefit and meeting other ethical standards. (Ethical Guidelines for Intervention Studies paragraph 5.4)
· Any intervention study to compare two or more interventions should be designed to meet the equipoise standard. Equipoise is a matter of the evidence that should inform the decisions of study designers and study investigators. In the case of some proposed studies there may be reasonable professional debate about whether or not the evidence is in equipoise. However genuinely felt, an individual feeling of certainty or uncertainty is not enough to demonstrate the presence or absence of equipoise. (Ethical Guidelines for Intervention Studies paragraph 5.19-5.20). 

	 6  
	Ethics ref:  
	17/NTA/33 

	 
	Title: 
	Pentoxifylline to PROTECT the preterm brain 

	 
	Principal Investigator: 
	Dr Max Berry 

	 
	Sponsor: 
	Capital & Coast District Health Board 

	 
	Clock Start Date: 
	09 March 2017 


 
Dr Max Berry 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 whether all preterm babies would be recruited to this study and only those who developed an infection given the study treatment or placebo, or if infants would be recruited after developing an infection. The Researcher explained that all parents of preterm infants would be approached about participation as they expect a large proportion of these infants to develop an infection, only the infants who do develop an infection will be full participants in the study and receive the study treatment or placebo. 
2. The Committee questioned whether consenting doctors are also treating doctors. The Researcher explained that they may be as there is only a small number of relevant specialists, this is made very clear to parents. 
3. The Committee questioned the references to participants’ illegal activities in the application form. The Researcher explained that this refers to illegal activities participants parents may (incidentally) be involved in, but this is not a focus of the study. 
4. The Committee noted that Māori women have much higher rates of preterm birth than non-Māori women. The Researcher agreed and indicated that they routinely offer additional support to these women. 
5. The Committee questioned the expected retention of participants given the 2 year study period. The Researcher explained that this is something they are well aware of and they do their best to address. 
6. The Committee questioned whether the Whānau Care Unit will be involved throughout the study. The Researcher explained that their process is separate from the Whānau Care Unit and they do not know how long this unit stays in touch with parents. 
7. The Committee questioned whether the study treatment has been widely used in preterm infants. The Researcher explained that it has not been widely used in preterm infants but has been used in older infants without any safety concerns. 

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 the need for a placebo aim in the study, given that participants are infants and cannot experience the placebo effect, the Committee suggested that instead the study treatment could be compared to standard care. The Researcher explained that the reason for the placebo arm is to ensure blinding of treating clinicians and parents as a number of the study measures are subjective, all participants will receive either the study treatment or placebo in addition to standard care.
9. The Committee questioned the reasons for blinding in this study. The Researcher explained that it is to help ensure the scientific validity of the study results. 
10. The Committee questioned if the Data Safety Monitoring Committee are independent. The Researcher explained that the charter has been drafted and they are inviting members at the moment, once established they will annually review safety information. The Committee questioned whether significant safety signals at one year would stop the study. The Researcher explained that they will stop the study with any serious safety concerns. The Committee questioned when the Data Safety Monitoring Committee would first meet and requested further details about the data safety monitoring arrangements. 
11. The Committee requested further information on the justifications and processes for study blinding, the use of a placebo arm, and data safety monitoring. 

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

12. A number of areas in the Participant Information Sheet imply that the parent providing consent is the participant, e.g. saying ‘you will receive…’ rather than ‘your baby will receive…’, please revise this to ensure consistency and accuracy. 
13. The Participant Information Sheet indicates that the study may be stopped for commercial reasons, however, this is unacceptable in New Zealand. Please revise the Participant Information Sheet to reflect this. 
14. Please clarify in the Participant Information Sheet that participants’ data will be stored for 10 years after the participant turns 16. 
15. The Committee requested the compensation wording is updated for accuracy, they suggested the following statement: “If your baby was injured in this study, which is unlikely, you would be eligible to apply for compensation from ACC just as you would be if your baby was injured in an accident 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 baby’s 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 baby’s cover.”
16. Please add a statement to the consent form regarding the parent giving permission for their baby to receive the study treatment. 
17. Please revise the approving HDEC in the Participant Information Sheet to ‘Northern A’. 
18. The Participant Information Sheet indicates that a potential benefit from the study is increased survival, please revise this to reduce the risk of coercion as it is not yet known whether participants may receive a benefit. 
19. The Participant Information Sheet refers to the National Health and Medical Council, please clarify that this is Australian. 
20. Please clarify in the Participant Information Sheet what is usual in standard care, such as which follow up visits are additional for the study. 

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 further information regarding the use of placebo and blinding in this study (Ethical Guidelines for Intervention Studies paragraphs 2.11 and 5.22-5.25).
· 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, Dr Christine Crooks, and Dr Brian Fergus.


	 7  
	Ethics ref:  
	17/NTA/40 

	 
	Title: 
	The Medeon Study   

	 
	Principal Investigator: 
	Dr Mark Webster 

	 
	Sponsor: 
	Lince Consulting, LLC 

	 
	Clock Start Date: 
	09 March 2017 


 
Jan Burd 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 commended the high quality of this application and the clear Participant Information Sheet.
2. The Committee questioned whether this is a first-in-human trial. The Researcher explained that they initially did a small safety study. 
3. The Committee questioned whether the 30 day follow up is sufficient. The Researcher explained that outside this timeframe the participants will be encouraged to contact the researchers with any issues. The Researcher noted that the main issue they expect participants may face is mild numbness in the area. 

Summary of ethical issues (outstanding)

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

4. Please add a diagram of the study device to the Participant Information Sheet. 
5. The Participant Information Sheet states that personal information will be collected about the participant, please revise this to state that it is health information and indicate whether it is identifiable. 
6. Please clarify in the Participant Information Sheet how many people the study device has been trialled in before. 
7. Please revise the Participant Information Sheet to remove typographical errors. 

Decision 

This application was approved by consensus, subject to the following non-standard conditions:
· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies paragraph 6.22).


 
	8
	Ethics ref:  
	17/NTA/43 

	 
	Title: 
	CA209-915 

	 
	Principal Investigator: 
	Dr Richard North 

	 
	Sponsor: 
	Bristol-Myers Squibb 

	 
	Clock Start Date: 
	09 March 2017 



Dr Richard North and Lesley Goodman 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 aims to provide clinical data on three different treatments for patients who have had surgery to completely remove Stage IIIb/c/d or Stage IV melanoma.

Summary of ethical issues (resolved)

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

2. The Committee questioned whether many patients would meet the inclusion criteria. The Researcher explained that they believe it will be feasible to recruit suitable participants. 
3. The Committee noted that the Participant Information Sheet indicates that participant’s archive tissue will be sent to the sponsor, the Committee questioned whether all of their archive tissue will be sent or if enough will be retained if future testing is necessary for the participant’s care. The Researcher confirmed that not all of the participant’s archived tissue will be sent to the sponsor for testing. 
4. The Committee questioned whether identifiable information will be sent to the study sponsor. The Researcher confirmed that it will not, although it will be available to the study monitor when they are on site. 
5. The Committee noted that in New Zealand participants do not need to withdraw from a study in writing, verbal withdrawal is acceptable. 
6. The Committee raised concerns about the amount and type of personal information that participants are required to provide to receive compensation for their time from the sponsor. The Researcher stated that receiving compensation in this form is optional and participants’ could be compensated in vouchers instead. 
7. The Committee questioned the inclusion of 4 options for radiation risks in the Participant Information Sheet. The Researcher stated that only one of these options will be included in the form when participants see the form, as each study site uses a different kind of radiation and needs different information in the Participant Information Sheet.
8. The Committee questioned whether adolescents will be included in the study, as the protocol has reference to younger participants. The Researcher confirmed that in New Zealand all participants will be adults.
9. The Committee questioned the mention of optional studies in the study protocol. The Researcher confirmed that they are not doing these in New Zealand. 
10. The Committee noted that the application form mentioned a study device. The Researcher clarified that this was an error and this study does not involve a device. 

Summary of ethical issues (outstanding)

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

11. The Committee stated that the Participant Information Sheet is excessively long. The Researcher explained that the Participant Information Sheet is so long as it is provided by the sponsor who is unwilling to change, they stated that many chemotherapy studies have similar Participant Information Sheets. The Committee does not accept this argument as it handles and approves many similar studies who manage shorter PIS.
12. Further, the purpose of a Participant Information Sheet is for the participant to an informed decision, meaning they have to be able to understand the contents of the document. The sponsor may feel that this is a legal document, but it actually exists to inform the participant and not to protect the sponsor. 
13. There are numerous instances in the Participant Information Sheet where overly technical language is used, the Participant Information Sheet must be written in simpler language, stripped of legalese.
14. Some paragraphs in the Participant Information Sheet could be re-written in to one sentence. 
15. In summary, although the Participant Information Sheet must contain all of the information that may influence a potential participant’s decision to be involved in the study or not, it does not need to contain excess detail. Providing information that is too detailed or complex can frustrate rather than assist free and informed consent. If a consent form or information sheet for a study is very long and complex, participants may be overwhelmed by the information and may not be able to process the critical information (Ethical Guidelines for Intervention Studies paragraph. 6.14).
16. The Participant Information Sheet states that CT scans will be conducted to monitor disease, please revise this to ‘monitor condition’ as participants do not currently have disease. 
17. The Participant Information Sheet is inconsistent when listing rates of SAEs, at times 2% is called ‘common’ and in other places 2% is called ‘rare’. Please revise for consistency. 
18. Please ensure the list of potential side effects in the Participant Information Sheet is complete. 
19. The Participant Information Sheet indicates that the study could be stopped for commercial reasons, however, this is unacceptable in New Zealand. Please revise the Participant Information Sheet to remove mention of this. 
20. The Committee noted that the Participant Information Sheet refers to ‘permitted research’, as this is research outside this study it is considered Future Unspecified Use of Tissue and must not be referenced in the main Participant Information Sheet. Please provide a separate Participant Information Sheet and Consent Form for Future Unspecified Use of Tissue. Please refer to the Guidelines for the Use of Human Tissue for Future Unspecified Research Purposes, and ensure these forms include all relevant information from the Future Unspecified Use of Tissue Participant Information Sheet template available on the HDEC website (ethics.health.govt.nz). 
21. Please clarify in the Participant Information Sheet that which imaging is standard of care. The Committee noted that the study Participant Information Sheet only needs to contain information specific to study participation, information regarding tests and treatments that patients will receive as standard care (regardless of study participation) should not be included in the study Participant Information Sheet as this information will be contained in standard care information sheets and consent forms. 
22. Please revise the contraception section of the Participant Information Sheet to indicate that only “female partners of male participants are to use one highly effective method of contraception”. The entire contraception section should be rewritten to ensure suitability. 

Decision 

This application was provisionally approved by consensus, subject to the following information being received. 
· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies paragraph 6.22).

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

 

 
	9 
	Ethics ref:  
	17/NTA/44 

	 
	Title: 
	KISS study: Kinase Inhibition with Sprycel Start up 

	 
	Principal Investigator: 
	Professor Peter John  Browett 

	 
	Sponsor: 
	The University of Auckland 

	 
	Clock Start Date: 
	09 March 2017 



Professor Peter John Browett and another researcher 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 ask her to leave the room during consideration of this project. 
Dr Kate Parker declared a potential conflict of interest, and the Committee decided to allow her to participate in the discussion of and decision making for this project. 

Summary of Study

1. The Committee commended the quality of the application form and Participant Information Sheet.
2. The Committee specifically appreciated the flow chart in 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.

3. The Committee noted that the application form indicated that Māori participants who needed an interpreter would be excluded from the study, they questioned if this is true. The Researcher explained that this was a mistake in the application form, Māori participants who require an interpreter will not be excluded. 
4. The Committee questioned whether blood tests from the study are stored after the study at all. The Researcher confirmed blood samples will not be stored beyond standard lab or testing processes. 
5. The Committee questioned whether the peer reviewer’s comments have been used to adjust the study protocol. The Researcher confirmed that some had been taken on board and the others had been thoroughly considered. 
6. The Committee noted that a separate application may be submitted for related studies involving Future Unspecified Use of Tissue. Please refer to the Guidelines for the Use of Human Tissue for Future Unspecified Research Purposes, and ensure these forms include all relevant information from the Future Unspecified Use of Tissue Participant Information Sheet template available on the HDEC website (ethics.health.govt.nz). 

Summary of ethical issues (outstanding)

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

7. Please add to the compensation section a sentence regarding private health insurance. The Committee suggests the following statement: “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.”
8. Please add information to the Participant Information Sheet about possible long term side effects.
9. Please add expected rates of risks to the Participant Information Sheet, for example ‘1 out of 100 people’.
10. Please revise the Consent Form to ensure all relevant points from the template are included, for example that participants know they can access their results. 
11. Please ensure the Participant Information Sheet includes all information participants need to know about contraception. 
12. Please clarify in the Participant Information Sheet whether participants can withdraw their data from the study if they decide to stop participating. 

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/41 

	 
	Title: 
	Comparison of the blood levels of two forms of imatinib tablets in healthy male volunteers under fed conditions 

	 
	Principal Investigator: 
	Dr Noelyn Hung 

	 
	Sponsor: 
	Juno Pharmaceuticals Pty Ltd 

	 
	Clock Start Date: 
	09 March 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.

Decision 

· The Committee questioned whether it was intended for this study to proceed, given the information provided in the cover letter. The Researcher confirmed that they did not expect this study to go ahead. The Committee questioned whether they wanted to withdraw the study rather than have it reviewed. The Researcher agreed to withdraw the study. 
· The Committee agreed to consider this study withdrawn and did not consider it. 
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	Ethics ref:  
	17/NTA/42 

	 
	Title: 
	Comparison of the blood levels of three forms of imatinib tablets in healthy male volunteers under fed conditions 

	 
	Principal Investigator: 
	Dr Noelyn Hung 

	 
	Sponsor: 
	Juno Pharmaceuticals Pty Ltd 

	 
	Clock Start Date: 
	09 March 2017 



Dr Noelyn Hung, Dr Tak Hung, and Linda Folland were present by teleconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of ethical issues (resolved)

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

1. The Committee questioned whether participants are being compensated for their time. The Researcher stated that this information is contained in page 6 of the Participant Information Sheet.

Summary of ethical issues (outstanding)

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

2. The Committee noted that the Investigators Brochure for the Australian product was not provided. The Committee requested the technical information is provided on all products being tested, including comparators and test formulations which will be administered to participants. 

Decision 

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

· Please provide technical information on all products being tested.

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

 


Substantial amendments


	1  
	Ethics ref:  
	16/NTA/172/AM03 

	 
	Title: 
	Gut Microbiome Transfer for Severe Adolescent Obes 

	 
	Principal Investigator: 
	Professor Wayne Cutfield 

	 
	Sponsor: 
	Prof David Cameron-Smith 

	 
	Clock Start Date: 
	02 March 2017 


 
Dr José Derraik, Dr Justin O’Sullivan (senior investigators), Mark McNeill, and Keiran McGee (executive producers from the documentary) were present in person for discussion of this amendment.

Potential conflicts of interest 

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

Dr Karen Bartholomew declared a potential conflict of interest, and the Committee decided to allow her to remain in the room but not participate in the decision making for this study. 

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 the study is progressing. The Researcher explained that they had begun recruitment but stopped due to a lack of Participant Information Sheet for donors. 
2. The Committee noted that the donor Participant Information Sheet is well written and is an important form to include for donors as study participants. 
3. The Committee questioned whether the study advertising is proving successful. The Researcher stated that they have had a lot of responses. 
4. The Committee questioned why the documentary is proposed to follow this trial. The documentary producers explained that this is an interesting trial and a good opportunity to follow the study from the beginning. 
5. The Committee questioned when the documentary is expected to start screening. The Researcher stated that it may be in 2018. The Committee questioned whether this could compromise the scientific validity of the study, for example if it resulted in participants or researchers becoming unblinded, as the study is not intended to end until 2019. The Researchers explained that this would not cause issues as the documentary staff, participants, and researchers would remain blinded, and even if some participants could be seen to have more obvious weight loss than others it could not be known if they are in the control or study group. 
6. The Committee questioned if all study participants must also participate in the documentary. The Researchers confirmed that agreeing to be involved in the documentary is a separate process than enrolling in the study, and study participants would not be pressured to consent to the documentary as well. 
7. The Committee questioned, if some participants are in the documentary and others are not, if the prospect of being on TV may motivate study participants who are also in the documentary to work harder at their weight loss and distort the study results. The Researcher explained that, as the documentary would be open to participants in the control and study arms, they expected that even if participants also in the documentary had greater weight loss than those not in the documentary this would not impact the validity of their results.  
8. The Researcher explained that their amendment may have been confusing regarding what is being applied for, they are seeking approval to offer study participants information about the documentary, and the opportunity to enrol in this. The documentary is being conducted separately from the study and a decision to participate or not in the documentary does not alter a participant’s study participation.  
9. The Committee questioned whether the documentary has its own ethical process the guidelines. The documentary producers explained that they have their own set of regulations, ethical approval, and consent processed.
10. The Committee questioned whether participants could withdraw from the documentary at a later point if they changed their mind. The documentary producers confirmed that the participants could withdraw at any point until the documentary aired. 
11. The Committee questioned how the risk of stigmatization would be addressed. The documentary producers explained that they are very aware of this risk and will be careful in the production of the documentary to ensure that participants are portrayed fairly. 

Summary of ethical issues (outstanding)

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

12. The Committee requested that all information regarding the documentary is removed from the study Participant Information Sheet to ensure it is fully clear that the documentary is separate and optional. 
13. The Committee requested a copy of the information sheet or invite letter that will be given to study participants to inform them of the study. 
14. The Consent Form for the study currently states that study participation is confidential, however this is not accurate for participants who also are involved in the documentary. Please revise this to ensure it is clear to participants that their participation will only be confidential if they are not in the documentary. 
15. Please clarify in the donor Participant Information Sheet that some notifiable diseases are being screened for and if they are found the relevant authorities will be informed. 
16. The Committee requested the compensation wording is updated for accuracy, they suggested the following statement: “If you were injured in this study, which is unlikely, you would be eligible to apply for compensation from ACC just as you would be if you were injured in an accident at work or at home. This does not mean that your claim will automatically be accepted. You will have to lodge a claim with ACC, which may take some time to assess. If your claim is accepted, you will receive funding to assist in your recovery. If you have private health or life insurance, you may wish to check with your insurer that taking part in this study won’t affect your cover.”

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 a copy of the document that will be provided to participants inviting them to participate in the documentary. 

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




General business
[bookmark: _GoBack]
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:
	18 April 2017, 01:00 PM

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



	The following members tendered apologies for this meeting.

· Dr Brian Fergus

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.

4. Other business

The Chair noted that he had tendered apologies for the next meeting and would also be unavailable to perform online reviews. That Chair noted that it would be necessary to co-opt another member to act in his place during his absence. The Chair confirmed that Mrs Helen Walker, the chair of the Central HDEC, had confirmed her eligibility. The Committee voted to co-opt Mrs Helen Walker as Chair of the Northern A HDEC while Dr Brian Fergus was unavailable. 

The meeting closed at 6:30pm.
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