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		Minutes





	Committee:
	Southern Health and Disability Ethics Committee

	Meeting date:
	05 December 2017

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



	Time
	Item of business

	11:30am
	Welcome

	11:35am
	Confirmation of minutes of meeting of 14 November 2017

	11:45am
	New applications (see over for details)

	
	 i 17/STH/224
  ii 17/STH/228
  iii 17/STH/226
  iv 17/STH/232
  v 17/STH/234
  vi 17/STH/235
  vii 17/STH/237
  viii 17/STH/238
  ix 17/STH/239
  x 17/STH/240
  xi 17/STH/241

	3:55pm
	General business:
· Noting section of agenda

	4:10pm
	Meeting ends



	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

	Ms Raewyn Idoine 
	Lay (consumer/community perspectives) 
	27/10/2015 
	27/10/2018 
	Present 

	Dr Sarah Gunningham 
	Non-lay (intervention studies) 
	27/10/2015 
	27/10/2018 
	Present 

	Dr Nicola Swain 
	Non-lay (observational studies) 
	27/10/2015 
	27/10/2018 
	Absent 

	Dr Mathew  Zacharias 
	Non-lay (health/disability service provision) 
	27/10/2015 
	27/10/2018 
	Present 

	Dr Devonie Waaka 
	Non-lay (intervention studies) 
	13/05/2016 
	13/05/2019 
	Present 

	Assc Prof Mira Harrison-Woolrych 
	Non-lay (intervention studies) 
	27/10/2015 
	27/10/2018 
	Present 

	Dr Fiona McCrimmon 
	Lay (the law) 
	27/10/2015 
	27/10/2018 
	Present 

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




Welcome

The Chair opened the meeting at 11:30am and welcomed Committee members, noting that apologies had been received from Dr Nicola Swain.

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 14 November 2017 were confirmed.


New applications 

	1  
	Ethics ref:  
	17/STH/228 

	 
	Title: 
	Environmental and genetic risk factors for cleft lip and palate 

	 
	Principal Investigator: 
	Associate Professor John Thompson 

	 
	Sponsor: 
	The University of Auckland  

	 
	Clock Start Date: 
	16 November 2017 



Associate Professor John Thompson 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 study investigates risk factors (environmental, genetic and their interactions) associated with cleft lip and palates. 
2. 840 participants will be recruited in New Zealand. 

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 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. Please provide suitable information sheets and assent forms. This includes an information sheet and consent form for parents of participants unable to provide informed consent, an information sheet and consent form for participants able to provide their own informed consent (this includes all participants aged 16 years or older and may include some younger participants if they are deemed competent), an information sheet and assent form for children, and a very simple information sheet and assent form for young children that should very simply explain their participation in the study. Guidance on assent can be found at http://ethics.health.govt.nz/guidance-materials/assent-guidance (Ethical Guidelines for Observational Studies para 6.10 & Appendix 2)
5. Please address how the researchers will manage situations where the mother consents but the child’s sibling(s)/father do not wish to take part. In particular, please address how the researchers will minimise the undue influence or coercion being applied by consenting family members. (Ethical Guidelines for Observational Studies para 6.7)
6. This study, as presented in this application, involves accessing health information from patients without consent. 
The Committee noted that participants have a right to know that their health information is being used in research. Right 6(1)(d) of the HDC Code of Rights states:
a. Every consumer has the right to information that a reasonable consumer, in that consumer’s circumstances, would expect to receive, including … notification of any proposed participation in teaching or research, including whether the research requires and has received ethical approval.
The Committee noted that they can approve access to identifiable health information without consent for research in certain circumstances. The Ethical Guidelines for Observational Studies states at Paragraph 6.43:
b. Access to identified or potentially identifiable data for research without the consent of the people the data identifies or makes potentially identifiable may be justifiable when:
a) the procedures required to obtain consent are likely to cause unnecessary anxiety for those whose consent would be sought; or the requirement for consent would prejudice the scientific value of the study; or it is impossible in practice to obtain consent due to the quantity or age of the records; and
b) there would be no disadvantage to the participants or their relatives or to any collectives involved; and
c) the public interest in the study outweighs the public interest in privacy.
To approve a study involving access to health information without consent the Committee must be satisfied that these requirements are met by the study concerned.

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

7. Please amend the information sheet to include details of how tissue will be stored (where, whether it will be identifiable, and how long).
8. Make it clear how and when incidental findings (including potentially significant genetic findings) are to be returned to participants and how this process will work. Clarify whether participants can opt out of receiving such results, and what support processes are in place (eg clinical geneticist) should a participant wish to discuss the potential impact of knowing (or electing not to know) these results.
9. Add a lay title to the information sheet.
10. Check the information sheet for jargon and substitute lay terms 
11. The Committee suggested the researchers visit a support or community group for feedback on their information sheet.
12. Please include that women who will not name the father of their child will not be excluded.
13. Change references to participant’s husbands to their partners.
14. Add that tissue samples will be stored in Auckland Regional Tissue Bank or update the information sheet to include the details of the HDEC-approved tissue bank that will be used to store study samples.
15. Include that participants can refuse to answer any questions.
16. Correct anonymous to de-identified when describing study information.

Decision 

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

· The Committee stated that the information sheets needed significant re-writing and that there were missing assent and consent forms. (Ethical Guidelines for Observational Studies para 6.10 & Appendix 2)
· The Committee stated that there was a risk of undue influence / coercion with the recruitment process and that this would need to be addressed before approval could be given.(Ethical Guidelines for Observational Studies para 6.11.b)
· Please confirm that tissue will be stored in the Auckland Regional Tissue Bank or provide the details of the tissue bank where tissue will be stored. (HDEC Standard Operating Procedures Section 13.)



	2  
	Ethics ref:  
	17/STH/224 

	 
	Title: 
	Measurement of human mitochondrial function 

	 
	Principal Investigator: 
	Dr Andree Pearson 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	23 November 2017 



Dr Andree Pearson was present in person for discussion of this application.

Potential conflicts of interest

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

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

Summary of ethical issues (outstanding)

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

1. 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)
2. The Committee stated that the protocol needs to include how many participants will be included in the project, the randomisation ratio, inclusion & exclusion criteria for cases and controls. Please amend the study protocol taking into account the suggestions made by the Committee. (Ethical Guidelines for Intervention Studies para 5.41)
3. Please provide evidence of favourable independent peer review of the amended study protocol (Ethical Guidelines for Intervention Studies Appendix 1)

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

4. Please include more detail on the punch biopsy procedure and that it will require local anaesthetic.
5. Please add a lay-friendly explanation of mitochondrial diseases
6. State that the project is a pilot study and explain what this means.
7. Explain how incidental findings and will be managed and that there will be the option to discuss any findings with a geneticist. Also explain whether the participant will be able to elect NOT to receive such results (and the possible impact of doing so). 
8. Include a tickbox option in the consent form for participants to choose to receive incidental findings.
9. Include in the information sheet that ALL participants, regardless of their response to the tickbox mentioned in point 12 above, will be asked again about whether they wish to receive the results of any incidental findings, later in the study.
10. Remove the statement about the project benefitting the Māori people.
11. The Committee stated that the researchers should draft their information sheet and consent form templates using the HDEC templates.
12. The Committee stated that consent for Future Unspecified Research needs to be distinct from consent for research participation. Please provide separate information sheet and consent forms for Future Unspecified Research and make sure that all information about Future Unspecified Research is in the separate information sheet. 
13. Please explain that study tissue will be partially identifiable as there will be a master code. 
14. Explain that tissue can be destroyed with karakia if this is an option.

Decision 

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

· The Committee stated that the protocol needed sufficient revision as key details were missing. (Ethical Guidelines for Intervention Studies para 5.41)
· The Committee stated that the information sheet and consent form for Future Unspecified Research were missing. (Ethical Guidelines for Observational Studies para 6.10)
· The Committee stated that the information sheet and consent form needed significant revision. (Ethical Guidelines for Observational Studies para 6.10)

 

	 3  
	Ethics ref:  
	17/STH/226 

	 
	Title: 
	Micro-tensile bond strength of different pit and fissure sealants to intact enamel. 

	 
	Principal Investigator: 
	Dr Manorika Ratnaweera 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	23 November 2017 



Dr Manorika Ratnaweera 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 study investigates the bonding strengths of different types of sealants in deep grooves in teeth. 
2. Teeth will be collected from participants who are already having them extracted. These teeth will be analysed.
3. Participants will also have the option of giving the teeth for Future Unspecified Research (FUR) purposes. 

Summary of ethical issues (outstanding)

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

4. 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)
5. Please provide the details of the HDEC-approved tissue bank where teeth will be stored for FUR purposes. (HDEC Standard Operating Procedures Section 13)

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

6. Please provide a lay-friendly title and include it in the footer. 
7. Remove the statement ‘hence will not result in any grievances’
8. Please explain what will happen to teeth after the study in the main information sheet and keep any information relating to FUR to the separate information sheet.
9. Explain that teeth will become essentially anonymous as researchers will not retain any links between teeth and participants. 
10. Include that participants have the right to make a complaint about an aspect of care or research regardless of HDEC approval.
11. Correct incorrect references to HDC.


Decision 

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

· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).
· Please provide the details of the HDEC-approved tissue bank where teeth will be stored for FUR purposes. (HDEC Standard Operating Procedures Section 13)
· Please provide a cover letter addressing the missing questions from the application. 

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

	 4  
	Ethics ref:  
	17/STH/232 

	 
	Title: 
	A phase 1/1b study to investigate the safety and anti-tumour activity of BGB-A317 in combination with BGB-290 in Subjects with Advanced Solid Tumours 

	 
	Principal Investigator: 
	Dr Michelle Wilson 

	 
	Sponsor: 
	BeiGene Aus Pty. Ltd.  

	 
	Clock Start Date: 
	23 November 2017 



Dr Michelle Wilson 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 study investigates the safety and anti-tumour activity of BGB-A317 in combination with BGB-290 in Subjects with Advanced Solid Tumours.

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 ACC-equivalent compensation must be provided to participants for the study to be approved.
3. 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).
4. Please provide details of the Data Safety Monitoring plans and amend the information sheet accordingly. (Ethical Guidelines for Intervention Studies para 6.50).

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

5. Please provide details of the Data Safety Monitoring plan.
6. Please provide any existing safety or risk information.
7. 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.” 
8. Please amend the sheet to explain that participants will be informed of any clinically significant incidental findings.
9. The Committee suggested a table of study events and tests that lists what will happen on different days.
10. Remove the ‘declaration of parent or legal guardian’ phrase.
11. Do not include information on Future Unspecified Research in the main information sheet and consent form. This should be entirely separate.
12. The Committee queried the lack of a Māori tissue statement in the pre-screening 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.”
13. Please create a lay title for the project.
14. Please use consistent information on frequency of adverse events such as common or rare etc.

Decision 

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

· Please confirm that ACC-equivalent compensation will be made available to participants under the compensation insurance provisions for the study.
· Please provide further information about the data safety monitoring arrangements for the study. (Ethical Guidelines for Intervention Studies para 6.50).
· 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 Associate Professor Mira Harrison-Woolrych and Ms Raewyn Idoine.



	 5  
	Ethics ref:  
	17/STH/234 

	 
	Title: 
	Microbiology of posterior spine surgical wounds in a paediatric population 

	 
	Principal Investigator: 
	Mr Haemish Crawford 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	23 November 2017 



Mr Haemish Crawford was not 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 study investigates microbes that inhabit the skin and dermis in the wounds of paediatric patients who are undergoing spinal surgery. 
2. The Researchers wish to determine if the microbes present are covered by the antibiotics provided. 

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 study is low risk and that there is a potential for improved care of the participants.

Summary of ethical issues (outstanding)

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

4. The Committee stated that they had concerns about the scientific validity of the study protocol. In particular they stated that it was unclear if the project is sufficiently powered. (Ethical Guidelines for Intervention Studies Appendix 1)
5. The Committee stated that there were multiple issues in the information sheet and consent form that needed addressing. (Ethical Guidelines for Observational Studies para 6.10)
6. The Committee stated that Māori consultation is required. Please confirm that the project has been sent for Māori consultation. (Ethical Guidelines for Observational Studies para 4.4) 
7. Please clarify who the coordinating investigator is and that they are qualified to conduct the project as the application presents conflicting information. (HDEC Standard Operating Procedures para 176.1) 

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

8. Remove references to the study drug from the information sheet and consent form.
9. Clarify who is the lead investigator in the study and make this clear on the information sheet.
10. Include that if a potentially virulent microbe is discovered then participants 
11. Correct references from ‘you’ to ‘your child’
12. 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.”
13. Explain whether or not participants will be able to withdraw their samples or data, at which point this will no longer be possible, and include the option for data collected until withdrawal to be used.
14. Explain that the project is interested in the microbes found on their child’s back and not their child’s tissue.
15. Please check that explanations of the study and procedures are lay-friendly and free from medical jargon.
16. Amend references to patients to participants.
17. Include a section of the information sheet that explains who is being recruited and what participation will involve.

Decision 

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

· The information sheet, consent form, and assent forms have multiple issues that need addressing (Ethical Guidelines for Observational Studies para 6.10)
· The application indicates that Māori consultation will not be sought. The Committee stated that this is a requirement. (Ethical Guidelines for Observational Studies para 4.4) 
· It is unclear who the coordinating investigator is and that they are qualified to conduct the project as the application presents conflicting information. (HDEC Standard Operating Procedures para 176.1) 
· The Committee had concerns over the scientific validity of the project and whether or not the project had undergo rigorous scientific review. (Ethical Guidelines for Intervention Studies Appendix 1)

 

	 6  
	Ethics ref:  
	17/STH/235 

	 
	Title: 
	FAP IL2v Phase II NSCLC Study 

	 
	Principal Investigator: 
	Dr Sanjeev Deva 

	 
	Sponsor: 
	Roche Products (New Zealand) Limited 

	 
	Clock Start Date: 
	23 November 2017 



Dr Sanjeev Deva was present by teleconference for discussion of this application.

Potential conflicts of interest

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

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

Summary of Study

1. This is an open-label, multicenter, Phase II, clinical study to evaluate the anti-tumour activity of RO6874281 in combination with atezolizumab in participants with advanced and/or metastatic solid tumours.
2. 2 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.

3. The Committee asked how the conflict of interest of having treating clinicians seek informed consent for participation would be managed. The Researcher explained that that they will be working according to Good Clinical Practice guidelines and have multiple face to face discussions over time to allow potential participants to discuss with family/whānau and then decide.
4. The Committee asked if CT scans mentioned in the study mean that there is additional radiation exposure. The Researcher explained that this is a standard care test and will not be performed more frequently during the study.

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

5. Add a lay-friendly title to the information sheet and consent form. 
6. Refer to patients in the trial as participants 
7. Remove the statement that it is the responsibility of the participant to inform the CI if a partner becomes pregnant. The Committee suggested that this wording be changed to state that it is the responsibility of participants to share the pregnancy risk with their partners and take steps to avoid this.
8. Add consent for the participation (collection of data) of babies’ delivered alive.  


Decision 

This application was approved with non-standard conditions by consensus. The non-standard conditions are:

· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee. 
 

	 7  
	Ethics ref:  
	17/STH/237 

	 
	Title: 
	A study evaluating idelalisib in children and adolescents with B-cell lymphoma in combination with RICE. 

	 
	Principal Investigator: 
	Dr Siobhan Cross 

	 
	Sponsor: 
	Gilead Sciences, Australia and New Zealand 

	 
	Clock Start Date: 
	23 November 2017 



Dr Siobhan Cross was not 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 study is a Phase 1b trial evaluating idelalisib in children and adolescents with relapsed or refractory diffuse large B-cell lymphoma or mediastinal B-cell lymphoma in combination with RICE. 

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 stated that, given the documents provided, it is not clear that the benefits of the study outweigh the potential risks to participants. 
3. The Committee were concerned that the risk of monotherapy with the study drug prior to commencement of RICE, and potential for progression during the monotherapy period)has not been addressed adequately in the application or ICF. (Ethical Guidelines for Intervention Studies para 3.11).
4. The Committee noted that the European Medicines Agency had reviewed the project and that the researchers were due to make a response. Please provide this response. (Ethical Guidelines for Intervention Studies Appendix 1)
5. 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).

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

6. Change language around ‘my doctor has asked me’
7. Remove the leading statement about helping other children. 

Decision 

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

· The proposed risks of the study are not proportional to the benefits. (Ethical Guidelines for Intervention Studies para 3.11).
· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).
· Please provide the Researcher’s response to the EMA assessment of the study (Ethical Guidelines for Intervention Studies Appendix 1)


	 8  
	Ethics ref:  
	17/STH/238 

	 
	Title: 
	Biomarkers in pulmonary embolism 

	 
	Principal Investigator: 
	Professor  Lutz Beckert 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	23 November 2017 



Dr Chris Pemberton was present in person for discussion of this application.

Potential conflicts of interest

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

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

Summary of Study

1. The study investigates whether biomarkers can be used to predict pulmonary embolism. By detecting these researchers hope to be able to diagnose and guide treatment of this condition.

Summary of ethical issues (outstanding)

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

2. 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).
3. The Committee stated that a separate information sheet and consent form need to be provided for consent for future unspecified as consent for this must be distinct from main study participation. (Ethical Guidelines for Intervention Studies para 6.22).


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

4. Remove bullet points and format information by subheadings and paragraphs.
5. Remove tick boxes for items that are not truly optional. 
6. 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.”



Decision 

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

· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).
· Please provide an information sheet and consent form for future unspecified use of tissue. (Ethical Guidelines for Intervention Studies para 6.22).

This following information will be reviewed, and a final decision made on the application, by the full committee. 

 

	 9  
	Ethics ref:  
	17/STH/239 

	 
	Title: 
	CA017-055 

	 
	Principal Investigator: 
	Dr Catherine Barrow 

	 
	Sponsor: 
	Bristol-Myers Squibb 

	 
	Clock Start Date: 
	23 November 2017 


 
Dr Catherine Barrow was not 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 study is a Phase 3, Randomized, Double blind Study of BMS 986205 Combined with Nivolumab versus Nivolumab in Participants with Metastatic or Unresectable Melanoma that is Previously Untreated.

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

2. Add that tissue will be collected and stored in an identifiable form.
3. Please check that the information sheet conveys the risk information in lay-friendly terms.
4.  Include contraceptive advice in the adolescent information sheet.
5. Check that text from the main page is not merging into the footer.

Decision 

This application was approved with non-standard conditions by consensus. The non-standard conditions are:

· 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).
 

	 10  
	Ethics ref:  
	17/STH/240 

	 
	Title: 
	Flash Study 

	 
	Principal Investigator: 
	Dr  Ben Wheeler 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	23 November 2017 



Dr Sara Boucher 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 study investigates a novel way of measuring blood glucose in adolescents with poorly controlled type 1 diabetes. 

Summary of ethical issues (resolved)

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

2. The Committee queried whether or not the study is commercially funded. The Researcher explained that the project is funded by Dunedin Medical School and Otago University’s Department of Women and Children’s Health. 

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 amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).
4. Please justify why pregnant women will be excluded from the project or amend the study documents to include them. Please amend the study protocol taking into account the suggestions made by the Committee. (Ethical Guidelines for Intervention Studies para 5.41)

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

5. 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.”
6. The Committee suggested the researchers use the HDEC template information sheet and consent form. 
7. Remove the parent’s signature block from the assent form.
8. Remove reference to ‘your child’ from the teenager assent form.
9. Please add information about the control group to the teenager information sheet. 

Decision 

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

· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).
· Please amend the study protocol and respond to the queries made by the Committee. (Ethical Guidelines for Intervention Studies para 5.41)

This following information will be reviewed, and a final decision made on the application, by Associate Professor Mira Harrison Woolrych and Ms Raewyn Idoine. 
 

	 11  
	Ethics ref:  
	17/STH/241 

	 
	Title: 
	Anxiety and Micronutrients 

	 
	Principal Investigator: 
	Mr Ben Warren 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	23 November 2017 



Mr Ben Warren was present in person for discussion of this application.

Potential conflicts of interest

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

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

Summary of Study

1. The study is a double blind, randomised controlled trial that investigates if Zinc and Vitamin B6 improve symptoms of anxiety and depression.

Summary of ethical issues (resolved)

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

2. The Committee asked whether the coordinating investigator wouldcommercially benefit from the study. The CI confirmed that he was the owner of a vitamin supply business but that the doses of the products used in the current study were such that he would not be able to supply them commercially should benefit be shown.
3. The Committee were satisfied that this project is not a commercially-sponsored intervention study and that participants will be eligible to apply for ACC compensation if necessary.
4. The committee queried the scientific purpose of the open label component of the study. The researcher confirmed that all scientific outcome measures (efficacy and safety) would be based only on the randomised component of the study. The researcher confirmed that the open-label component of the study was purely an incentive to increase recruitment.
5. The committee questioned whether a cross-over design would be more useful scientifically than the inclusion of an open-label phase. The researcher stated this would not be possible as the wash-out period for zinc and B6 was not known. Further, it was not possible to assess washout based on blood or urine zinc / B6 concentrations due to homeostasis. The committee questioned whether an arbitrary period of 6 weeks would suffice, given that was the period selected to assess efficacy and safety. The researcher stated that this would not be possible.
6. The Committee queried the purpose of the naturalistic follow-up. The Researcher explained that it is to explore if participants have made lifestyle changes following study participation and if there have been any continued benefits. The committee noted that the study design would confound these results, as would the aspect of self-selection of the follow-up group, and expressed reservations about the scientific validity of such follow-up.
7. The Committee asked for the makeup of the data safety monitoring committee. The Researcher explained that the group is made up of the study clinicians and the supervisor for the Researcher’s PHD. The Committee asked that an external reviewer be added to this group.
8. The Committee queried how recruitment would occur. The Researcher explained recruitment would be at a national level via a network of GP’s who are interested in the topic. Advertising would be used if there were low numbers of participants. 
9. The Committee asked what would happen if participants experienced a deterioration of their symptoms during the study. The Researcher explained that they would be referred onto the study clinician who is a psychiatrist as well as their GP.
10. The Committee stated that participants should be invited to a centre to discuss the project and to seek consent. If this is not possible (ie due to distance) then there should be a phone discussion and an information sheet and consent form mailed to them. The study must be discussed in detail over the phone, an opportunity must be provided to discuss any questions about study participation, and the participant must be given time to discuss with others prior to giving consent. All consent must be evidenced.
11. The researchers noted that the doses used in the study required a doctor’s prescription. If a participant wished to continue with zinc and B6 after the active component of the study was completed, the researchers would inform the participant’s GP regarding prescription details.

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

12. Remove tick boxes from the consent form for all items that are not truly optional.

Decision 

This application was approved with non-standard conditions by consensus. The non-standard conditions are:

· [bookmark: _GoBack]Please amend the information sheet and consent form, taking into account the suggestions made by the Committee.
· As the doses used during the study require prescription, please ensure prescriptions are made and dispensed in accordance with all legal requirements.


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:
	13 February 2018, 08:00 AM

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



	The following members tendered apologies for this meeting.

3. Problem with Last Minutes

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

The meeting closed at 4:45pm. 
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