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		Minutes





	Committee:
	Central Health and Disability Ethics Committee

	Meeting date:
	27 April 2021

	Meeting venue:
	ONLINE - Zoom Meeting



	Time
	Item of business

	11:30am
	Welcome and confirmation of minutes of meeting of 23 March 2021

	11:50am
	New applications (see over for details)

	11:50 – 12:15am
12:15 – 12:40am
12:40 – 1:05pm
1:05 – 1:30pm
1:30 – 1:50pm
1:50 – 2:15pm
2:15 – 2:40pm
2:40 – 3:05pm
3:05 – 3:30pm
3:30 – 3:50pm
3:50 – 4:15pm
4:15 – 4:40pm
	21/CEN/97	Helen W / Patries			
21/CEN/110	Sandy / Peter
21/CEN/108	Cordelia / Julie
21/CEN/112	Helen D / Patries
[break]
21/CEN/113	Helen W / Peter
21/CEN/117	Sandy / Julie
21/CEN/118	Cordelia / Patries
21/CEN/123	Helen D / Peter
[break]
21/CEN/121	Helen W / Julie
21/CEN/119	Sandy / Patries

	4:40pm
	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 11.30am and welcomed Committee members, noting that no apologies had been received.

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 23 March 2021 were confirmed.


New applications 


	 1  
	Ethics ref:  
	21/CEN/97 

	 
	Title: 
	Raman markers for photodamage in skin 

	 
	Principal Investigator: 
	Mr Ira Mautner 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	08 April 2021 


 
Ira Mautner 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 study will investigate normal aging of the skin (chronological aging) and compare it with accelerated aging due to sun exposure (photo aging) in a wide range of age groups. 
2. Raman spectroscopy is a painless and non-invasive method that allows us to analyse the chemical composition of skin, through shining an infra-red laser at skin and then catching and recording the light that bounces back. This reflected light is called a Raman spectrum.
3. By recording Raman spectra from sun-exposed skin areas and comparing these with Raman spectra from sun protected areas, we plan to identify chemical changes in skin that occur as a result of natural aging (chronological aging) and to distinguish these from chemical changes that occur due to sun damage (photoaging).

Summary of resolved ethical issues 

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

4. The Committee clarified that the researcher will not be reconsenting any participants at age 16 because these children will not be contacted for future studies. 

Summary of outstanding ethical issues

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

5. The Committee requested the researcher clarify in their documentation that data will be kept for a minimum of 10 years after participants turn 16.
6. The Committee requested that the researcher used the Census format for collecting ethnicity data. 




The Committee requested the following changes to the Participant Information Sheet (PIS) and Consent Form (CF): 

7. Please include a bullet point in the CF to explain that participants will have a two-week period to withdraw consent for the collection of their data. After this point, it cannot be retracted as it will have already been entered for analysis. No further data will be collected. 
8. On page 3 of the PIS, please ask participants to wear shorts “or other suitable clothing”, in case of cultural issues associated with wearing shorts. 
9. On page 5 of the PIS, please amend to state that participants will have the option to “consent or decline consent” rather than “agree or disagree”.
10. Please soften the risks section in the PIS, as some of the currently stated risks are irrelevant. 
11. Please amend the PIS for legal guardians of participants under the age of 16 to say “your child’s data” rather than “your data”. 
12. Please add a statement in the PIS for legal guardians of participants under the age of 16, saying “your child will be asked to assent, and if they do not want to be part of this research, they will not be included.”
13. Please remove the statement in the CF that says “I consent to my child’s data being held 12 years after they turn 16” as parents cannot consent on behalf of children after they turn 16.
14. In the CF, please delete the statement “declaration by participant: I hereby consent to take part in this study”. Instead, please say “declaration by legal guardian: I hereby consent on behalf of my child for my child to take part in this study”.
15. On the PIS for 7 to 11-year-olds, please amend to say “your Mum, Dad or caregiver will have to be there with you”.
16. On the 12 to 14-year-old and adult PISs, please remove the line about the equipment being portable in the section about costs being reimbursed. 
17.  In the CFs, please remove tick boxes for non-optional consents.
18.  On PISs for 7 to 11-year-olds and up, when talking about the forehead and the left cheek, please acknowledge that the head is tapu and that cultural respect will be given. 

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.

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



	 2  
	Ethics ref:  
	21/CEN/110 

	 
	Title: 
	Clinical Trial of efinopegdutide (MK-6024) in people with nonalcoholic fatty liver disease (NAFLD) 

	 
	Principal Investigator: 
	Dr John Baker 

	 
	Sponsor: 
	Merck Sharp & Dohme 

	 
	Clock Start Date: 
	15 April 2021 


 
Dr John Baker 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. Non-alcoholic fatty liver disease (NAFLD) encompasses a spectrum of disease, ranging from simple steatosis to Nonalcoholic Steatohepatitis (NASH) that is associated with chronic inflammation within the liver described histologically as steatohepatitis with or without fibrosis. An increasing proportion of NAFLD cases will progress to NASH.
2. MK-6024 is being developed for the treatment of non-alcoholic fatty liver disease (NAFLD)
3. The study will be conducted in approximately 130 adults (worldwide) with NAFLD.
4. The trial aims to:
a. Test the safety of MK-6024 compared to semaglutide
b. See how well MK-6024 works compared to semaglutide
5. The results will be used for the further clinical development of MK-6024 as a treatment for NAFLD.

Summary of resolved ethical issues 

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

6. The researcher clarified that whilst fatty liver is common, the exclusion criteria is tight and therefore it will not be easy to recruit participants.  
7. The researcher clarified that anti-nausea drugs will be provided to patients as part of standard of care, if they require them. 

Summary of outstanding ethical issues

The Committee requested the following changes to the Participant Information Sheet (PIS) and Consent Form (CF): 

8. Please use the cultural paragraph from the HDEC template. 
9. In the CF for future unspecified research, please explain that the samples will be sent overseas. 
10. Please take out information about ACC relating to future unspecified research. 
11. Please provide the side effects and pregnancy risks associated with the placebo drug. 
12. Please provide an indication of how common the side effects of the placebo and the intervention drug are. 
13. Please ensure that, when discussing the MRI, you note that people with metal objects in their body cannot be part of the study. 
14. Please clarify in the reproductive risks section that it has been shown in animal studies that this drug affects foetal development.
15. On page 11 of the PIS, please add “with your permission” for monitoring and data collection of the baby in the case of pregnancy.
16. In the CF, please add a bullet point to say that the participant consents to genetic testing. 

Decision 

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

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

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



	3  
	Ethics ref:  
	21/CEN/108 

	 
	Title: 
	HICCUP 

	 
	Principal Investigator: 
	Dr Rebecca Slykerman 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	15 April 2021 


 
The Committee discussed this application ahead of schedule and the Committee came to a decision without the researcher present. 

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 will conduct a randomised, double-blind, placebo-controlled trial to test whether a probiotic can reduce the number of days children have symptoms of cold and flu-like illnesses.

Summary of resolved ethical issues 

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

2. The Committee understands that Fonterra will not be receiving any study data. 

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 requested that the researcher provide an independent, signed, scientific peer review using the HDEC template.
4. Please change the wording in the advertisement to use language that reflects the fact that participants have not yet consented. 
5. Please clarify the eligibility criteria in the advertisement. 
6. The Committee requested an explanation from the researcher as to how the electronic PIS will function, in terms of giving participants access to printed copies, for example if they need to take a copy to their GP. 
7. Please update the protocol to be consistent when talking about 0-12 months or 12 months-5 years. 
8. Please send screenshots of the electronic PIS and CFs so the Committee can review the formatting. 

The Committee requested the following changes to the Participant Information Sheet (PIS) and Consent Form (CF): 

9. Please clarify the eligibility criteria in the PIS. 
10. Please amend the CF to clarify that parents are not consenting to being asked to give their child the probiotic, they are consenting to giving it.  
11. Please clarify that this is a randomised, blinded trial. 
12. Please give the side-effects of probiotics, including whether they have an unpleasant taste. 
13. In the PIS, please separate the contact details for Māori support from lodging complaints. 
14. Please change the wording of the electronic consent form to say “I have read the above statements and agree to me and my child being part of the study”. 
15. Please delete the repetitive information on page 2 of the PIS. 
16. Please delete the risk statement regarding making it harder to find a job or obtain health insurance. 
17. Please amend to say that consent will be obtained by “parent or guardian” rather than “parent or caregiver”. 
18. Please clarify in the PIS that coded information may be used to inform future research related to interventions for preschool immunity in NZ. 
19. Review PIS to ensure correct references to ‘you and your child’ rather than just ‘you’. 
20. Please edit the PISCFs and questionnaires for spelling, grammar and formatting.
21. Please correct the PISCFs to ensure that the correct data storage period is reflected as per clause 6.28 of the NEAC guidelines (10 years after the child turns 16).

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.

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


	 4  
	Ethics ref:  
	21/CEN/112 

	 
	Title: 
	Methylphenidate OROS dose finding for Methamphetamine Use Disorder 

	 
	Principal Investigator: 
	Dr Christopher Gale 

	 
	Sponsor: 
	University of Otago 

	 
	Clock Start Date: 
	15 April 2021 


 
The Researcher was not present for discussion of this application.

Potential conflicts of interest

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

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

Summary of Study

1. Methamphetamine abuse is becoming a more common addiction disorder that causes patients and their families significant emotional distress. There is a paucity of effective medications for this. 
2. Previous trials of stimulant medications used as substitution therapy such as methylphenidate to decrease craving and to relieve withdrawal and drug seeking, have had poor results. 
3. The hypothesis is this is because people using methamphetamine recreationally use much higher doses of than are used therapeutically for attention deficit disorder or narcolepsy.  However, these doses have not been shown to be safe in previous dose finding studies.
4. This is a pilot, open safety study of ascending doses of a sustained release formulation of methylphenidate up to three times the dose recommended in the NZ formulary.

Summary of outstanding ethical issues

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

5. The Committee have the following questions about managing and minimising risks of harm in the study. Without answers to these questions, the Committee is not satisfied that the researcher has adequately satisfied sections National Ethics Standards, para 8.4-8.6.
a) What is the safety risk of the intervention drug, given its high dosage?
b) What is the safety risk of patients taking methamphetamine whilst on the intervention drug?
c) If participants are required to be clean of methamphetamine during the duration of the study, how can this be guaranteed considering they are addicted to methamphetamine? 
d) How will the researcher mitigate the possibility of addicted participants signing up in order to get drugs for free?
e) What withdrawal symptoms of methamphetamine might the participants experience during this study?
f) What are the legal risks for participants? Will the researcher be sharing information with the police? How will this work?
g) How will the researcher address safety risks arising out of participants’ answers to the questionnaires?
h) Why is there no independent safety committee?
6. There is no safety plan in the PIS. Therefore, participants are not adequately informed of the risks to their safety and information and cannot provide informed consent (National Ethics Standards para 7.15-7.18).
7. The advert for the study should say more about the aim for the study. 
8. Please provide a clear response to the peer reviewer’s comments. 
9. Please indicate in answer 4.2 of your application that whakama is likely an issue for Māori. 

The Committee requested the following changes to the Participant Information Sheet (PIS) and Consent Form (CF): 

10. Please relate the PIS to the information in the protocol, taking special note of the safety risks that were raised in the peer review. 
11. Please clarify the risks and side-effects of the intervention drug. 
12. Please clarify the legal risks of participating in the study. 
13. Please clarify whether participants are able to take methamphetamine during this study. The protocol says that participants are expected to abstain for 24 hours, but this is not in the PIS. 
14. Please provide a participant safety plan. 
15. Please explain who the sponsor is and what this means.
16. Page 9 of the PIS mentions “Prof Glue” and “Prof Russell” for the first time. Please clarify who these people are. 
17. Please clarify whether you will be contacting other health agencies or not. At one point it says you will not be, but elsewhere it says you will be contacting the GP.
18. Please clarify whether information is being sent overseas.
19. Please refer to the participant as ‘you’ rather than ‘they’. 
20. Please provide a lay title for the study. 
21. Please use a larger font when discussing the risks. 
22. On page 7 of the PIS, please amend “who has access to information” to be relevant to the study (there is no pharma sponsor). 
23. Please provide a contact number for Māori support. 
24. Please amend page 2 of the PIS to state that participants can withdraw at any time, rather than any practicable time. 
25. Please amend the wording on page 7 regarding security and storage to say “will be held” rather than “is held”. 
26. Please clarify in the PIS whether or not the GP will be informed. 
27. Please clarify on page 7 whether “you will not face any charges” refers to legal or financial charges. 
28. Please check number of pages on page 2. It currently says there are 14 pages, but the document is 13 pages. 
29. Please correct the following sentence on page 2: “Our hypothesis is this is because people using amphetamine recreationally use much higher doses of than are used therapeutically for attention deficit disorder or narcolepsy”. 
30. Point 1 of why you can’t take part needs more text. 
31. The entire PIS needs to be thoroughly edited to correct for jumps from third to first person, unintended bullet points, grammar issues, double ups, font changes et cetera.  



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 noted that if this research can be safely and ethically achieved, the benefits will be great. However, the Committee has so many unanswered questions, particularly regarding safety, that they simply cannot approve.



	 5  
	Ethics ref:  
	21/CEN/113 

	 
	Title: 
	Does the addition of remote patient monitoring to existing care pathways reduce ED visits for frail elderly? A pilot project. 

	 
	Principal Investigator: 
	Dr Lik Loh 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	15 April 2021 


 
Lik Loh, Ruth Kibble and Stefanie Green 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. There are a high number of patients that have had a NASC assessment that subsequently present to the Emergency Department (ED). A large number of these patients are either non-admitted, or are admitted for one night, particularly for falls or the monitoring of ‘funny turns'. This pilot aims to improve the ability of clinicians to detect patient deterioration early and support proactive clinical intervention. This pilot is a New Zealand first to trial the ability of wearable technology to continuously monitor key clinical parameters in a home-based setting to reduce non-admitted ED attendances for patients at risk of deterioration.

Summary of resolved ethical issues 

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

2. The Committee clarified that the researcher will be seeking consent from the participants in the study. 
3. The Committee clarified that all participants will be cognitively able to give consent. 
4. The researcher explained that the questionnaire was co-developed with consumers. Consent for a third-party to answer these questions will be obtained in the consent form. 
5. The Committee was satisfied with the peer review provided. 
6. The Committee clarified that the main risk involved in this study relates not to the trialling of the medical device, but rather to participants providing informed consent for research. 

Summary of outstanding ethical issues

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

7. The Committee requested that the researcher provides copies of the Participant Information Sheet and the Consent Form, as per chapter 7 of the National Ethical Standards. The researcher will develop and provide these after the technology vendor has been selected. 
8. The Committee noted that the researcher had answered questions in the application form incorrectly, namely where they state that there are no subjects or participants involved and that the study is not research. Please update your application form to provide correct answers.  
9. Please provide a formal research protocol, as per paras 9.7-9.8 of the National Ethical Standards, using the HDEC template. 
10. Please provide a data management plan, as per chapter 12 of the National Ethical Standards, using the HDEC template. 
11. Please provide information about the device that is going to be used and show that it has been validated for use. 
12. In the cultural issues section of the application form, please consider issues such as whakama, information as a taonga, whanau interaction and faith to faith interaction. 
13. Please provide statistics, rather than anecdotal evidence, for question p.4.1 of the application. 

The Committee requested the following changes to the Participant Information Sheet (PIS) and Consent Form (CF): 

14. Please ensure participants are informed of what their involvement in this research will entail. Please see the HDEC templates.  

Decision 

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



	 6  
	Ethics ref:  
	21/CEN/117 

	 
	Title: 
	Comparison of tioguanine tablets under fasting conditions. 

	 
	Principal Investigator: 
	Dr Noelyn Hung 

	 
	Sponsor: 
	Douglas Pharmaceuticals Ltd 

	 
	Clock Start Date: 
	15 April 2021 


 
Linda Folland 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 sponsor has developed a 10mg ER formulation of tioguanine that they hope will be eventually marketed for the maintenance treatment of inflammatory bowel disease.
2. This study is being conducted to compare the rate of absorption and pharmacokinetics (PK) of the medication when taken orally under fasting conditions. Two 10mg extended release tablets vs one 20mg immediate release tablet will be compared in this study.

Summary of resolved ethical issues 

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

3. The Committee clarified that a pregnant partner PIS will be reviewed by the Committee as an amendment if the situation occurs. 

Summary of outstanding ethical issues

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

4. The Committee noted that the Investigator’s Brochure had missing sentences etc. Please provide the Secretariat with a completed version. 

The Committee requested the following changes to the Participant Information Sheet (PIS) and Consent Form (CF): 

5. Please update page 9 of the PIS to say “if you plan to father a child” rather than “if you plan to start a family”.
6. Please provide a table of procedures.
7. Please explain that blood volume taken during the study is equivalent to a full blood donation. 


Decision 

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

· Please address all outstanding ethical issues raised by the Committee.
· Please update the Participant Information Sheet and Consent Form, taking into account the suggestions made by the Committee.
 

	 7  
	Ethics ref:  
	21/CEN/118 

	 
	Title: 
	COG AREN1921   

	 
	Principal Investigator: 
	Dr Amanda Lyver 

	 
	Sponsor: 
	Children's Oncology Group (COG) 

	 
	Clock Start Date: 
	15 April 2021 


 
Sara Parkin 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 Phase II trial studies how well combination chemotherapy works in treating patients with newly diagnosed Stage II-IV diffuse anaplastic Wilms tumour (DAWT) or favourable histology Wilms tumour (FHWT) that have come back (relapsed). 
2. Less than half of patients with Stage 4 DAWT survive and the salvage rate for those who relapse is dismal.
3. This clinical trial aims to improve survival by intensifying treatment in these groups. 

Summary of resolved ethical issues 

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

4. The Committee noted that question r.2.3 of the application form stated that patients will be identifiable by a study number, initials and date of birth. This contradicts the answer given to question r.2.4.1 which states participants will only be identified by their study number. The researcher confirmed that participants’ initials and DOB would also be accessible.  
5. The Researcher clarified that the participants will not be compensated for travel or parking as they are inpatients receiving the intervention at the time of receiving their usual treatment.

Summary of outstanding ethical issues

The Committee requested the following changes to the Participant Information Sheet (PIS) and Consent Form (CF): 

6. Please provide a more informative lay title. 
7. Please consider removing repeated information, e.g. about the risks of side effects, about biobanking of blood and urine. 
8. Please use the HDEC reproductive risks template.
9. Please amend the 7 to 11-year-old assent form to remove inferences that the study is randomised. 
10. Please consider using pictures or cartoons in the 7 to 11-year-old PIS. 
11. Please update the 12 to 15-year-old assent form to give more information, particularly in the area of what their involvement in the study will entail. Please include the diagram from the 16-year-old consent form. Please include a Māori cultural statement. Please include an ACC statement. Please provide contact details, in case they have questions. Please provide an optional assent for a tissue sample. 
12. Under the compensation heading across each of the PISCFs, there is an incomplete sentence. Please use the standard compensation phrase from the HDEC template. 
13. Please amend the ACC statement on page 10 of the PIS as it is currently incomplete. 
14. In the ‘who do I call if I have questions or problems?’ section, please bold the Māori Health Support statement, so that it does not infer that this is less important than the other forms of support on offer. 
15. Please provide HDEC contact details. 
16. Please check for missing contact details in various places. 
17. On the reconsent at age 16 form, please put the ‘who to contact if I have problems’ section at the end, so that it is easy to find. 
18. Please amend the heading “could anything good from being in the study?” to be grammatically correct. 

Decision 

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

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

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



	8  
	Ethics ref:  
	21/CEN/123 

	 
	Title: 
	A Phase 2 Study of Galicaftor/Navocaftor/ABBV-119 in Subjects With Cystic Fibrosis Who Are Homozygous or Heterozygous for the F508del Mutation 

	 
	Principal Investigator: 
	Dr Michael Epton 

	 
	Sponsor: 
	AbbVie 

	 
	Clock Start Date: 
	15 April 2021 


 

The Committee discussed this application ahead of schedule and the Committee came to a decision without the researcher present. 

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 this study is to assess the safety, tolerability, and efficacy for galicaftor/navocaftor/ABBV-119 combination therapy in adults with cystic fibrosis who are homozygous or heterozygous for the F508del mutation.
2. There are two cohorts in this study, Cohort 1, participants will receive galicaftor/navocaftor for 28 days and then receive galicaftor/navocaftor/ABBV-119 for 28 days open label. For Cohort 2, the participants will be randomised to 2 parallel treatment arms at a 2:1 treatment to placebo ratio. Cohort 2 participants will receive galicaftor/navocaftor/ABBV-119 triple combination therapy or placebo for 28 days. The investigational product will be administered orally.

Summary of resolved ethical issues 

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

3. The Committee noted that the Pregnancy PIS had not been reviewed or approved and would be reviewed as an amendment in the event that a participant becomes pregnant.  

Summary of outstanding ethical issues

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

4. The Committee requested a Data Management Plan. 
5. The Committee noted that the answer in the application form relating to Māori consultation, which stated that the researchers would provide information in clear and understandable language, is patronising to Māori participants. Please amend this answer. 
6. The Committee requested more information regarding overseas regulatory bodies receiving identifiable data, as they noted that this is unusual. 



The Committee requested the following changes to the Participant Information Sheet (PIS) and Consent Form (CF): 

7. Please provide a shorter lay title for the study. 
8. In the ‘what will my participation’ involve section, please use less complex and technical language. 
9. Please delete the statement on page 23 of the PIS that states that participants “cannot change information for the sole reason that you disagree with it”. 
10. Please clarify on page 2 of the main PIS whether Cohort 2 will also be open label. 
11. Please clarify in the optional biomarker research PIS that samples will be sent overseas. 

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.

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


	 9  
	Ethics ref:  
	21/CEN/121 

	 
	Title: 
	Healthy Lungs Study Follow-up 

	 
	Principal Investigator: 
	Dr Adrian Trenholme 

	 
	Sponsor: 
	 

	 
	Clock Start Date: 
	15 April 2021 


 
Dr Adrian Trenholme and Mary Roberts 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 is a follow-up study of a cohort of children that were previously randomised in a 1:1 ratio to having an ‘intervention’ programme (formal, regular follow-up) or ‘control’ (discharge, no planned follow-up) for two years following hospital admission for an acute respiratory infection when aged < 2 years. 
2. These children are now over 10 years and will be able to undertake a more specific respiratory assessment with definitive investigations that were not possible to perform in early childhood. The aim is to determine the prevalence of respiratory disease (asthma and bronchiectasis) at 10-13 years of age following hospitalisation for LRTI < 2 years age. This will also help us understand how these diseases evolve during childhood and determine if the initial intervention had an impact.  
3. The first part of the study will involve a medical review, history of symptoms, examination, questionnaires about their health and housing.  
4. The second part is a co-design process involving whānau.  The aim is to identify health service support that is accessible and acceptable for whānau of children at high risk of developing chronic lung disease.

Summary of resolved ethical issues 

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

5. The Committee thought it was discriminatory against people of lower socioeconomic classes that one of the indicators for referral is a mother that does not have a formal qualification. The researcher is going to feed this back to the questionnaire developer. 
6. The Committee commended the researcher for providing statistics in answer to question p.4.1 of the application form, for how the study will benefit Māori. 
7. The Committee noted that giving full consideration to Treaty of Waitangi principles is not a health benefit. 

Summary of outstanding ethical issues

The Committee requested the following changes to the Participant Information Sheet (PIS) and Consent Form (CF): 

8. Please clarify the monetary value of the vouchers that participants will receive, and what these vouchers are for. 
9. The Parent PIS should say that participation is also dependent on the child assenting. Explain that even if the parent consents, the child will not be included in the study if they do not assent. 
10. On the Parent PIS, please amend the heading ‘declaration by parent/caregiver’ to say ‘declaration by parent/legal guardian’.
11. On page 2 of the assent form, be careful when discussing benefits of participating in the study. “The study will make sure your breathing is as good as it could be” could imply that the participant will receive personal benefit. 
12. Please provide more information in the 10 to 12-year-old assent form, e.g. in regard to what will happen to their data. 
13. Please provide more information on the “Healthy Lungs Study Follow Up”, e.g. regarding privacy, how information will be used, koha etc. Follow the same PIS template, making sure you cover off the same information as the PIS for the first study.
14. On page 1 of the PIS you do not need to discuss what treatment or medication the child will be receiving (in respect to the GP being informed), as this in an observational study.
15. Please use a consistent spelling of Māori in the qualitative PIS. 
16. Please amend the documentation to state the data will be retained for 10 years after children have turned 16, rather than for 6 years. 
17. Please amend the assent form to say “the doctors” and/or “the researchers” will not be angry with you, rather than “no one will be angry with you”.
18. Please add a footer with version number and date. 
19. Please state in the PIS that data will be de-identified before it is distributed. Explain who will have access to it, how and where it will be stored, etc. 
20. Make sure that no new information is included for the first time in the consent form that has not already been mentioned in the PIS. 
21. Include in the consent form that non-identifiable information will be accessed by researchers and approved auditors by HDEC.
22. Please explain in the PIS that themes will be pulled out of the transcripts and the participants will have the opportunity to review these themes. 
23. Please update the main PIS to use wording that reflects that the parent is also a participant in the study, as they are providing information about housing. E.g. “our information”, “our participation”.
24. In the questionnaire section of the PIS, please explain what will be done with the information provided in the awhi questionnaire. 

Decision 

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

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

After receipt of the information requested by the Committee, a final decision on the application will be made by Helen Walker and Julie Jones. 
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Ed Gane and Courtney Rowse 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. The study drug VNRX-9945 is being developed as a potential new treatment for chronic Hepatitis B infection (HBV). The main goal is to determine whether VNRX-9945 is safe and well tolerated when given at different doses. 

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 that the researcher increase the insurance levels from only $5 million in total to $5 million per participant. 

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

3. Please amend page 5 of the PIS to say “you must not consume” rather than “you must avoid”, for the sake of clarity. 

Decision 

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

· Please address all outstanding ethical issues raised by the Committee.
· Please update the Participant Information Sheet and Consent Form, taking into account the suggestions made by the Committee.


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:
	25 May 2021, 11:30 AM

	Meeting venue:
	ONLINE - Zoom Meeting




3. 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 4.30pm.
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