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		Minutes





	Committee:
	Central Health and Disability Ethics Committee

	Meeting date:
	23 February 2021

	Meeting venue:
	Zoom Meeting ID: 965 0758 9841 https://mohnz.zoom.us/j/96507589841



	Time
	Item of business

	12.00pm
	Welcome

	12.15pm
	Confirmation of minutes of meeting of 26 January 2021

	12.30pm
	New applications (see over for details)

	12.30-12.55pm
12.55-1.20pm
1.20-1.45pm
1.45-1.55pm
1.55-2.20pm
2.20-2.45pm
2.45-3.10pm
3.10-3.20pm
3.20-3.45pm
3.45-4.10pm
4.10-4.35pm
4.35-4.45pm
4.45-5.10pm
5.10-5.35pm
5.35-6.00pm
	 i 21/CEN/49 Sandy/Patries
 ii 21/CEN/50 Helen W/Julie
 iii 21/CEN/51 Helen D/Peter
Break (10 minutes)
 iv 21/CEN/52 Sandy/Julie
 v 21/CEN/53 Cordelia/Patries
 vi 21/CEN/54 Cordelia/Patries
Break (10 minutes)
 vii 21/CEN/55 Helen D/Julie
 viii 21/CEN/56 Helen W/Peter
 ix 21/CEN/57 Helen W/Peter
Break (10 minutes)
 x 21/CEN/58 Sandy/Patries
 xi 21/CEN/59 Cordelia/Peter
 xii 21/CEN/60 Helen D/Julie

	6.00pm
	Meeting ends




	Member Name  
	Member Category  
	Appointed  
	Term Expires  
	Apologies?  

	Mrs Helen Walker 
	Lay (consumer/community perspectives) 
	22/05/2018 
	22/05/2020 
	Present 

	Mrs Sandy Gill 
	Lay (consumer/community perspectives) 
	22/05/2020 
	22/05/2023 
	Present 

	Dr Patries Herst 
	Non-lay (intervention studies) 
	22/05/2020 
	22/05/2023 
	Present 

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

	Dr Peter Gallagher 
	Non-lay (health/disability service provision) 
	22/05/2020 
	22/05/2023 
	Present 

	Ms Helen Davidson 
	Lay (ethical/moral reasoning) 
	06/12/2018 
	06/12/2021 
	Present 

	Ms Julie Jones 
	Non-lay (intervention studies) 
	22/05/2020 
	22/05/2022 
	Present 


 

Welcome
 

The Chair opened the meeting at 12.00pm 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 26 January 2021 were confirmed.


New applications 

	1  
	Ethics ref:  
	21/CEN/49 

	 
	Title: 
	AB-836-001: Safety, Tolerability, and Pharmacokinetics of AB-836 in Healthy Subjects and Subjects with Chronic HBV Infection 

	 
	Principal Investigator: 
	Professor Edward Gane 

	 
	Sponsor: 
	Novotech (New Zealand) Limited 

	 
	Clock Start Date: 
	04 February 2021 



Professor Edward Gane was present via videoconference 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 AB-836 is being developed as a potential new treatment for Chronic Hepatitis B infection(HBV). This is the first clinical study where AB-836 will be given to humans.

Summary of outstanding ethical issues

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

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

2. Please remove the word ‘dummy’ from the placebo explanation. 
3. Please amend the statement that all health research is approved by HDEC as this is false.
4. All information sheets on page 10 have a duplicate paragraph “If you are receiving a benefit or allowance…”. Please remove duplicate.
5. Please include a cultural statement in the FUR information sheet.
6. Please include in the consent form (FUR) that samples are going overseas.
7. Please ensure all information sheets state that Hep B, C and HIV are notifiable diseases.
8. Please include clarification whether receiving the COVID-19 vaccine would interfere with participation. 
9. Please add a landline number for the Māori contact. 
10. Please include the HDEC contact number
11. Under cultural considerations, please add suggestion to talk to whānau and kaumātua

Decision 

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

· please update the Participant Information Sheet and Consent Forms, taking into account the suggestions made by the Committee.

	2  
	Ethics ref:  
	21/CEN/50 

	 
	Title: 
	What does it take to stop hitting home? 

	 
	Principal Investigator: 
	Dr Emily Cooney 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	04 February 2021 



Emily Cooney and Gabriel Jenkin were present via videoconference 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 project seeks to interview individuals with lived experience of family violence and suicidal urges.

Summary of outstanding ethical issues

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

2. The Committee stated that it was hard to tell how the information sheet and consent form is being presented to participants as the information sheet states potential participants will have an opportunity to take it home and think about it, but information submitted to the Committee indicates it is digital only. 
3. The Committee further queried how consent is being recorded. The researcher stated that in order to gain trust and balance autonomy for participant, their intention is to give the option of not recording identities. The Committee raised concern that there is an ethical and legal obligation to contact relevant authorities if they discover a person in the community who is at risk of violence or harm from another, and not recording identities goes against this. The Committee was unsatisfied with this approach as it stands and stated more work needs to be done with community groups. The Committee referred the researcher to Standard 7.2 (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.2) to ensure evidence of consent is properly captured before the interview and survey. Survey completion cannot be used for implied consent as the interview is taking place beforehand.  
4. The Committee stressed the importance of understanding whakamā as this will impact the research (National Ethical Standards for Health and Disability Research and Quality Improvement, para 3.3).  
5. The Committee suggested if reading comprehension is an issue, provide an option for information to be listened to via a sound clip. 
6. The Committee recommended rephrasing survey questions and simplifying them. 
7. The Committee recommended that if the research is focused on what limits to access potential participants have to getting help, the questions should focus on this. 
8. A documented safety plan is required for everyone engaging in this research, whether as a participant or as a researcher/interviewer. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 11.25).  


The Committee requested the following changes to the Participant Information Sheet and Consent Form (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17): 

9. Please adapt the HDEC template as there are missing sections and information and provide paper copies for participants to take home.
10. Data section is lacking information, please refer to the template for guidance on this.
11. The points in the electronic consent needs to be separated out, particularly in the Consent section. 
12. Please clarify the distinction of receiving results and make it clear that they can access the website or be emailed results. 
13. Please make it clear what the researcher’s obligation is in regard to referring information to law enforcement or social workers. 

Decision 

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

The Committee encouraged the researcher to re-apply to the Central HDEC for the resubmission. 

 
	3 
	Ethics ref:  
	21/CEN/51 

	 
	Title: 
	Investigation of Yersiniosis in New Zealand 

	 
	Principal Investigator: 
	Dr Brent Gilpin 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	28 January 2021 




Brent Gilpin was present via videoconference 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. A case-control study will be performed which will involve administering an enhanced questionnaire to at least 245 notified yersiniosis cases and matched controls over a two-year period. 

Summary of resolved ethical issues 

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

2. The Committee noted that participation in the NZ Health Survey has a clause that states that contact details will be removed and not be used. The Committee queried how control participants will be contacted if they have not consented to their contact details being passed on. The researcher stated that those who have indicated as part of the Health Survey that they are happy to be contacted for future research will be contacted by the Ministry of Health. The Committee was satisfied with this response.

Summary of outstanding ethical issues

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

3. The Committee queried the recruitment pathway and how potential participants with  yersinioisis will go from the Medical Officer of Health to the researchers, and part of their initial contact will be asked if they are willing to participate in an extended questionnaire administered by another on behalf of the Medical Officer of Health. The Committee raised concern that the research component may not have enough distinction between what the normal questions for follow-up is and what is part of the research. The Committee stated that information collected for one purpose cannot be used for another purpose without consent. The Committee suggested the Medical Officer asks if the potential participant is interested in the research and pass on the contact details to the research team to forward them the information sheet and consent form. Fully informed consent must be gained prior to administering the research questions Please update the participant information sheet and consent form, taking into account feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.2 & 7.15).  
4. The Committee queried under what authority the researchers have to access the EpiSurv survey. After discussion, the Committee stated that gaining consent to access this from the potential participant is required. 
5. The Committee stated that for children under 16, you will need assent from them in addition to parental consent, with reconsent when the person reaches 16 if you are still using their data. 
6. The Committee further requested that questionnaires are separated and framed to be age appropriate. 

[bookmark: _Hlk35422715]The Committee requested the following changes to the Participant Information Sheet and Consent Form Please update the participant information sheet and consent form, taking into account feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17):

7. The Committee stated insufficient information regarding data, risk/benefits, cultural considerations, right to access and correct, compensation and how long the survey will take provided to potential participants. In addition, no consent forms were provided with the information sheets. Please refer to the HDEC template for guidance (https://ethics.health.govt.nz/guides-templates-forms-0/participant-information-sheet-templates)
8. Tense flips between past and present when explaining questionnaires. Please ensure consistency.
9. Amend first sentence for clarity “this information sheet will help you decide if you would like to participate in the study if you were to be contacted.” This needs to be clarified after the recruitment method is finalized.
10. Under right to withdraw, please state clearly that this will not affect care they receive, and they won’t be disadvantaged by withdrawing. Please also outline what happens if data has already been collected.
11. Please update the Privacy Act reference to 2020.
12. On page 3 please outline which HDEC (Central) has approve the ethical components of the study. 
13. Please include the advocacy and HDEC contact details. 
14. The protocol outlines three objectives for the study, including the cause of Yersinosis, why Māori have the lowest notified rates of yersinonsis, and disease severity and pathogenicity. The Objective relating to understanding the impact of the disease on Māori is not in the PIS. Please include this.

Decision 

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

	 4  
	Ethics ref:  
	21/CEN/52 

	 
	Title: 
	(duplicate) Tokēke 

	 
	Principal Investigator: 
	Dr Peter Carswell 

	 
	Sponsor: 
	Synergia Ltd 

	 
	Clock Start Date: 
	11 February 2021 


 

No one was present via videoconference 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 research is to identify an effective model(s) of collaboration between the Work and Income case management service and contracted employment support providers that maximise employment outcomes for people with addiction and/or mental health issues.

Summary of outstanding ethical issues

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

2. The Committee requested clarification if ethnicity data is being collected as the application form states no. 
3. The Committee requested to see a copy of the interview questions.

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

4. Please include a Pasifika support person with contact details.
5. Please include information on what questions will be asked as opposed to will not be asked.
6. Please clarify or amend “there are no specific exclusion criteria….” as participation is only being offered to those who identify as Māori or Pasifika and use the listed services. 
7. The Committee requested Pasifika language options in addition to te reo Māori. 
8. Please correct the Ethics reference from 20/STH/189 to 21/CEN/52 
9. The Committee requested to remove the anonymised information section as this is not guaranteed. Amend to stick with de-identified.
10. Please add back the compensation and auditor clause from the template into the Consent Form 
11. Remove sentence that there are no risks as they are then outlined beneath it.
12. Include interview schedule information.


Decision 

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

· Please address all outstanding ethical issues, providing the information requested by the Committee.
· Please update the Participant Information Sheet and Consent Form, taking into account the suggestions made by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).  

After receipt of the information requested by the Committee, a final decision on the application will be made by Sandy Gill and Julie Jones.


	 5  
	Ethics ref:  
	21/CEN/53 

	 
	Title: 
	Efficacy & safety of CHF6001 DPI vs placebo added to COPD therapy 

	 
	Principal Investigator: 
	Dr Simon Carson 

	 
	Sponsor: 
	Covance New Zealand Limited 

	 
	Clock Start Date: 
	11 February 2021 



Simon Carson was present via videoconference 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 Phase 3, randomised, double-blind, placebo & 3-arm parallel group study. This study will evaluate the efficacy of two doses of CHF6001 DPI(a novel inhaled PDE4 inhibitor) add-on to maintenance triple therapy of a lung disease called Chronic Obstructive Pulmonary Disease (COPD), to reduce rate of moderate & severe exacerbations after 52 wks of treatment in comparison with standard maintenance triple therapy alone (placebo arm).

Summary of resolved ethical issues 

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

2. The Committee queried the decision to do two separate studies (21/CEN/54) as opposed to one and have a bigger participant pool. The researcher clarified that the existing oral prep in the same class of inhaler being tested is not recommended for those with only moderate COPD and should only be used in severe, so the cohorts are slightly different.

Summary of outstanding ethical issues

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

3. The Committee asked for clarification that the participants will not pay for the insurance excess.

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

4. Please remove references to dummy drugs 
5. On page 2, remove “you will not receive penalties if you do not want to take part”. 
6. On page 6, please clarify the three ECGs are to establish a baseline.
7. On page 11, please put lab address of the optional biobank blood sample in full
8. Please clarify what a rescue medication is and if this is normally paid for by the patient
9. On page 5 of Main PIS, statement that participant may be liable for failure to comply – please remove. 
10. Please outline to the participants what the researcher team will do if their answers to the questionnaires indicate they may be anxious or depressed
11. Please review all sheets for typos and language.


Decision 

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

· Please address all outstanding ethical issues, providing the information requested by the Committee.
· Please update the participant information sheet and consent form, taking into account feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).  

After receipt of the information requested by the Committee, a final decision on the application will be made by Cordelia Thomas and Patries Herst.



	 6  
	Ethics ref:  
	21/CEN/54 

	 
	Title: 
	Efficacy & safety of CHF6001 DPI vs double-dummy added to COPD therapy 

	 
	Principal Investigator: 
	Dr Simon Carson 

	 
	Sponsor: 
	Covance New Zealand Limited 

	 
	Clock Start Date: 
	11 February 2021 



Simon Carson was present via videoconference 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 phase 3, randomised, double-blind, double-dummy, placebo & active-controlled, 4-arm parallel group study. This study will evaluate the efficacy of two doses of CHF6001 DPI (a novel inhaled PDE4 inhibitor) add-on to maintenance triple therapy to reduce the rate of moderate & severe exacerbations after 52 wks of treatment in comparison with standard maintenance triple therapy in pts with a lung disease called Chronic Obstructive Pulmonary Disease (COPD).

Summary of resolved ethical issues 

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

2. The Committee queried the decision to do two separate studies (21/CEN/53) as opposed to one and have a bigger participant pool. The researcher clarified that the existing oral prep in the same class of inhaler being tested is not recommended for those with only moderate COPD and should only be used in severe, so the cohorts are slightly different.

Summary of outstanding ethical issues

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

3. The Committee asked for clarification that the participants will not pay for the insurance excess.

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

4. Please remove references to dummy drugs 
5. On page 2, remove “you will not receive penalties if you do not want to take part”. 
6. On page 6, please clarify the three ECGs are to establish a baseline.
7. On page 11, please put lab address of the optional biobank blood sample in full
8. Please clarify what a rescue medication is and if this is normally paid for by the patient
9. On page 5 of Main PIS, statement that participant may be liable for failure to comply – please remove. 
10. Please outline to the participants what the researcher team will do if their answers to the questionnaires indicate they may be anxious or depressed
11. Please review all sheets for typos and language.

Decision 

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

· Please address all outstanding ethical issues, providing the information requested by the Committee.
· Please update the participant information sheet and consent form, taking into account feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).  

After receipt of the information requested by the Committee, a final decision on the application will be made by Cordelia Thomas and Patries Herst.



	 7  
	Ethics ref:  
	21/CEN/55 

	 
	Title: 
	GC42880: A study assessing single and multiple doses of GDC-2394 in healthy adults. 

	 
	Principal Investigator: 
	Dr Chris Wynne 

	 
	Sponsor: 
	Genentech, Inc. 

	 
	Clock Start Date: 
	11 February 2021 



During discussion, the Committee agreed that this application could be approved with non-standard conditions. The Secretariat confirmed with the researcher that they were happy with this decision without being present for the review. 

No one was present via videoconference 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. GDC-2394 is being developed for the treatment of coronary artery disease (CAD). This is the first study of GDC-2394 in humans.

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

2. Please clarify what IQVIA is on page 1
3. On page 8, please expand contraception as condom-only is not effective alone.
4. On page 9, as these are healthy people, please rephrase the reference to paying for regular medical care. 
5. On page 11, it states that data will still be retained even if someone is not eligible or does not want to take part. Data cannot be stored if someone does not consent to it. 

Decision 

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

· Please update the Participant Information Sheet and Consent Forms, taking into account the suggestions made by the Committee.



	 8  
	Ethics ref:  
	21/CEN/56 

	 
	Title: 
	Effects of BI685509 on kidney function in people with diabetic kidney disease. 

	 
	Principal Investigator: 
	Professor Robert Walker 

	 
	Sponsor: 
	Boehringer Ingelheim Pty Ltd 

	 
	Clock Start Date: 
	11 February 2021 



No one was present via videoconference for discussion of this application.

· During discussion, the Committee agreed that this application could be approved with non-standard conditions. The Secretariat confirmed with the researcher that they were happy with this decision without being present for the review. 

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 phase 2 randomised double blind placebo-controlled clinical study to identify the most efficacious dose of BI685509 in patients with diabetic kidney disease.

Summary of outstanding ethical issues

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

2. Please clarify to what value travel costs will be reimbursed. 
3. Please separate consent for use of baby’s health information. This can only be done after the baby is born. The Committee noted that use of pregnant partner information sheets is typically submitted by way of amendment if a pregnancy occurs in order for the information sheet to capture the specific scenario at the time. 

Decision 

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

· Please update the Participant Information Sheet and Consent Form, taking into account the suggestions made by the Committee.



	 9  
	Ethics ref:  
	21/CEN/57 

	 
	Title: 
	Effect of BI 685509 on kidney function in people with chronic kidney disease 

	 
	Principal Investigator: 
	Professor Robert Walker 

	 
	Sponsor: 
	Boehringer Ingelheim Pty Ltd 

	 
	Clock Start Date: 
	11 February 2021 



No one was present via videoconference for discussion of this application.

· During discussion, the Committee agreed that this application could be approved with non-standard conditions. The Secretariat confirmed with the researcher that they were happy with this decision without being present for the review. 

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 phase 2 randomised double blind placebo-controlled clinical study to identify the most efficacious dose of BI685509 in patients with chronic kidney disease.

Summary of outstanding ethical issues

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

2. Please clarify to what value travel costs will be reimbursed. 
3. Please separate consent for use of baby’s health information. This can only be done after the baby is born. The Committee noted that use of pregnant partner information sheets is typically submitted by way of amendment if a pregnancy occurs in order for the information sheet to capture the specific scenario at the time. 


Decision 

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

· Please update the Participant Information Sheet and Consent Form, taking into account the suggestions made by the Committee.



	 10  
	Ethics ref:  
	21/CEN/58 

	 
	Title: 
	BGB-15025 and Tislelizumab in advanced solid tumours 

	 
	Principal Investigator: 
	Dr Sanjeev Deva 

	 
	Sponsor: 
	BeiGene NZ, Limited 

	 
	Clock Start Date: 
	11 February 2021 


 
· During discussion, the Committee agreed that this application could be approved with non-standard conditions. The Secretariat confirmed with the researcher that they were happy with this decision without being present for the review. 

No one was present via videoconference 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 phase 1 study to assess the safety and tolerability of a HPK1 inhibitor called BGB-15025, and then BGB-15025 combined with tislelizumab, an anti-PD-1 monoclonal antibody.

Summary of outstanding ethical issues

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

2. Please make it clear how long participation is. There are many references to a cycle being 3 weeks, but not how many cycles there are if participants show benefit from the drug. 
3. Please state that if participants withdraw from the research, any further procedures need to be with consent.


Decision 

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

· Please update the Participant Information Sheet and Consent Form, taking into account the suggestions made by the Committee.



	 11  
	Ethics ref:  
	21/CEN/59 

	 
	Title: 
	(duplicate) Baby's SOS message in a bottle 

	 
	Principal Investigator: 
	Associate Professor Mhoyra Fraser 

	 
	Sponsor: 
	The University of Auckland 

	 
	Clock Start Date: 
	11 February 2021 



Mhoyra Fraser and Malcolm Battin was present via videoconference 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 researcher’s primary question is to investigate for the first time 1) whether they can find exosomes that show potential for injured fetal brains from mum’s blood during pregnancy, and 2) whether they can detect similar exosomes in umbilical cord blood that can indicate if the baby has suffered brain injury during birth. By providing early detection, this will enable better outcomes for these babies and thus significant long-term benefits that could potentially translate to these babies achieving a more productive life.

Summary of resolved ethical issues 

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

2. Questions r.2.3.1 is not answered (use of questionnaires/surveys). The researcher clarified there are no surveys or questionnaires.

Summary of outstanding ethical issues

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

3. The Committee noted for future apps to not refer to the Treaty of Waitangi when answering p.4.1 and p.4.2
4. After discussion, the Committee stated that the baby counts as a participant if ultrasound data and baby weight is being used as part of the study. A separate consent form for using the infant’s data after they are born is required to be filled out by a parent/guardian. 
5. The Committee asked at what point during the pregnancy will potential participants be recruited. The researcher responded that potential participants are typically seen before their labour due to their high risk. The Committee asked for assurance that all potential participants are approached prior to their labour for recruitment.
6. Please seek advice regarding the statement in the information sheet around the collective overriding the individual when it comes to tikanga Māori. 



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

7. Please include information on full criteria for inclusion (i.e. the factors that cause them to be considered for recruitment). 
8. Please clarify that an additional blood sample will be taken for research alongside standard clinical care
9. Please note to participants that if they plan to store their own cord blood, they may not be eligible for the study
10. Please outline emotional and psychological risks.
11. Please specify under what circumstances cranial ultrasounds are standard of care. 
12. Statements about ACC given twice, please condense into one. 
13. Please state the sponsor of the study (University of Auckland)
14. On page 7, only notifiable diseases (such as Hepatitis or HIV) are notified to Medical Officer of Health in the event participants are positive. If you are testing for these, please state so. If not, please remove this. 
15. Please remove statement “People and companies with or for the study…” as the way the template frames the Sponsor is typically reserved for clinical trials.
16. Please remove reference to future unspecified research. 
17. Under page 8, please state that identifiable information will be held at University of Auckland and will be transferred to a secure archive. 
18. Please remove statement referring to getting the results of screening test.
19. Please remove yes/no tick boxes in the Consent Form on items that are not optional. 
20. On page 12, please remove reference to informing partner of pregnancy risks as participants are already pregnant.
21. R.4.1.1 – states that unexpected result is found then consultation will be undertaken with clinical team but PIS says that GP/usual doctor will be contacted. Please specify this for consistency
22. The Committee recommended that the submitted information sheet needs to be reviewed for irrelevant sections from the template that need to be removed as it does not pertain to the study, taking into account but not limited to the points stated above.

Decision 

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

· Please address all outstanding ethical issues, providing the information requested by the Committee.
· Please update the participant information sheet and consent form, taking into account feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).  

After receipt of the information requested by the Committee, a final decision on the application will be made by Cordelia Thomas, Sandy Gill and Peter Gallagher. 



	 12  
	Ethics ref:  
	21/CEN/60 

	 
	Title: 
	Phase 2/3 Study of MK-5475 in Adults with Pulmonary Arterial Hypertension 

	 
	Principal Investigator: 
	Dr Sasiharan Sithamparanathan 

	 
	Sponsor: 
	Merck Sharp & Dohme (Australia) Pty Limited 

	 
	Clock Start Date: 
	11 February 2021 



Sasiharan Sithamparanathan was present via videoconference 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 will enroll approximately 450 participants, 164 participants in the Phase 2 dose selection cohort and 286 participants in the Phase 3 confirmatory dose selection cohort, including 8 participants in New Zealand. MK-5475 or placebo will be administered once daily by oral inhalation via a Dry Powder Inhaler (DPI).

Summary of resolved ethical issues 

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

2. The Committee asked for clarification that no study drug is provided at the end of the study. The researcher stated it will not but the participants will have the option of continuing on phase 3. There is also the option for compassionate access from the sponsor. However, the participants are not disadvantaged by not having access as other follow-up medications that are proven effective can be offered. The Committee was satisfied with this response. 

Summary of outstanding ethical issues

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

3. The Committee stated that when additional side effect information is found through phase 2, please ensure phase 3 information sheet is amended. 
4. The Committee stated that questionnaires used ask questions around mental health but have no timely follow-up plan in place. Please clarify with the sponsor a safety protocol in place for how quickly answers of concern are reviewed and what follow-up will be done. Please include this information in the information sheets too. 
5. The Committee noted for future applications that P.4.1 of Application form is asking how the research may benefit Māori, citing any statistics or incidence in Māori. The answer that they have the same rights and opportunity to take part is considered patronising as this is a given. 




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

6. Please indicate approximately how long each visit is. 
7. Please outline examples of acceptable birth control
8. Please update advocacy email to advocacy@advocacy.org.nz 
9. Please update the HDEC email to hdecs@health.govt.nz 
10. Please clarify that with participant’s consent the pregnancy will be monitored.
11. Note that HDEC give ethical approval only. 
12. Please clarify if samples are being sent overseas, and if so, under what circumstances. 
13. Please ensure these items are included in the consent form. You can refer to the HDEC template for guidance to see these in full (https://ethics.health.govt.nz/guides-templates-forms-0/participant-information-sheet-templates):
a. opportunity to discuss with family/legal etc 
b. sending samples overseas 
c. Sending data overseas 
d. pregnancy risk 
e. regulatory auditing
f. confidentiality 
g. compensation 
h. place to confirm in CF that GP contact ok 
i. request receipt of results 
j. know who to contact 
k. participant responsibilities
14. Please amend that Hepatitis and HIV from “may be” to “will be” reported to the Medical Officer of Health. 
15. For the Phase 3 information sheet, please outline how the doses will determined. 
16. “Even if you decide to not be a part of FBR, you may still be a part of the study. Please add the word 'main' before study to clarify the difference in the FBR study and the main study. 
17. Please change the title to include “optional” 
18. FBR requires cultural statement.

Decision 

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

· Please address all outstanding ethical issues, providing the information requested by the Committee.
· Please update the participant information sheet and consent form, taking into account feedback provided by the Committee. (National Ethical Standards for Health and Disability Research and Quality Improvement, para 7.15 – 7.17).  

After receipt of the information requested by the Committee, a final decision on the application will be made by Helen Davidson and Julie Jones.



General business

1. The Committee noted the content of the “noting section” of the agenda.

2. After discussion, the Committee would like to move future meetings to 11.30am. The Secretariat will make these changes. 

3. The Chair reminded the Committee of the date and time of its next scheduled meeting, namely:

	Meeting date:
	23 March 2021, 11:30 AM

	Meeting venue:
	ONLINE - Zoom Meeting



	The following members tendered apologies for this meeting.

· Peter Gallagher

4. Review of 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 6.10pm
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