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		Minutes





	Committee:
	Northern B Health and Disability Ethics Committee

	Meeting date:
	05 November 2019

	Meeting venue:
	Ministry of Health, Level 3,Rangitoto Room, Unisys Building, 650 Great South Road, Penrose, Auckland



	Time
	Item of business

	12:00pm
	Welcome

	
	Confirmation of minutes of meeting of [No previous meeting in database. A previous meeting must link to this as next meeting.]

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

	12:30-12:55pm
12:55-1:20pm
1:20 – 1:45pm
1:45 – 2:10pm
2:10 – 2:35pm
2:35 – 3:00pm
3:00 – 3:25pm
3:25 – 3:50pm
	 i 19/NTB/196
 ii 19/NTB/180
 iii 19/NTB/191
 iv 19/NTB/194
 v 19/NTB/195
 vi19/NTB/178
 vii 19/NTB/197
 viii 19/NTB/184

	
	

	4:15pm
	General business:


	4:30pm
	Meeting ends




	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	[bookmark: _GoBack]Apologies?  

	Mrs Stephanie Pollard 
	Non-lay (intervention studies) 
	01/07/2015 
	01/07/2018 
	Apologies 

	Miss Tangihaere Macfarlane 
	Lay (consumer/community perspectives) 
	20/05/2017 
	20/05/2020 
	Present 

	Mrs Kate O'Connor 
	Lay (ethical/moral reasoning) 
	14/12/2015 
	14/12/2018 
	Present 

	Dr Christine Crooks 
	 Non-lay (intervention studies) (Co-opted)
	 11/11/2015
	 11/11/2018
	Present 

	Dr Nora Lynch 
	Non-lay (health/disability service provision) 
	19/03/2015 
	19/03/2019 
	Apologies 

	Mrs Leesa Russell 
	Non-lay (intervention studies), Non-lay (observational studies) 
	14/12/2015 
	14/12/2018 
	Present 

	Mr John Hancock 
	Lay (the law) 
	14/12/2015 
	14/12/2018 
	Present 

	Dr Kate Parker 
	 Non-lay (observational studies)
	11/11/2015
	11/11/2018
	Present 

	Mrs Jane Wylie 
	Non-lay (intervention studies) 
	20/05/2017 
	20/05/2020 
	Present 

	Ms Susan Sherrard 
	Lay (consumer/community perspectives) 
	19/03/2019 
	19/03/2022 
	Present 



Welcome
 

The Chair opened the meeting at 12:00pm and welcomed Committee members, noting that apologies had been received from Dr Nora Lynch and Mrs Stephanie Pollard.

The Chair noted that it would be necessary to co-opt members of other HDECs in accordance with the Standard Operating Procedures. Dr Christine Crooks and Dr Kate Parker confirmed their eligibility and were co-opted by the Chair as members of the Committee for the duration of the meeting.

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 1 October 2019 were confirmed.



New applications 

	 1  
	Ethics ref:  
	19/NTB/196 
	 

	 
	Title: 
	FORTE 2 
	 

	 
	Principal Investigator: 
	Dr Dean Corbett 
	 

	 
	Sponsor: 
	Johnson & Johnson Surgical Vision, Inc. 
	 

	 
	Clock Start Date: 
	24 October 2019 
	 


 
Dr Dean Corbett and Ms Naoko Chapman 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 is a multicenter, international, prospective, randomized, bilateral lens implant study. 
2. It is a user acceptability evaluation of the TECNIS Symfony plus IOL model ZHR00V (test lens) as compared to the AcrySof IQ PanOptix trifocal IOL model TFNT00(comparator lens) in bilaterally-implanted participants. 
3. Clinical measures, including visual acuities and patient-reported outcomes (PRO) among participants in the test group will be compared to those among participants in the comparator group.

Summary of resolved ethical issues 

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

4. The Committee queried whether all benchmark testing for safety had been completed for the study device. The Researcher stated that it had been done.
5. The Committee queried the possible issue of undue influence and how that will be managed, given the usual cost of the treatment, and that the study site is a private practice. The Researcher stated that is will be managed by advertising for recruitment through public providers in addition to their own clinic.
6. The Committee queried how public patients will be recruited into the study. The Researcher stated that it will be advertised at public providers, after which interested participants can contact the researcher for further information.
7. The Committee queried how commonly the model of lens closest to the study lens is used in New Zealand, compared to the comparator lens. The Researcher stated that in their experience, about 70% of the researcher’s patients have received the Symfony lens, compared to about 3% for the comparator lens. The researcher advised that the relatively low use of the comparator lens by clinicians does not affect the validity of the study and is being used purely as a control, as generally patients cannot tell the difference between the two lenses.
8. The Committee queried how likely it would be that a lens would need ot be removed from a patient. The Researcher stated that, out of approximately 3,000 procedures that they had completed, only two had had the lenses removed. The Researcher added that approximately 1% experience discomfort driving at night time.
9. The Committee queried whether an alternative lens could be offered to patients, if they found difficulty with the first lens they received. The Researcher stated that an appropriate alternative would be made available.
10. The Committee queried how three and six-month follow up compared to standard of care. The Researcher stated that typically, a patient would be discharged after 4-6 weeks following this procedure.
11. The Committee queried whether safety monitoring was independent. The Researcher stated that the medical monitors is an independent ophthalmologist, not connected with the study.
12. The Committee queried the lack of ethics approval for the study device in other countries. The Researcher stated that the first international trial for Symfony was conducted in New Zealand, therefore the manufacturer approached this New Zealand site first again for this usability trial.

Summary of outstanding ethical issues

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

13. The Committee stated that studied cannot be stopped in New Zealand for commercial reasons, and that the PIS and protocol should be amended to reflect this.
14. Please provide evidence of consultation with Māori. The Committee noted that questions in the application form pertaining to responsiveness to Māori in this instance would include data on the incidence rates of cataracts in among Māori.

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

15. Please provide copies of advertising materials that will be used to recruit non-private patients to the Committee for review.
16. The Committee requested greater detail in the Patient Withdrawal section of the PIS
17. Please replace the Compensation section of the PIS (pages 7 and 8) with the compensation text from the HDEC template.
18. Please amend the front-page header of the PIS, to clearly reference Johnson and Johnson, and where this company is located to show that it is a company not based in New Zealand.
19. Please insert the appropriate cultural statement into the PIS.
20. Please replace the suggestion in Māori support to ask a kaumātua for advice, to asking friends or whānau that they trust, as not everyone has access to a kaumātua.

Decision 


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


· Please amend study documentation to ensure that the study cannot be stopped for commercial reasons
· Please provide evidence of consultation with Māori
· Please make the requested changes (listed above) to the Participant Information Sheets and Consent Forms, taking into account feedback from the Committee

After receipt of the information requested by the Committee, a final decision on the application will be made by Dr Christine Crooks and Mrs Kate O’Connor.

	 2  
	Ethics ref:  
	19/NTB/180 
	 

	 
	Title: 
	RURAL: Rural & Urban Risks of Appendicitis CompLications 
	 

	 
	Principal Investigator: 
	 
	 

	 
	Sponsor: 
	Northland District Health Board 
	 

	 
	Clock Start Date: 
	24 October 2019 
	 


 
Dr Brodie Elliott 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 aims to define the effect of rural patient status and prehospital factors on the outcomes of paediatric appendicitis. This is a common and time dependent pathology that can act a benchmark proxy for access to acute paediatric surgery. 
2. In order to enable robust comparison between rural and urban children, researchers will create a rich data set encompassing prehospital patient variables, clinical and anatomical severity as well as post-operative complications.
3. The researchers plan to undertake a multicentre, prospective, observational cohort study led by surgical trainees and junior doctors across every hospital that performs acute appendicectomy on children in New Zealand. 
4. Data will be collected from consenting participants aged ≤16 undergoing an acute appendicectomy or interventional radiologic procedure for acute appendicitis during our study period. This will involve prospectively recording relevant clinical, operative and histopathologic information whilst the child is in hospital. This will help with understanding the severity of appendicitis in these patients. 
5. In addition, the study collaborator (who will be a doctor or senior medical student) will also ask the parents/caregivers a brief set of questions regarding their prehospital illness and access to hospital. This will enable standardisation and documentation of relevant socioeconomic predictors of health. 
6. Data will be collected on postoperative complications and collaborators will follow up with cases remotely until 30 days postoperatively.


Summary of resolved ethical issues 

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

7. The Committee queried what would happen if the study runs over the predicted timeframe. The Researcher stated that, while this would not be ideal, it would be manageable.
8. The Committee queried how long the wait between admission and surgery (and therefore how much time potential participants would have to consent) is. The Researcher stated that the median wait time is twelve hours.
9. The Committee queried whether any of the data collected in this study was being matched with any other datasets. The researcher confirmed that this would not be happening.
10. The Committee queried whether community presentations (i.e. at GP clinics) would be included. The Researcher stated that they would only be included if they were admitted into one of the participating hospitals.
11. The Committee queried the feasibility of the study, given its scale. The Researcher stated that he already had support from several hospitals and was aware of the scale of the project.
12. The Committee queried whether there was a risk of stigmatisation of groups of participants. The Researcher stated that part of the overarching goal of this research was to help reduce stigmatisation, so extra care will be taken to avoid assumptive remarks when writing up the results of this project.

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

13. Please simplify the PIS for youngest age group, to seven or eight simple statements ensuring that the child is aware what they will have to do if they provide assent to participate. Ideally, find someone who is within the target audience age to test the form with.
14. Please remove the section of the PIS regarding interpreters, as only English speakers are included in this study.
15. Please use the PIS/CF template available on the HDEC website, to ensure standardised statements are used were appropriate.
16. Please amend the protocol and PIS to include a cultural statement and describe how whānau will be approached.
17. Please amend the PIS to state only medical records for current admission and related follow-up will be looked at. 
18. Please clarify in both the protocol and the PIS/CF what data will be used for future research, and if that research is related to the purpose for which it was originally collected.
19. Please revise statements around risk and urban/rural areas, to ensure that there is no implication that those living in rural areas are at greater risk of harm.
20. Please amend the statement in the PIS that participation will take five minutes, as it could take significantly longer (also taking into account time taken to think about consenting).
21. Please amend the PIS and protocol to include information on how participants will be identified, and how their information will be subsequently screened and deidentified.
22. Please add a statement to the top of PIS stating that this research project is part of a Master’s degree.
23. Please ensure that PIS explicitly states that the Researchers will be looking at medical records for only the thirty-day follow-up period.
24. Please include some information in the PIS about the previous related study that was discussed with the Committee.
25. Please ensure consultation with Māori is undertaken across localities.

Decision 

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


· Please make the requested changes (listed above) to the Participant Information Sheets and Consent Forms, taking into account feedback from the Committee

After receipt of the information requested by the Committee, a final decision on the application will be made by Mrs Leesa Russell and Mrs Kate O’Connor.

	 3  
	Ethics ref:  
	19/NTB/191 
	 

	 
	Title: 
	SRA-MMB-301: 'Momentum' A study of Momelotinib (MMB) versus Danazol (DAN) in Myelofibrosis Subjects who were Previously Treated with JAK Inhibitor Therapy'Momentum'  
	 

	 
	Principal Investigator: 
	Dr Anna Elinder-Camburn 
	 

	 
	Sponsor: 
	Pharmaceutical Research Associates Ltd (NZ) 
	 

	 
	Clock Start Date: 
	24 October 2019 
	 


 
Dr Anna Elinder-Camburn, Ms Leo Gonzalez Peres and Ms Prerna Mungekar 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 study is for approximately 180 (up to 270) people with primary myelofibrosis, post-polycythemia vera myelofibrosis, or post-essential thrombocythemia myelofibrosis. It involves an experimental drug named momelotinib (also referred to as MMB) as well as danazol which is approved in some countries for certain indications, but not myelofibrosis as described previously. 
2. The purpose of the study is to compare the effectiveness of the experimental drug MMB to danazol in treating and reducing disease-related symptoms, spleen size and the need for blood transfusions in adults. In addition, the study will compare the effects that these drugs have on participant's health. 
3. The first part of the study is 'blinded' with 2 treatment groups, experimental drug MMB once daily and danazol placebo twice daily or danazol twice daily and MMB placebo once daily, all orally.   
4. The second part of the study occurs after 24 weeks and is 'open label'. If taking MMB in part 1 participants continue for up to 4 years, if on danazol participants can continue for another 24 weeks or stop and commence MMB for up to 4 years. 
5. If participants develop an enlarged spleen, then options include study cessation or if on danazol moving to MMB.  Safety follow ups are every 3 months for approximately 7 years from first treatment dose.  Dose adjustments may be made for any toxicities including thrombocytopenia or neutropenia. 
6. Study assessments include questionnaires, physical exams, spleen palpation, spleen ultrasound MRI or CT, ECG, diary completion, laboratory analysis (pharmacokinetic, mutational analysis, safety bloods) vital signs and medical history to assess eligibility. These assessments will allow the Principal Investigator (PI) at each site and the Sponsor to monitor safety. 
7. A data safety monitoring committee is in place to review the safety data and critical efficacy endpoints and make recommendations to the sponsor regarding continued conduct of the study.


Summary of resolved ethical issues 

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

8. The Committee queried how often danazol is used in New Zealand. The Researcher said that, while it is used, it is not common.
9. The Committee queried what would happen after the danazol group come off study. The Researcher stated that danazol can be prescribed off-label in New Zealand.
10. The Committee queried the statement in the PIS regarding reporting on blood transfusions, and whether it is necessary. The Researcher stated that it was kept in due to the possibility of participants travelling overseas.
11. The Committee queried whether a Māori support person had been identified for this study. The Researcher confirmed that they had.

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

12. The Committee stated that the section of the PIS on the extension phase should be clarified to state whether the patient is unblinded before or after making a decision about crossing over to the other drug.
13. The Committee requested that the PIS is made more succinct, if possible (e.g., tabulate schedule and tests; remove any repetitive statements)
14. The Committee suggested that information of pregnancy and effects on an unborn baby should be removed from the PIS, as pregnancy is an exclusion criterion for this study.
15. Please reword statements on page 19 of the PIS where they could be considered coercive (e.g., “you will benefit from close medical monitoring”; “this study will benefit x groups).
16. Please remove the statement relating to limitations on rights to access personal study data from the bottom of page 23 of the PIS, in addition to the need for putting a request to access personal study data into writing, as this can be done verbally.
17. Please add to the PIS a sentence stating that personal data going overseas will be coded.
18. The Committee states that, as future research done on samples was specified, please include information on what type of genetic testing is being done.
19. Please add explicit consent on the consent form for genetic testing being performed overseas.
20. Please clarify page 24 of the PIS, to state that the participants’ GP will always be informed about their participation in the study.
21. The Committee stated that the front page of the PIS should include the Sponsor location along with the Sponsor name.

Decision 


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


· Please make the requested changes (listed above) to the Participant Information Sheets and Consent Forms, taking into account feedback from the Committee

After receipt of the information requested by the Committee, a final decision on the application will be made by Mrs Jane Wylie and Mr John Hancock



	 4  
	Ethics ref:  
	19/NTB/194 
	 

	 
	Title: 
	Breastfeeding and social media 
	 

	 
	Principal Investigator: 
	Dr Emma McNeill 
	 

	 
	Sponsor: 
	 
	 

	 
	Clock Start Date: 
	24 October 2019 
	 


 
Dr Emma McNeill 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. Social media has had a meteoric rise in modern society, and its societal impact continues to evolve. There are several advantages associated with social media; however high usage has been implicated in exacerbation of some mental health disorders. 
2. Existing research looking at social media use by mothers with young children demonstrates an association with poor maternal and infant outcomes; but there are no studies involving mothers with mental health problems. The transition to motherhood is a challenging time, and, for those with significant mental health disorders, presents a number of additional challenges.  
3. An important consideration in this population is the ability of unwell mothers to meet the attachment needs of their infants, and understanding potential negative influences will allow clinicians to further support mothers and infants most at risk. 
4. Infant feeding can be a great opportunity for bonding between mother and infant, and there are currently no studies looking at mothers’ use of social media while breastfeeding. 
5. This project aims to address the gap in the current literature in this area, by asking mothers under specialist mental health services about their use of social media while feeding their infants by online questionnaire. 
6. This will further understanding of the clinical significance of social media use in a poorly studied population as well as patient’s desire for further information on the subject. This allows health professionals to target interventions for those mothers and infants most at risk of the negative consequences of high use.


Summary of resolved ethical issues 

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

7. The Committee queried whether this study would recruit outpatients or inpatients. The Researcher stated that both would be recruited.

Summary of outstanding ethical issues

The main ethical issues considered by the Committee and which require addressing by the Researcher are as follows.
8. The Committee stated that Qualtrics should be used over Survey Monkey, as Survey Monkey keeps data indefinitely.
9. The Committee stated that, as this type of study hasn’t been done before, the researchers should consider studying a non-clinical and less vulnerable population before looking at mothers receiving specialist mental health services.
10. The Committee stated that patients unable to consent, and those they considered to be at particular risk, should be defined in the study protocol.
11. The Committee stated that the Researcher needs to address any biases that they are introducing into the study, and how they will be managed. For example, the study title “Are mothers too attached to social media” implies that the Researcher already has an opinion on this, which could promote feelings of guilt in participants.
12. The Committee stated that the type of data collected will not provide evidence of outcomes, and this should be addressed by the Researcher.
13. The Committee stated that the protocol needs to be amended to define what criteria qualifies potential participants as “at risk”.
14. The Committee stated that the Māori response section of the application was not completed to a high standard. The Researcher should provide evidence of consultation with Māori when making their application.
15. The Committee stated that the collection of ethnicity data must sufficiently inhibit the validity of the study for it to be omitted, and that this must be justified by the Researcher.
16. The Committee stated that the Researchers could consider using an anonymous survey to collect data, with recruitment via poster advertising, as this could mitigate some of the ethical issues around recruitment.
17. The Committee stated that potential harm from participation in this study is not outweighed by potential benefits.
18. The Committee stated that Scientific Peer Review needs to be independent, i.e. a professional with relevant expertise who is from a different department or organisation to the Researcher.

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

19. The Committee stated that referrals to further relevant support for participants should be added to any participant-facing documentation.
20. The Committee stated that the Consent Form should be amended to only include tick-boxes next to optional consents.
21. The Committee stated that the Compensation Provisions described in the Consent Form should first be described in the PIS.
22. Please add a statement to the PIS to inform participants that they will not receive any benefit from participating in the study.
23. Please amend the study title so that it is in line with the study title on other study documents.
Decision 

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

· The use of data must be governed by standards or requirements which ensure that investigators maintain confidentiality of patient data (Ethical Guidelines for Observational Studies (2012), para 8.3)
· The risks of a study should be reasonable in the light of the expected benefits (Ethical Guidelines for Observational Studies (2012), para 4.9)
· [bookmark: _Hlk17718904]Investigators should consider the features of a proposed study in the light of ethical considerations, and satisfactorily resolve ethical issues raised by the study, to ensure that any remaining risks are reasonable in the light of expected benefits (Ethical Guidelines for Observational Studies (2012), para 4.10)
· Every study proposal must be based on a thorough review of relevant current literature. Scientific validity is an important component of good ethical practice in research. Investigators are advised to submit their proposals to independent peer review to help optimise scientific validity. HDECs also require evidence of adequate peer review (Ethical Guidelines for Observational Studies (2012), para 5.8 & Appendix)
·  Issues relating to Māori cultural and ethical values should be addressed in discussion with Māori concerned (Ethical Guidelines for Observational Studies (2012), para 4.4)
· Please amend the information sheet and consent forms, taking into account the suggestions made by the committee (Ethical Guidelines for Observational Studies (2012), para 6.10)


	 5  
	Ethics ref:  
	19/NTB/195 
	 

	 
	Title: 
	The Mega Randomised Registry Trial Comparing Conservative vs. Liberal OXygenation Targets (Mega-ROX) 
	 

	 
	Principal Investigator: 
	Dr Paul Young 
	 

	 
	Sponsor: 
	 
	 

	 
	Clock Start Date: 
	24 October 2019 
	 


 
Dr Paul Young and 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 purpose of the Mega-ROX study is to determine the effect of two approaches to oxygen therapy on the risk of death in patients who need emergency life support (a breathing machine) in the ICU.
2. Oxygen is essential for life and is given to all patients on life support.  Often these patients receive more oxygen than they need to make their body oxygen levels normal. Some research suggests that giving more oxygen than is needed to achieve normal oxygen levels in the body may be harmful while other research suggests that it is not, and it may even be beneficial.  
3. This study compares two ways of giving oxygen to patients on life support.  The first is to give a little more oxygen and the second is to give a little less.  Both approaches are safe but is not clear which approach is the most effective.
4. All patients in this study can be allocated to either of the approaches to oxygen therapy being tested.  However, the study is designed so that as the chances that one approach is better for patients with particular problems increases, the number of new patients given oxygen using that approach also increases.  
5. In a sense this means that every patient in this study benefits from the information gained from previous patients and every patient helps future patients.  Patients enrolled in the Mega-ROX trial are, on average, expected to have a lower risk of death than patients who are not included in the trial.

Summary of resolved ethical issues 

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

6. The Committee queried whether only the control group are receiving standard of care. The Researcher stated that both groups will be receiving standard of care.
7. The Committee queried how patients are assigned to either study arm. The Researcher stated that, for the first one thousand patients, the probability of being assigned to either arm will depend on what is deemed best for them, according to data from a previous study. Moving forward from those initial patients, the assignment to study arms will be based on cumulative data collected from the present study.
8. The Committee queried how the best interests of non-consenting participants are being upheld by the study. The Researcher stated patients will be allocated to the arm of the study most likely to be of most benefit to them, based on empirical evidence. Additionally, the Researcher stated that part of the inclusion criteria for participation is that the individual participant’s clinician agrees that participation is in their patient’s best interest. This decision will be recorded by each named doctor in the study database.
9. The Committee queried at what point it will become clear that one study arm is the better treatment option than the other. The Researcher stated that this will depend on a combination of sample size and effect size.
10. The Committee queried how the Researcher will be ascertaining the wishes of the patient’s whānau, if consent is not to be obtained from the patient directly. The Researcher stated that, due to time constraints around the intensive care patients will be receiving, it is not in the patient’s best interest to wait for the family to consider the patient’s view.
11. The Committee queried how competence will be assessed once patients regain consciousness. The Researcher stated that this will be done by the attending clinicians and/or research nurses.
12. The Committee queried whether ethnicity data could be collected. The researcher stated that this may not be feasible due to the scale of the study and access to another registry.
13. Please provide information on all funding that has been granted for this study.
14. The Committee queried how excluded participants will be recorded. The Researcher stated that the study website has a screening page, that will capture when a patient is screened, and if they are excluded will require the attending clinician to provide a reason for exclusion.
15. The Committee queried how 90-day mortality data was being obtained. The Researcher stated that this data would only be collected if it was in hospital records.
16. The Committee queried whether it would be possible to perform this trial by randomising entire sites rather than individuals. The Researcher stated this would not uphold the individual best interest of being allocated into a specific study arm that is based on the patient’s individual status.

Summary of outstanding ethical issues

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

17. Please provide a copy of the individual clinician declaration of best interest for patients that will be used in this study.
18. The Committee stated that the process for assessing competence in patients should be provided to the Committee for review.
19. The Committee stated that the opt-out process (once capacity is restored) should be replaced with an informed consent process for relevant patient data to be used in this research project. This should include an appropriate Participant Information Sheet and Consent Form.
20. The Committee stated that, if patients are not competent to give consent for their continued participation in the study after they have regained consciousness, the Researchers must ascertain the wishes of the patient from family members or other suitable persons.
21. Please provide a list of all registries that study data will be linked with, which of these registries contain identifiable or de-identified data, and what approvals those registries have.
22. Please provide a legal opinion specific to the issues raised in this study, including use of opt-out versus informed consent, and the use of health data for research that is not the use for which it was originally collected.
23. Please include the full screening process in the protocol.
24. The Committee stated that patient facing documentation should be amended to include a sentence stating that some patients will experience more intensive data collection than others.
25. The Committee stated that translation of patient-facing documentation into Te Reo is not advised as most Māori speak English. Face-to-face contact with whānau when approaching for consent is advised in accordance with standard of care.
26. The Committee stated that translation of patient-facing documentation into some Pacific languages may be useful for a culturally safe approach.
27. Please provide evidence of trial insurance or whether this trial is covered by ACC.
28. Please identify the peer reviewer, to ensure independence from the research.

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

29. Please replace patient opt-out pamphlet with Participant Information Sheet and Consent Form in accordance with the HDEC template.
30. Please provide the documentation (information sheet and consent form) family of the patient will receive when they are approached to ascertain the wishes of the patient.

Decision 


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


· Please provide a copy of the individual clinician declaration of best interest for patients that will be used in this study.
· Please provide a written copy of the process for assessing competence in patients
· Please replace the opt-out process with an informed consent process for relevant patient data to be used for this research project. This should include an appropriate Participant Information Sheet and Consent Form.
· Please provide information on how Researchers will ascertain the wishes of patients who have regained consciousness but not competence to provide consent. This should include relevant documentation such as an appropriate Information Sheet and Form recording the ascertainment of wishes
· Please provide a list of all registries that study data will be linked with, which of these registries contain identifiable or de-identified data, and what approvals those registries have.
· Please provide a legal opinion specific to the issues raised in this study, including Right 7(4) of the Code of Health and Disability Services Consumers’ Rights, use of opt-out versus informed consent, and the use of health data for research that is not the use for which it was originally collected.
· Please include the full screening process in the protocol.
· Please amend patient facing documentation to include a sentence stating that some patients will experience more intensive data collection than others.
· Please be advised that translation of patient-facing documentation into Te Reo is not advised as most people who identify as Māori speak English. Face-to-face contact with whānau when approaching for consent is advised, in accordance with standard of care.
· Translation of patient-facing documentation into some Pacific languages may be useful for a culturally safe approach.
· Please provide evidence of trial insurance or whether this trial is covered by ACC.
· Please identify the peer reviewer, to ensure independence from the research.

After receipt of the information requested by the Committee, a final decision on the application will be made by Mrs Leesa Russell and Miss Tangihaere Mcfarlane.


	 6  
	Ethics ref:  
	19/NTB/178 
	 

	 
	Title: 
	AR882-201: Assessment of the trial drug AR882, taken with and without febuxostat or allopurinol, in adults with gout. 
	 

	 
	Principal Investigator: 
	Dr Chris Wynne 
	 

	 
	Sponsor: 
	Arthrosi Therapeutics Inc 
	 

	 
	Clock Start Date: 
	24 October 2019 
	 


 
Dr Chris Wynne 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. AR882 is being developed for the treatment of gout. Gout is caused by a build-up of uric acid in the body, resulting in painful arthritis and tissue damage. 
2. When uric acid passes through the kidney, most of it is absorbed back into the blood. A kidney protein called URAT1 is important in this re-absorption process. AR882 works by blocking URAT1, preventing the kidneys from re-absorbing as much uric acid and leading to lower levels of uric acid in the blood. It is hoped that this may be an effective treatment for gout.
3. The aim of the study is to assess the safety and effectiveness of AR882, taken alone or in combination with the approved gout treatments febuxostat or allopurinol.
4. Up to 62 men and women with gout will take part in the study. Participants will be enrolled sequentially into two equally sized groups. 
5. Group 1 participants will receive the following treatments, in randomised treatment order (ABC or CBA):
· A: Febuxostat only for 7 days
· B: Febuxostat and AR882 for 7 days
· C: AR882 only for 7 days
6. Group 2 participants will receive the following treatments, in randomised treatment order (DEF or FED):
· A: Allopurinol only for 7 days
· B: Allopurinol and AR882 for 7 days
· C: AR882 only for 7 days
7. Both groups will also take the approved gout medication colchicine, from up to Day -14 through until Day 28, to reduce the risk of a gout flare.
8. All study medications will be taken by mouth, as tablets or capsules.
9. During the study, blood and urine samples to measure study drug levels and effects on the body will be collected at specific time points, safety will be monitored, and any changes in health will be recorded.
10. The results will provide important information about the potential safety and effectiveness of AR882 in gout.

Summary of resolved ethical issues 

The main ethical issues considered by the Committee and addressed by the Researcher are as follows.
11. The Committee queried the safety of requiring participants to discontinue taking allopurinal before starting the trial. The Researcher responded that it was unlikely to happen, and if it were to happen then an alternative medication would be offered. In the event of a gout flair-up, participants would be removed from the study.
12. The Committee queried the use of the alternative medication, which can be toxic in high doses. The Researcher stated that dosages would remain low for the duration of the study.

Summary of outstanding ethical issues

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

13. Please provide evidence of consultation with Māori.

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

14. Please enlarge the section of the PIS describing samples being sent overseas, and include a statement describing that the samples will be stored for six months before being destroyed by incineration.
15. Please change the text on page three of the PIS where consultation with a kaumātua is suggested, as not everyone has access to a kaumātua.
16. The Committee stated that the PIS for genetic research should be a standalone document and suggested that reference to the main PIS are replaced with the actual text from the main PIS.

Decision 

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

· Please provide evidence of consultation with Māori
· Please make the requested changes (listed above) to the Participant Information Sheets and Consent Forms, taking into account feedback from the Committee
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	Ethics ref:  
	19/NTB/197 
	 

	 
	Title: 
	PCN-101-02: Study in healthy volunteers of the safety and how the body handles PCN-101 
	 

	 
	Principal Investigator: 
	Dr Christian Schwabe 
	 

	 
	Sponsor: 
	Novotech (New Zealand) Limited  
	 

	 
	Clock Start Date: 
	24 October 2019 
	 


 
Dr Christina Schwabe and Shuruthi Balachandran were present by teleconference for discussion of this application.

Potential conflicts of interest

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

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


Summary of Study

1. The study drug, PCN-101, is one of the two chemical forms in ketamine (the arketamine form) which has been approved in NZ since 1970 as an anaesthetic. Elsewhere it is approved as a pain-relieving medication. The other chemical form, esketamine, has recently been approved in the USA for the treatment of treatment-resistant depression.
2. Based on preclinical and healthy volunteer data to date, it is thought that arketamine could have potential as a safe and effective antidepressant. Although arketamine has been given to humans previously in a limited number of academic clinical studies, this is the first time that this drug product of arketamine (PCN-101) will be given to humans.
3. This study in healthy volunteers aims to identify safe single doses of PCN-101 administered intravenously (IV); to assess how the body handles IV PCN-101; and to compare the safety of PCN-101 and esketamine. The study aims to identify tolerable dosing of IV PCN-101 to be evaluated in future clinical trials.
4. Part 1 of the study is an ascending dose, double-blind safety and tolerability study of single doses of IV PCN-101. Up to 48 healthy volunteers will be enrolled in cohorts of 8 subjects and randomized (3:1) to receive a single dose of PCN-101 or placebo, as an infusion over 40 minutes. Dose escalation will cease when the review of safety data identifies an acceptable tolerated dose (ATD).
5. Part 2 is a double-blind, cross-over safety and tolerability study comparing a single dose of PCN-101 versus 15 mg of esketamine, both given IV over 40 minutes. Ten healthy volunteers will be randomized into one of two treatment groups containing 5 subjects each. Group 1 will receive a single infusion of PCN-101 at the ATD and then 48-hours later, an infusion of 15 mg esketamine. In Group 2, the order of infusions will be esketamine followed by PCN-101.
6. Safety will be assessed via; vital signs, ECGs, pulse oximetry, clinical laboratory tests, adverse events, sedation and neurobehavioural scales.

Summary of resolved ethical issues 

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

7. The Committee queried whether this was a first-in-humans trial. The Researcher stated that is was, with dosages lowered to ensure safety.
8. The Committee queried the safety around use of a psychoactive substance in this trial. The Researcher stated that screening will occur for substance abuse, participants will receive one-on-one nurse care and a study doctor will stay in the unit for the study; i.e. participants will be more closely monitored than those of other first-in-humans trials.
9. The Committee queried whether there are any long-lasting effects from a single dose of the study drug. The Researcher stated that if there were, this would be picked up by the neuropsychological assessments performed as part of the study.
10. The Committee queried how participants would be supported, should they need it. The Researcher stated that they would reach out to the participant’s GP or other relevant health practitioner.

Decision 

This application was approved by consensus.
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	Ethics ref:  
	19/NTB/184 
	 

	 
	Title: 
	ACT to facilitate recovery from concussion - case series 
	 

	 
	Principal Investigator: 
	Dr Alice Theadom 
	 

	 
	Sponsor: 
	 
	 

	 
	Clock Start Date: 
	04 October 2019 
	 


 
Dr Josh Faulkner 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. Based on anecdotal evidence, the use of ACT is now becoming more widely integrated within concussion services in NZ. However robust scientific evidence is needed to determine its clinical effectiveness. 
2. This project aims to investigate the acceptability and feasibility of applying Acceptance and Commitment Therapy following mild TBI (including concussion).

Summary of resolved ethical issues 

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

3. The Committee queried whether ACT was being prescribed to patients as standard of care, or whether patients were being prescribed ACT as a result of agreeing to participate, as this would indicate whether the study was observational or interventional. The Researcher stated patients will receive ACT regardless of their participation in the study.
4. The Committee queried whether ACT was being done in a group or individual setting. The Researcher stated that standard of care is individual sessions, which would be followed in this instance.
5. The Committee queried how often ACT sessions would occur. The Researcher stated that sessions are once a week for four weeks, with a fifth follow-up session taking place one month later.
6. The Committee queried when patients will be approached about participating in the study. The Researcher stated that when the patient enters concussion services, an Occupational Therapist will screen them and ask them if they are happy with being approached by a research officer. 
7. The Committee queried how competency to consent will be assessed. The Researcher stated that, an individual with a diagnosis of mild Traumatic Brain Injury is, by definition, able to consent.
8. The Committee queried the time frames between first approach and receiving treatment. The researcher stated that there is a one-month gap between the patient answering questions for the OT/Research Officer, and meeting with the psychologist for therapy.
9. The Committee queried how the clinician will manage any potential conflicts of treating patients that are on the study. The Researcher stated that the attending psychologist will be blinded to which patients are on the trial and which are not.
10. The Committee queried how patient data will be monitored to ensure patient safety. The Researcher stated that they will be screening patient data as it is collected, as this is standard practice.
11. The Committee queried whether ACC will receive any data from this study. The Researcher stated that they will not.
12. The Committee queried whether ACT was being compared to any other approaches/treatment methods in this study. The researchers stated that it was not.

Summary of outstanding ethical issues

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

13. The Committee stated that approach for participation in this study should be made after the decision to undergo ACT has been made, for it to qualify as observational research.
14. The Committee stated that copies of all study measures need to be viewed by the Committee.
15. The Committee stated that a relevant patient and researcher safety plan should be added to the protocol.
16. The Committee stated that the protocol needs to be amended to include information about how Māori and Pacific participants will be approached in a culturally safe manner.
17. The Committee stated that, if cultural acceptance is a factor that this research aims to explore, then culturally appropriate questions need to be added to relevant measures and provided to the Committee for review.
18. Please amend “distress” as inclusion criteria for the study, replacing with symptoms of anxiety and/or depression.
19. Please provide evidence of consultation with Māori, once available.

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

20. The Committee stated that the PIS should include a clear timeline of events for participants.
21. The Committee stated that the PIS should include specific information about what the difference is for patients if they choose to (or not to) participate in the study. For example, any extra measures or sessions that are required for participants but not for patients who do not participate.
22. The Committee stated Proactive4health and their relationship to the study (i.e. locality, sponsor) needs to be declared to the Committee and in the PIS.
23. Please provide details of the study Sponsor to the Committee and in the PIS.
24. Please amend the text in the PIS that states “you are going to receive therapy as if you were not in the study” to “your care will be the usual care”.
25. Please add appropriate crisis numbers and helplines to the PIS.
26. Please add text to the PIS stating why Researchers are asking to contact the patient’s GP, and what type of information would be sent to the patient’s GP.
27. Please remove the statement that ACT is “untested therapy” from the PIS.
28. Please add details of Māori health support persons to the PIS.

Decision 

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


· Please clarify the order of events for participants.
· Please provide all study questionnaires and measures to the Committee for review.
· Please provide evidence of a safety plan for participants and study staff.
· Please provide evidence of how Māori and Pacific participants will be approached in a culturally safe way, compared to participants of other ethnicities.
· Please provide cultural questions that will be used to measure cultural acceptance of ACT.
· Please amend inclusion criteria from “distress” to symptoms of anxiety and/or depression.
· Please provide evidence of consultation with Māori.
· Please make the requested changes (listed above) to the Participant Information Sheets and Consent Forms, taking into account feedback from the Committee.

After receipt of the information requested by the Committee, a final decision on the application will be made by Mrs Leesa Russell and Ms Susan Sherrard.





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:
	03 December 2019, 12:00 PM

	Meeting venue:
	Ministry of Health, Level 3,Rangitoto Room, Unisys Building, 650 Great South Road, Penrose, Auckland



	The following members tendered apologies for this meeting.

· TBC

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 4:30pm.
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