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		Minutes





	Committee:
	Northern A Health and Disability Ethics Committee

	Meeting date:
	18 July 2017

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



	Time
	Item of business

	1:00pm
	Welcome

	1:05pm 
	Confirmation of minutes of meeting of 20 June 2017. 

	1:10pm
	General business:
Noting section of agenda

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

	
	 i 17/NTA/127
  ii 17/NTA/129
  iii 17/NTA/130
  iv 17/NTA/131
  v 17/NTA/132
  vi 17/NTA/133
  vii 17/NTA/134
  viii 17/NTA/135

	5:00pm
	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 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 

	Ms Rochelle Style 
	Lay (ethical/moral reasoning) 
	14/06/2017 
	14/06/2020 
	Present 


 

Welcome

The Chair opened the meeting at 1:00pm 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 20 June 2017were confirmed.

New applications 


	 1  
	Ethics ref:  
	17/NTA/127 

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

	 
	Principal Investigator: 
	Dr Dean  Harris 

	 
	Sponsor: 
	Checkpoint Therapeutics, Inc. 

	 
	Clock Start Date: 
	06 July 2017 



Dr Dean Harris 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 efficacy of the drug CK-101 in patients who have advanced cancer, including those with non-small cell lung cancer. 
2. 20 participants will be recruited in New Zealand out of 120 globally.

Summary of ethical issues (resolved)

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

3. The Committee thanked the Researcher for making the changes requested follow the Researcher’s previous application.
4. The Committee queried if non small-cell lung cancer patients will be eligible to participate. The Researcher explained that they would be.
5. The Committee asked if information would be stored for ten years as the future unspecified research was stored for 15 years, so to reidentify sampled for withdrawal the site would also have to store for 15 years. The Researcher explained that it would and would amend this. 
6. The Committee noted the high quality of the privacy and confidentiality wording in the PISCF.
7. The Committee queried if genetic analysis would be performed on tissue collected for future unspecified research purposes (as stated in the PISCF). The Researcher explained that it would not.
8. The Committee queried whether the future unspecified research would only include leftover PK samples (as stated in the PISCF). The Researched explained that this was the case, no additional blood would be banked.
9. The Committee asked if there had been any serious adverse events or deaths from a previous trial. The Researcher explained that there had not.
The Committee queried the discontinuation parameters and sought assurance that this would not be in the commercial interests of the sponsor. HDECs do not accept commercial reasons as a justification for the early termination of a study.


Summary of ethical issues (outstanding)

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

10. The Committee noted the simplification of the text in the PISCF from the previous application, however it may now contain too brief an explanation of what is a complex study design. The Committee referred in particular to the PISCF at the top of page 3 (first three paragraphs); and asked whether this could be subheaded regarding dose escalation and then expansion groups (in lay language) with consideration of some additional explanatory sentence(s) for patient clarification. 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).
11. Please provide evidence of current MPS membership. 
12. Please confirm if the insured amount for this study is aggregate or per patient and confirm current certification.


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

13. The Committee suggested the use of subheadings to break up explanations of various study procedures to make them easier to understand (as per point 9)..
14. Please include that there will be three additional CT scans (page 9) and when these will occur.
15. Please state that this project is a first in human and phase I trial.
16. Please clarify the process of sending samples to Covance Singapore and then onto the United States in the main study PIS.
17. Please include the address of the USA based laboratory where samples collected for future unspecified research will be stored.
18. Please replace the term race with ethnicity.

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 CI’s current MPS membership certificate.
· Please confirm if the insured amount for this study is aggregate or per patient.

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


	 2  
	Ethics ref:  
	17/NTA/129 

	 
	Title: 
	AURORA 

	 
	Principal Investigator: 
	Dr David Orr 

	 
	Sponsor: 
	Allergan Australia Pty Ltd 

	 
	Clock Start Date: 
	06 July 2017 



Dr David Orr 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.

Dr Christine Crooks declared a conflict of interest related to this application. 

Summary of Study

1. The study investigates whether the drug, Cenicriviroc is an effective and safe treatment for fatty liver. 
2. 25 participants will be recruited in New Zealand from eligible fatty liver patients and randomised to receive either a placebo or the study drug.

Summary of ethical issues (outstanding)

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

3. The Committee asked what crossover, if any will be possible following phase one?
4. The Committee queried how many phase one participants would be enrolled into phase two and how this would be determined?
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). 
6. [bookmark: _Hlk488695634]Please clarify, in writing, if the study might be terminated for commercial reasons. HDECs do not accept commercial reasons as a justification for the early termination of a study.
7. Please provide an information sheet and consent form for any ongoing child monitoring or followup if a pregnancy should occur.
8. Please clarify if identifiable information will be released to the CRO or the study sponsor. Statements in the information sheet and protocol appear to contradict.
9. Please clarify how ethnicity data will be collected. The Committee stated that the researchers should 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.
10. Please confirm that all study participants will be covered by ACC-equivalent insurance provided by the study sponsor.
11. Please justify the additional pharmacokinetics testing in placebo participants as this will expose them to additional risks.
12. The Committee stated that the future unspecified use information sheet and consent form need to be consistent with the requirements laid out in the Guidelines for the Use of Human Tissue for Future Unspecified Research Purposes, and ideally in the HDEC template (including the consent form – the format of which is currently confusing).
13. Please clarify whether the future unspecified research is for “any remaining blood samples” as stated or specified additional blood samples as per the main PISCF.
14. Please remove the consent form for research on biological samples. This should be covered by the consent form for Future Unspecified Research.
15. The Committee queried what safety measures are in place for people with negative answers to the quality of life questionnaire.
16. Please provide up to date MPS membership.

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

17. The Committee stated that the information sheet and is too long, repeats information, and runs the risk of overwhelming participants. The Committee requested that the information sheet be shortened but that important information is retained.
18. Specify how long participants will have to take a dose of the drug.
19. Check the explanations of study procedures for readability and remove jargon.
20. Remove references to the optional pharmacokinetics study from the main information sheet.
21. Clarify the timeline around the original baseline visit.
22. Explain how often the quality of life questionnaires will need to be completed.
23. Include how long each study visit will take.
24. Please make it very clear that participants will not be able to conceive or go into bright, direct sunlight for eight years following participation.
25. Specify how long participants should avoid driving or operating machinery for.
26. Include the duration of side effects.
27. Include that HIV and Hepatitis C are notifiable diseases.
28. Please expand the participant withdrawal paragraph on page 12 of the information sheet to include how participants will be withdrawn.
29. Remove the last paragraph in page 12 of the information sheet that begins with a statement about Qsquared – this is usual laboratory process and not required information.
30. Include how participants can withdraw from the study.
31. Please simplify the data protection statement and check it for accuracy.
32. If necessary, amend data statements about disclosure of identifiable information to the CRO or study sponsor.
33. Include that data will be sent overseas, not just tissue.
34. Include that data on new-borns will be sent overseas.
35. Include that a database of any hepatic events will be established.
36. Include that the study will not be terminated for commercial reasons.
37. Please do not refer participants to another information sheet. All necessary information must be in each information sheet, including future unspecified research.
38. If results are permanently de-identified then they cannot be returned to participants. Please remove this statement or explain that the results will be stored but can be identified.
39. Remove the statement about the partner becoming pregnant from the optional pharmacokinetics sample information sheet. 
40. The Committee queried the lack of a Māori tissue statement in all Participant Information Sheets. 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/whānau 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 sheets and consent forms, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).
· Please respond to the outstanding concerns about the design of the study listed above. (Ethical Guidelines for Intervention Studies section 5).
· Please confirm that all participants will be covered by ACC-equivalent compensation provided by the study sponsor. 
· Please describe the safety procedures in place for participants who give negative answers to the quality of life questionnaire. (Ethical Guidelines for Intervention Studies para 6.38).

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


	 3  
	Ethics ref:  
	17/NTA/130 

	 
	Title: 
	Epigenetics of progesterone resistance in endometriosis 

	 
	Principal Investigator: 
	Dr Anna Ponnampalam 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	06 July 2017 



Dr Anna Ponnampalam 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 enzymes that are mediating factors in the epigenetics of endometriosis and their relationship to progesterone resistance.
2. 50 women who are undergoing surgery with endometrial sampling in New Zealand will have a biopsy taken for analysis.
3. The investigator will seek consent for any residual samples leftover from this study to be added to the Auckland Regional Tissue Bank for future unspecified research.

Summary of ethical issues (resolved)

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

4. The Committee queried if consent would be sought pre-operatively or post-operatively. The Researcher confirmed that consent would be sought pre-operatively. 

Summary of ethical issues (outstanding)

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

5. 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)
6. Clarify for the Committee and in the PISCF whether the researcher intends to use only the biopsy sample leftover after clinically requested histological analysis, or whether there will be additional biopsy tissue taken only for research purposes.
7. The Committee queried the intellectual property information in the PISCF as it appears confusing and somewhat contradictory. Clarify if the participants will retain any intellectual property associated with the results of genetic or biomarker analysis.
8. The Committee stated that the protocol did not sufficiently outline any of the procedures involving participants nor how the ethical issues associated with these would be managed. Please provide an amended protocol that clearly explains these procedures and issues will be managed. Consider the use of standard Protocol templates (eg the WHO or SPIRIT guidelines). 
9. Clarify the use and rationale of the log book, and how privacy and confidentiality will be maintained if this process is to be used.
10. Clarify if additional cells and cell cultures will be used in the study, the rationale for this and for how long such cell lines would be kept.  Include this in the information sheet if necessary.
11. The Committee suggested that the researcher consult a clinican specifically around the consent procedures, particularly the timing and ensuring both patient understanding and the ability to make free voluntary decisions. Consider the health literacy levels and language requirements of potential participants. .
12. The Committee stated that there were cultural concerns with how tissue is used in this project. The Committee requested that the Researcher seek further Māori consultation for the project before reapplying. The Committee also recommended Te Ara Tika and Hei Tangata Kei Tua as further resources.
13. Clarify if the samples collected for future unspecified research will be used only by the coordinating investigator or will be available to other researchers. Further explanation in the main study PISCF needs to be included regarding the request for leftover samples to be banked in the Auckland Regional Tissue Bank. 

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

14. Review the document and reconsider the wording with respect to invitational tone, the health literacy levels of potential participants (use of lay language), clear explanation of  the study purpose and full explanations of all study procedures.
15. Seek consent for the accessing of medical records and explain the procedure in the information sheet.
16. State that data will be stored in a de-identified/coded manner and would be re-identifiable via a key 
17. State whether samples can be withdrawn and destroyed if a participant wishes in the future.
18. Confirm the duration of storage of the tissue (if not banked) and data for the study.
19. Confirm whether or not there will be the return of results to participants (individual or summary).
20. Please use Statistics New Zealand's ethnicity classifications when collecting ethnicity data to ensure the options available are suitable for New Zealand participants. These classifications are: New Zealand European, Maori, Samoan, Cook Islands Maori, Tongan, Niuean, Chinese, Indian, Other (such as Dutch, Japanese, Tokelauan) please state.
21. Please make the intellectual property rights statement clear and layperson appropriate.
22. Note that the Auckland Regional Tissue Bank PISCF is a standard generic template, however amend the future unspecified research reference on the main information sheet to include that this is optional and that participants can choose not to participate in this aspect. 
23. The Committee suggested using the template information sheet and consent forms found on the HDECs website. The consent form does not need Yes/No statements unless truly optional.
24. Confirm whether or not this research is being conducted for student research, if yes include this in the PISCF.
25. Include the standard ACC compensation wording.
26.Please consider inclusion of the standard Māori tissue statement. 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/whānau 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 declined by consensus, as the Committee did not consider that the study would meet the following ethical standards.

· The study protocol failed to include key information on the study procedures and the study design. (Ethical Guidelines for Observational Studies para 5.11)
· The Consent forms as presented do not meet the requirements for informed consent. (Ethical Guidelines for Observational Studies para 6.11)
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	Ethics ref:  
	17/NTA/131 

	 
	Title: 
	Indoor environment quality, health and wellbeing in early childhood education centres 

	 
	Principal Investigator: 
	Prof Robyn Phipps 

	 
	Sponsor: 
	Collingridge and Smith Architects (UK) Ltd 

	 
	Clock Start Date: 
	06 July 2017 


 
Professor Robyn Phipps and Mrs Tiffany Flood were present in person for discussion of this application.

Potential conflicts of interest

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

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

Summary of Study

1. The study investigates the effect of how the design of early childhood education centres effects the health and wellbeing of children who attend them. 
2. Qualitative and quantitative analysis will be performed that analyse the children’s experiences & wellbeing and the environment of each setting, respectively.

Summary of ethical issues (resolved)

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

3. The Committee queried how the study was funded. The Researcher explained that the masters student would do the majority of the work, and that her private architectural business was sponsoring the study, the architectural firm had designed several of the centres in one arm of the study. It was also noted that industry partners had provided the measuring equipment. 
4. The Committee asked if the sponsor had designed the trial. The Researcher stated that they had. The Committee stated that this conflict of interest needs to be included in 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.

5. The Committee noted that there was an undeclared conflict of interest and that this had the potential to bias the results of the study. 
6. The Committee noted that there were a very large number of methods in this study, and that each had its own set of ethical issues to understand and address.
7. The Committee stated that the analysis plan for this study is unclear as the outcome measures for the project are not defined and that it is not clear that the sample size is appropriate.
8. The Committee stated that the wellbeing measures are not clearly explained in the protocol and that the measurement and analysis plans for these need to be included in the protocol. 
9. The Committee stated that the processes for the accessing of data, including what data, who would be accessing it and how security and confidentiality would be managed, are missing from the protocol. Some information proposed (eg GP visits) is not located in the national hospital data collections and would require additional permissions to access general practice records for individual children. This would require much more specificity of request and consideration of the data itself (eg do more GP visits necessarily mean worse health/wellbeing?). The Committee strongly recommended clinician if requesting access to, and considering interpretation of, health related data.   
10. The Committee stated that they were not assured that the main outcomes can be sufficiently demonstrated due to a lack of explanation for how confounders will be controlled for. The researchers are not proposing to collect data on the known factors linked to the outcomes of interest (GP visits and hospital admissions) eg socioeconomic status, home housing situation, overcrowding, pre-existing medical conditions. There is therefore the potential to produce misleading findings.  
11. The Committee stated that all health information from the study would need to be stored for ten years after participants turn 16. 
12. The Committee said it was unclear how the ethical issues around conflicting parental views about the monitor being placed in the classroom, or parental non-consent to any element of the study methods would be managed. 
13. There was no rationale for informing parents but not seeking parental consent for the proposed monitor installation for the study.  
14. The Committee stated that assent forms for one year olds were unnecessary.
15. The Committee requested that the researchers seek individual parental consent for accessing Ministry of Education-held and health related information about children. 
16. Note that in health NHI is considered to be identifiable data, not anonymous. For information sheets this could be referred to as coded data or de-identified by the researchers after analysis.
17. The Committee request more information about the purpose of the observation and how this would be managed, particularly with children who’s parents have not consented.
18. The Committee recommended that information sheets use the HDEC template and only include the tailored information directly relevant to the purpose/audience.

Decision 

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

· The Committee felt that there was a conflict of interest with the way the study was designed and that this had not been clearly communicated in the information sheet or managed in the study design considerations. (Ethical Guidelines for Intervention Studies paras 4.18 - 4.23).
· The Committee had significant concerns with the design and analysis methodology of the study. (Ethical Guidelines for Intervention Studies paras 5.4 - 5.10)
· The Committee stated that the information sheets and consent forms needed to be revised to meet the standards of informed consent. (Ethical Guidelines for Intervention Studies paras 6.6 – 6.23)

	 5  
	Ethics ref:  
	17/NTA/132 

	 
	Title: 
	Targeted Temperature Management after Cardiac Arrest 2 (TTM2) 

	 
	Principal Investigator: 
	Dr Paul Young 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	06 July 2017 


 
Dr Paul Young 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 is a randomised controlled trial of targeted temperature control in cardiac arrest patients to determine if therapeutic hypothermia of 33 degrees improves outcomes compared to early treatment at 37.8 degrees. 
2. 50 participants will be recruited in New Zealand out of 1900 worldwide. 

Summary of ethical issues (resolved)

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

3. The Committee queried how this study meets the Right 7.4 best interests test. The Researcher explained that advanced temperature feedback devices will be made available to participants, these devices can provide detailed information on a patient’s condition. Patient’s protocolised neurprognostication procedures will be more thorough and in-depth than standard of care for participants in this trial.  
4. The Committee asked what the standard of care for temperature control is for cardiac arrest patients in New Zealand. The Researcher explained that the most common approach is 36 degrees but that this varies. The 33 degree figure was chosen for this project to help determine if rapid induction therapeutic hypothermia at this temperature isable to demonstrate benefit, particularly with the ability of the larger sample size in this study to differentiate a small but clinically meaningful benefit. Lower risk of bradycardia for the 37.8 arm was also noted. 
5. The Committee were satisfied that there is benefit in both arms of this trial and that the right 7.4 best interest case can be met in both arms. 
6. The Committee asked if the Researcher would seek familial permission to use the data for those participants who die. The Researcher explained that they would do so in the event that this did not cause undue upset to family members and to the extent that it is practical to seek consent. The Committee noted that the scientific value of the study could be prejudiced by not including the data of those participants who died.
7. The Committee were satisfied that the Researcher could enrol patients into this study under the Right 7.4 best interests criteria. 


Summary of ethical issues (outstanding)

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

8. 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).
9. The Committee sought clarification around family members completing the questionnaires on their relative’s behalf, noting it would be more accurate to state they were sharing their views on their relative’s health and well-being. The Committee stated that in the event that family members are completing questionnaires about their own views then the researchers should seek informed consent from the family members. The Committee queried whether there were scientific concerns raised by having family members complete the questionnaire IQCODE and it being recorded in the study data as the individual completing it rather than the family member. Please justify the family members completion of the questionnaire in relation to the collection of health information, taking into account the Health Information Privacy Code 1994 and informed consent to collect health records about an individual.

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

10. Remove the statement on page three about participants not benefitting. Please amend this to a statement about how patients can benefit based on the information that is available.
11. Please provide separate relative information and patient consent for continued participation forms.
12. Remove the word voluntary from the information sheets for procedures happening before participants consent for further participation. 
13. Please check the wording in the family member/relative consent form. This needs to state that they are providing their views on whether or not their relative would wish to be in the project. They are not providing consent on their relative’s behalf.
14. Add that the intervention duration is 40 hours.
15. Seek consent for the use of data until withdrawal for those patients who decline to continue. 
16. Include participants will be followed up on and if this will be by phone or in writing, or by email.
17. Include who will be asked to complete the IQCODE, MOCA Assessment, and EQ-5D-5L questionnaires in the table of differing scenarios. 

Decision 

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

· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).
· Please respond to the Committee’s concerns about family members completing questionnaires on their relative’s behalf.

This following information will be reviewed, and a final decision made on the application, by Dr Brian Fergus and Dr Karen Bartholomew. 
	 6  
	Ethics ref:  
	17/NTA/133 

	 
	Title: 
	Reading for Pleasure: The benefits of a dementia-friendly book club. 

	 
	Principal Investigator: 
	Dr Dalice Audrey Sim  

	 
	Sponsor: 
	Bupa Care Services NZ Limited  

	 
	Clock Start Date: 
	06 July 2017 


 
Dr Brenda Sally Rimkeit 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 effects of a twice weekly, seven week book club on dementia patients’ quality of life. 
2. 18 to 20 dyads of dementia patients and their carers will be recruited as part of this study.

Summary of ethical issues (resolved)

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

3. The Committee commended the researchers for addressing the complex issues raised in the previous application discussion.
4. The Committee stated that all enrolments for non-consenting participants in this study should be made under Right 7.4 of the Health and Disability Commissioner’ Code of Rights and that Welfare Guardians should not provide consent on these patients’ behalf. The Researcher agreed to this method of enrolment.
5. The Researcher explained that unless a patient expresses a willingness to participate in the study as well as meeting the right 7.4 best interests test then they will not be included in the study.
6. The Committee asked what confidentiality measures were in place for the audio taping of interviews. The Researcher explained that the interviews would be transcribed and anonymised. 
7. The Committee queried why the ACE questionnaire includes participant and tester names whilst the other questionnaires do not. The Researcher explained that this is an error and all questionnaires will have a code number only.
8. The Researcher confirmed that the sponsor will continue to run book clubs after the trial is completed, if the results show benefit.
9. The Committee noted the potential conflict of interest for the Researchers who publish the dementia-friendly books and the conduct of the study. The Committee suggested that the Researchers appoint an independent person to audit the coding of the audio-tapes and the Researchers agreed to do that.  The Committee also noted that if an assessment leads to disclosure of a serious disorder or the experience at the RACF the study procedures indicate that the assessor will meet with the participant, their carer, their legal personal representative (if applicable) and their GP and determine appropriate action on a case by case basis


Summary of ethical issues (outstanding)

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

10. 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).
11. Separate out the information, consent, assent, and family member information sheets into the following: information and consent for patients who can provide informed consent, assent form for those who cannot provide informed consent, family member information sheet and carer views on their relative’s participation, and information and consent form for carer participation (as part of the dyad and completing questionnaires). 

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

12. Add the confidentiality procedures for the audio tapes to the information sheet.
13. Rephrase the participant information sheet for caregiver to reflect that they are participant and are consenting for their own participation only.
14. Rephrase the carer information sheet to clearly outline exactly what procedures they are consenting to and remove references for procedures that are for the dementia patient only.
15. Please replace the phrase school-bookish with a more appropriate phrase.
16. Remove yes/no boxes from the consent form for all but truly optional choices that would not exclude a patient from participating.
17. Please simplify the assent forms.
18. 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.”
19. Include a self-addressed return envelope or explain the procedures for leaving the forms at the rest home.
20. Amend the HDEC references in all forms to 17/NTA/133
21. Clarify the time frames for when participants can withdraw.
22. Include that data will be held at Otago University in a de-identified state.
23. Include the duration of book club meetings.

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 requested information, consent, and assent forms. (Ethical Guidelines for Intervention Studies section 6).

This following information will be reviewed, and a final decision made on the application, by Dr Christine Crooks and Ms Toni Millar.
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	Ethics ref:  
	17/NTA/134 

	 
	Title: 
	TAME Cardiac Arrest Trial 

	 
	Principal Investigator: 
	Dr Rachael  Parke 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	06 July 2017 



Dr Rachael Parke 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 increasing levels of carbon dioxide in the blood can improve neurological outcomes in cardiac arrest patients. 
2. 1700 participants will be recruited for this project worldwide, with 200 recruited in New Zealand. 
3. Participants will be randomised to receive increased blood carbon dioxide or standard care.

Summary of ethical issues (resolved)

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

4. The Committee queried how inclusion in this project would be in participant’s best interests. The Researcher explained that participants in this study would receive much longer followup than standard care patients and would be regularly contacted by nurses. Follow up staff can then pick up more subtle health needs and assist participants to make appointments or address other identified needs. The advanced and thorough protocolised neuroprognostication was performed on all participants and this is more in-depth than current standard of care. Early studies indicate positive outcomes in relation to cognitive function with CO2 management.
5. The Committee queried if participants in this study can be co-enrolled into 17/NTA/132 and if this would serve as a potential confounding variable. The Researcher explained that participants can be enrolled into both projects and that interaction studies had shown that there was no interaction.
6. The Committee queried how follow up with participants would happen. The Researcher explained that this would be by phone.
7. The Committee asked if any future biobanking would occur. The Researcher explained that it would not unless further funding was sourced. If this funding was acquired the Researchers would submit the necessary amendment.
8. The Committee were satisfied that the Researcher could enrol patients into both arms of this study under the Right 7.4 best interests criteria. 


Summary of ethical issues (outstanding)

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

9. 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. The Committee sought clarification around family members completing the questionnaires on their relative’s behalf, noting it would be more accurate to state they were sharing their views on their relative’s health and well-being. The Committee stated that in the event that family members are completing questionnaires about their own views then the researchers should seek informed consent from the family members. The Committee queried whether there were scientific concerns raised by having family members complete the questionnaire IQCODE and it being recorded in the study data as the individual completing it rather than the family member. Please justify the family members completion of the questionnaire in relation to the collection of health information, taking into account the Health Information Privacy Code 1994 and informed consent to collect health records about an individual.

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

11. Split up the relative and patient information sheets, consent form, and views forms.
12. Remove the word voluntary from the information sheets for procedures happening before participants consent for further participation. 
13. Please check the wording in the family member/relative consent form. This needs to state that they are providing their views on whether or not their relative would wish to be in the project. They are not providing consent on their relative’s behalf.
14. Include that data will be sent offshore.
15. Seek consent for the use of data until withdrawal for those patients who decline to continue. 
16. Include participants will be followed up on and if this will be by phone or in writing, or by email.
17. Include who will be asked to complete the IQCODE, MOCA Assessment, and EQ-5D-5L questionnaires in the table of differing scenarios

Decision 

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

· Please amend the information sheet and consent form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).
· Please respond to the Committee’s concerns about family members completing questionnaires on their relative’s behalf.

This following information will be reviewed, and a final decision made on the application, by Dr Kate Parker and Dr Brian Fergus. 
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	Ethics ref:  
	17/NTA/135 

	 
	Title: 
	New ways to deliver oxygen to children PARIS II trial 

	 
	Principal Investigator: 
	Dr Stuart Dalziel 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	06 July 2017 


 
Dr Stuart Dalziel 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 compares Nasal High Flow Therapy against standard care as a treatment for acute hypoxemic respiratory failure in children. 
2. 440 children will be recruited and randomised to one of the two arms of the project.

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 consent discussions about deferred consent were relevant to Australia but not New Zealand. The Protocol states that the study is prospectively consented in New Zealand, either in ED or PICU.

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 form, taking into account the suggestions made by the Committee (Ethical Guidelines for Intervention Studies para 6.22).
5. Please confirm if Fisher and Paykel will place any restrictions on publications of the study results. 

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

6. Add the age group of children involved, 1 – 4 years.
7. Check the information sheet and consent form for typographic errors. 
8. Check that the information sheet and consent form refers to the child as the participant throughout.
9. Include nasal abrasions and pneumothorax as side effects and include any information of the rates of these based on pre-existing data.
10. 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.”
11. Include the grounds on which data would be released in the information sheet.
12. Disclose that Fisher and Paykel are donating all the equipment that is being used in 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 para 6.22).
· Please confirm if Fisher and Paykel will place any restrictions on study publication.

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


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:
	15 August 2017, 01:00 PM

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




3. Problem with Last Minutes

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